
The Emergency Use Authorization (EUA) authority allows FDA to help strengthen the nation’s public health protections against chemical,

biological, radiological, and nuclear (CBRN) threats including infectious diseases, by facilitating the availability and use of medical

countermeasures (/emergency-preparedness-and-response/about-mcmi/what-are-medical-countermeasures) (MCMs) needed during public

health emergencies.



Under section 564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act (/federal-food-drug-and-cosmetic-act-fdc-act)), when the

Secretary of HHS declares that an emergency use authorization is appropriate, FDA may authorize unapproved medical products or

unapproved uses of approved medical products to be used in an emergency to diagnose, treat, or prevent serious or life-threatening diseases

or conditions caused by CBRN threat agents when certain criteria are met, including there are no adequate, approved, and available

alternatives. The HHS declaration to support such use must be based on one of four types of determinations of threats or potential threats by

the Secretary of HHS, Homeland Security, or Defense.

Please note: a determination under section 319 of the Public Health Service Act that a public health emergency exists, such as the one issued

on January 31, 2020 (https://www.phe.gov/emergency/news/healthactions/phe/Pages/2019-nCoV.aspx), does not enable FDA to issue

EUAs. On February 4, 2020, the HHS Secretary determined that there is a public health emergency that has a significant potential to affect

national security or the health and security of United States citizens living abroad, and that involves the virus that causes COVID-19.

Subsequent HHS declarations supporting use of EUAs and based on this determination are described in the blue boxes below.

Information on terminated and revoked EUAs can be found in archived information (/emergency-preparedness-and-response/mcm-legal-

regulatory-and-policy-framework/emergency-use-authorization-archived-information).



Coronavirus Disease (COVID-19) updates from FDA (/emergency-preparedness-and-response/counterterrorism-and-emerging-

threats/coronavirus-disease-2019-covid-19)

Detailed Information for all COVID-19 EUAs, including authorizations and fact sheets

Vaccines

Drug and Biological Therapeutic Products

COVID-19 EUAs for Medical Devices (/medical-devices/emergency-use-authorizations-medical-devices/coronavirus-disease-

2019-covid-19-emergency-use-authorizations-medical-devices), including:

Blood Purification Devices EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-

medical-devices/blood-purification-devices-euas)

Continuous Renal Replacement Therapy and Hemodialysis Devices EUAs (/medical-devices/coronavirus-disease-2019-

covid-19-emergency-use-authorizations-medical-devices/continuous-renal-replacement-therapy-and-hemodialysis-devices-

euas)

In Vitro Diagnostics EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-

devices/in-vitro-diagnostics-euas)



Decontamination Systems for Personal Protective Equipment EUAs (/about-fda/page-not-found)

Infusion Pump EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices

/infusion-pump-euas)

Personal Protective Equipment EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-

medical-devices/personal-protective-equipment-euas)

Remote or Wearable Patient Monitoring Devices EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-

use-authorizations-medical-devices/remote-or-wearable-patient-monitoring-devices-euas)

Respiratory Assist Devices EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-

medical-devices/respiratory-assist-devices-euas)

Ventilators and Ventilator Accessories EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-

authorizations-medical-devices/ventilators-and-ventilator-accessories-euas)

Other Medical Device EUAs (/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-

devices/other-medical-device-euas)

Information About COVID-19 EUAs for Medical Devices
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 The virus that causes COVID-19 has led to an increased number of patients requiring critical care, such as  with severe respiratory illness. As

a result, there is a shortage of adequate, FDA-approved  drugs used for their treatment, such as propofol for sedation of mechanically

ventilated patients.  

 In the circumstances of this public health emergency, it would not be feasible to require healthcare providers to seek to limit Fresenius

Propoven 2% Emulsion or Propofol-Lipuro 1% only to be used for patients with suspected or confirmed COVID-19; therefore, this

authorization does not limit use to such patients.

 The multiBic/multiPlus Solutions include multiBic dialysate and replacement fluid and multiPlus dialysate. The multiBic replacement fluid

is regulated as a drug by CDER. The multiFiltrate PRO System, multiBic dialysate and the multiPlus dialysate solutions are regulated as
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devices by CDRH.





back to About EUAs



The tables below provide information on current EUAs:

Anthrax EUAs

Ebola Virus EUA Information

Enterovirus D68 (EV-D68) EUA Information

Freeze Dried Plasma Information

H7N9 Influenza EUA Information

Middle East Respiratory Syndrome Coronavirus (MERS-CoV) EUA Information

Nerve Agent EUA Information

Zika Virus EUA Information

Information about EUAs that are no longer in effect is available on our EUA archive page (/emergency-preparedness-and-response/mcm-

legal-regulatory-and-policy-framework/emergency-use-authorization-archived-information).

back to top of page  (/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-

authorization#top)

back to list of current EUAs







back to list of current EUAs

For more information about the diagnostics below, also see Emergency Use Authorizations (/about-fda/page-not-found)

(current device EUAs).

back to list of current EUAs

Also see FDA News Release: FDA takes action to support American military personnel by granting an authorization for freeze-dried

plasma product to enable broader access while the agency works toward approval of the product (/news-events/press-announcements

/fda-takes-action-support-american-military-personnel-granting-authorization-freeze-dried-plasma) (July 10, 2018)



back to list of current EUAs

For more information about the diagnostics below, also see Emergency Use Authorizations (/about-fda/page-not-found)

(current device EUAs).



back to list of current EUAs

For more information about the diagnostics below, also see Emergency Use Authorizations (/about-fda/page-not-found)

(current device EUAs).



back to list of current EUAs

On July 9, 2018, FDA approved (https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2018/212319Orig1s000ltr.pdf) (PDF,  49

KB) the 2 mg Atropine Auto-Injector manufactured by Rafa Laboratories, Ltd., for the treatment of poisoning by susceptible

organophosphorous nerve agents having cholinesterase activity as well as organophosphorous or carbamate insecticides in adults and

pediatric patients weighing over 90 lbs [41 kg] (generally over 10 years of age). For more information about the approved 2 mg Rafa

Atropine Auto-Injector, see the product label (https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/212319s000lbl.pdf) (PDF,

482 KB). The EUA detailed in the table below is still in effect.



back to list of current EUAs











back to list of current EUAs

Coronavirus Disease 2019 (COVID-19) (/emergency-preparedness-and-response/counterterrorism-and-emerging-threats/coronavirus-

disease-2019-covid-19)

Summary of Process for EUA Issuance (/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework

/summary-process-eua-issuance)

Current Emergency Use Authorizations for Medical Devices (/medical-devices/emergency-situations-medical-devices/emergency-use-

authorizations-medical-devices)

How to Submit a Pre-EUA for In vitro Diagnostics (IVDs) to FDA (/emergency-preparedness-and-response/mcm-legal-regulatory-and-

policy-framework/how-submit-pre-eua-in-vitro-diagnostics-fda) (for test manufacturers)

Information for Laboratories Implementing IVD Tests Under EUA (/emergency-preparedness-and-response/mcm-legal-regulatory-

and-policy-framework/information-laboratories-implementing-ivd-tests-under-eua)

Process for Publishing Emergency Use Authorizations for Medical Devices During Coronavirus Disease 2019

(https://www.federalregister.gov/documents/2020/06/02/2020-11898/process-for-publishing-emergency-use-authorizations-for-

medical-devices-during-coronavirus-disease) (June 2, 2020)

Emergency Use Authorization--Archived Information (/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-

framework/emergency-use-authorization-archived-information)

Emergency Dispensing Orders (/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-

dispensing-orders)

21st Century Cures Act: MCM-Related Cures Provisions (/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-

framework/21st-century-cures-act-mcm-related-cures-provisions)

Pandemic and All-Hazards Preparedness Reauthorization Act of 2013 (PAHPRA) (/emergency-preparedness-and-response/mcm-legal-

regulatory-and-policy-framework/pandemic-and-all-hazards-preparedness-reauthorization-act-2013-pahpra)

Public Readiness and Emergency Preparedness (PREP) Act (https://www.phe.gov/preparedness/legal/prepact/pages/default.aspx)

HHS Public Health Emergency EUA Authorization Declarations (http://www.phe.gov/emergency/news/healthactions/Lists

/EUA/AllItems.aspx)

Ebola Preparedness and Response Updates from FDA (/emergency-preparedness-and-response/mcm-issues/ebola-preparedness-and-

response-updates-fda)

Zika Virus Response Updates from FDA (/emergency-preparedness-and-response/mcm-issues/zika-virus-response-updates-fda)

Historical Information about Device Emergency Use Authorizations (/medical-devices/emergency-situations-medical-devices

/historical-information-about-device-emergency-use-authorizations)


