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General Disclaimer

This presentation reflects the views of the author 
and should not be construed to represent FDA’s 

views or policies.
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FDA’s Public Health Emergency 
Response  

• Facilitating development of MCMs; approving, licensing,
clearing, and regulatingthroughout product lifecycle

• Using legal mechanisms to facilitate emergency use to
investigational products

• Preventingshortages
• Protecting blood supply & tissue for transplantation
• Ensuring consumerprotection against fraud
• Monitoring MCM use for adverse events to ensure safety

and efficacy of FDA-regulated products

MCM

Development

Approval

Availability

Security
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• Emergency program for potential coronavirus 
therapies created April 2020. 

• Enabled FDA to leverage cross-agency 
scientific resources and expertise to facilitate 
COVID-19 therapeutic development and 
review. 

• Facilitated fast, early, and frequent discussions 
between FDA and drug sponsors -- an 
essential element in expediting efficient 
development of therapies. 

• Includes significant emphasis on providing 
timely FDA feedback to industry on clinical 
trial development – reinforcing the gold 
standard for assessing whether a particular 
therapeutic is safe and effective for its 
investigational use.

Coronavirus Treatment Acceleration Program 
(CTAP)
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Clinical Trials

R&D Pre-clinical Phase 1 Phase 2 Phase 3 Marketing
Application

Emergency Use Authorization (EUA)

Expanded Access (EA) IND

IN
D

Phase 4

www.fda.gov/medicalcountermeasures

Regulatory Mechanisms to Enable Access 
to Investigational Products
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Summary 
of 
Process 
for EUA 
Issuance

• Pursuant to a Declaration by the Secretary of Health 
and Human Services, the FDA may authorize an 
unapproved product or unapproved uses of an 
approved product for emergency use.

• Issuance of an EUA is discretionary.
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Criteria for 
Issuance

• For FDA to issue an EUA, the chemical, biological, 
radiological, or nuclear agent(s) referred to in the 
HHS Secretary’s EUA declaration must be capable 
of causing a serious or life-threatening disease or 
condition.

• COVID-19 PHE: Based on the totality of scientific 
evidence available, including data from adequate 
and well-controlled clinical trials, if available, that 
– It is reasonable to believe that the product 

may be effective in diagnosing, treating, or 
preventing such disease or condition caused 
by SARS-CoV-2, or a serious or life-threatening 
disease or condition caused by an FDA-
regulated product that is used to diagnose, 
treat, or prevent a disease or condition caused 
by SARS-CoV-2.

– The known and potential benefits of the 
product, when used to diagnose, treat, or 
prevent such disease or condition, outweigh 
the known and potential risks of the product.

• There is no adequate, approved and available 
alternative to the product for diagnosing, treating, 
or preventing such disease or condition.
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Current 
Therapeutic 

EUAs

– tocilizumab
– sotrovimab
– REGEN-COV (casirivimab and 

imdevimab)
– bamlanivimab and etesevimab, 

administered together
– baricitinib
– Veklury (certain pediatric uses)
– convalescent plasma
– Propofol-Lipuro
– Propoven 2% Emulsion
– REGIOCIT
– Fresenius MultiBic Solutions



9Initial Authorization Revision Approved Revoked

Apr ‘20 July ‘20 Oct ‘20 Apr ‘21 July ‘21 Oct ‘21Jan ‘21

Mar 28th

Chloroquine phosphate /
Hydroxychloroquine Sulfate

June 15th

Chloroquine phosphate /
Hydroxychloroquine Sulfate

May 1st

Remdesivir
Aug 28th

Remdesivir
Oct 22nd

Veklury
(Remdesivir)

May 8th

Fresenius Kabi Propoven 2% Emulsion

Aug 13th

Baxter’s Regiocit CRRT 

Nov 9th

Bamlanivimab
Apr 16th

Bamlanivimab

Nov 19th

Baricitinib
(in combo w/ Veklury)

July 28th

Baricitinib (alone)

Nov 23rd

REGEN-COV

July 30th

REGEN-COV

Feb 25th

Bamlanivimab/
Etesevimab

July 30th

Bamlanivimab/
Etesevimab

Mar 12th

Propofol-Lipuro

May 26th

Sotrovimab

June 24th

Actemra

Timeline of Major EUA Actions

Key
CRRT - Continuous Renal Replacement Therapy
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Conditions 
to EUA

• Shall establish conditions necessary or 
appropriate to protect the public health

• Examples:
– Information to be shared with 

healthcare providers and patients 
(e.g., Fact Sheets)

– Reporting of adverse events 
associated with the emergency use 
of the product

– cGMPs and recordkeeping
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Examples of Conditions
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Fact Sheet 
for 
Healthcare 
Providers
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Fact Sheet 
for Patients, 
Parents and 
Caregivers
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Examples of Conditions
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Examples of Conditions



16

Revocation 
or Revision 

of EUA

• FDA will periodically review the 
circumstances and appropriateness of an EUA
– The review will include a regular 

assessment based on additional 
information provided by the sponsor of 
the progress made with respect to the 
approval, licensure, or clearance of the 
unapproved product, or of the 
unapproved use of an approved product, 
for which an EUA was issued. 

• Revision or Revocation
– Circumstances warranting issuance are no 

longer in existence.
– Criteria for issuance of the EUA are no 

longer met.
– Other circumstances make such revision 

or revocation appropriate to protect the 
public health or safety.
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Example of Revision
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Example of Revision
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Example of Revocation – CQ/HCQ
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Example of Revocation - Bamlanivimab
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Public Transparency 
• Transparency is critical to public 

confidence in the Agency’s scientific 
review process. 

• Scientific reviews that underpin our 
decisions to issue, revise or revoke an 
EUA are made public on our website.* 

• There may be delays in such release as 
we engage with the sponsor on what 
must be protected from disclosure.

• https://www.fda.gov/drugs/coronavirus-covid-19-drugs/cder-scientific-rev iew-documents-supporting-emergency-use-
authorizations-drug-and-biological*

https://www.fda.gov/drugs/coronavirus-covid-19-drugs/cder-scientific-review-documents-supporting-emergency-use-authorizations-drug-and-biological

	Emergency Use Authorizations�COVID-19 Therapeutics
	General Disclaimer
	FDA’s Public Health Emergency Response  
	Slide Number 4
	Slide Number 5
	Summary of Process for EUA Issuance
	Criteria for Issuance
	Current Therapeutic EUAs
	Slide Number 9
	Conditions to EUA
	Examples of Conditions
	Fact Sheet for Healthcare Providers
	Fact Sheet for Patients, Parents and Caregivers
	Examples of Conditions
	Examples of Conditions
	Revocation or Revision of EUA
	Example of Revision
	Example of Revision
	Example of Revocation – CQ/HCQ
	Example of Revocation - Bamlanivimab
	Public Transparency 

