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End of the COVID-19 
PHE and the Impact on 
the SEND Requirement
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Expiration of the COVID-
19 PHE and SEND

• The federal Public Health Emergency (PHE) for 
COVID-19, declared under Section 319 of the 
Public Health Service (PHS) Act, expired at the 
end of the day on May 11, 2023. 

• For the duration of the COVID-19 PHE, SEND 
was not required to be submitted to commercial 
INDs with indications specific to COVID-19 (only 
required with the marketing application).

• This temporary modification to the SEND 
requirement expired with the expiration of the 
HHS declared COVID-19 PHE.

Study Data Standards Resources | FDA

Study Data Technical Conformance Guide

https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
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May Special Edition sdTCG: COVID-19 and SEND 

• A 180-Day “Wind-Down” period will be given 
to allow for an orderly transition back to the 
SEND requirement for COVID-19 related 
applications under commercial IND.

• Will allow for sponsors to complete studies 
in progress and once again plan for the SEND 
requirement.

• Sponsors may submit SEND for these 
applications at any time but will be required 
again on November 8, 2023 (submission 
date).

www.fda.gov
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Expiration of the COVID-19 PHE

During the COVID-19 pandemic, FDA issued more than 80 COVID-19-related 
guidances and CDER modified the SEND requirement for commercial IND 
submissions with COVID-19 specific indications.

Fact Sheet: COVID-19 Public Health Emergency Transition 
Roadmap | HHS.gov

Guidance Documents Related to 

Coronavirus Disease 2019 (COVID-19): 
Federal Register /Vol. 88, No. 48 /Monday, 
March 13, 2023 /Notices

https://www.govinfo.gov/content/pkg/FR-2023-03-
13/pdf/2023-05094.pdf

Some guidances allowing for a 
“wind-down” period.

https://www.hhs.gov/about/news/2023/02/09/fact-sheet-covid-19-public-health-emergency-transition-roadmap.html
https://www.govinfo.gov/content/pkg/FR-2023-03-13/pdf/2023-05094.pdf
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• A 180-Day “Wind-Down” period will be 
given to allow for an orderly transition 
back to the SEND requirement for COVID-
19 related applications.

• SEND has been and will continue to be 
required for all COVID-19 related marketing  
applications (regardless of whether SEND 
was submitted under the IND).

• Sponsors may not cross-reference to a 
COVID-19 related IND application to avoid 
the SEND requirement when submitting an 
application for a different indication (i.e., 
non-COVID-19 related).

May Special Edition sdTCG: COVID-19 and SEND 
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• Addition of Appendix H to track 
any modifications to data 
standards requirements due to 
an HHS declared PHE.

• Lists PHE, data standards 
impacted, public notification and 
rationale.

• Maintains a history of previously 
used language in the Study Data 
TCG regarding modified data 
standards requirements.

May Special Edition sdTCG: COVID-19 and SEND 
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Study Data TCG May 12, 2023 Update

Special Edition of the Study Data 
TCG published on May 12, 2023

Replaced language on Study Data 
Standards Resources Website  
(Technical Guides)

https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources

https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources



