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Life Sciences

COVID-19: Clearing Up Confusion Regarding
Emergency Use Authorization for N95 Respirators
and Face Masks — Part 2

As the COVID-19 pandemic continues to unfold, physicians, nurses, and other caregivers nationwide are facing a shortage of N95 respirators,
masks, and other personal protection equipment (PPE), putting the safety of patients and clinicians at risk.

The U.S. Food and Drug Administration (FDA) is sprinting a marathon when it comes to releasing guidance documents and issuing Emergency
Use Authorizations (EUA).

On April 68,2020, the FDA held a Webinar titled, “Enforcement Policy for Personal Protective Equipment (PPE) During COVID-19: Immediately
in Effect Guidances.”

Here are the key findings

What is Emergency Use Authorization?

Emergency Use Authorization (EUA) helps get promising medical products to patients as quickly as possible by allowing unapproved medical
products or unapproved uses of approved medical products to be used in an emergency when there are no adequate, approved, and available
alternatives:

» Requires FDA review of performance, safety and labeling
« Allows devices not FDA-cleared or approved to be marketed in the U.S.

- Waives FDA Current Goods Manufacturing Practices and the quality system requirements, Title 21 Code of Federal Regulations
(CFR) Part 820 (design, manufacture, packaging, labeling, storage, and distribution)

- Ineffect for the duration of the national emergency


http://www.guidehouse.com
https://www.fda.gov/media/136704/download

Face Masks and Respirators to EUA or not to EUA

1. Face shields and masks

The FDA does not intend to object to distribution and use (including importation) of the devices below without
compliance with certain regulatory requirements, including 510(k), registration and listing, and quality system
regulation requirements, when the devices are tested and labeled consistent with the enforcement policy.

« Face shields intended for a medical purpose
» Face masksintended for a medical purpose that are NOT intended to provide liquid barrier protection
« Surgical masks intended to provide liquid barrier protection

2. N95 respirators

When FDA-cleared or National Institute for Occupational Safety and Health (NIOSH)-approved N95 respirators are
not available, the FDA does not intend to object to the distribution (including importation) and use of respirators
identified in the Centers for Disease Control and Prevention recommendations: Strategies for Optimizing the
Supply of N95 Respirators Importers. This is because if the FDA cannot confirm the authenticity of these
respirators, the FDA recommends that importers take appropriate steps to verify the authenticity of the products
they import.
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The documents below highlight how to receive EUA Requests for N95 respirator EUA should include

foranN95
- NIOSH-Approved Air Purifying Respirators for Use in » Generalinformation.
Health Care Settings During Response to the COVID-19 .

Product labeling.
Public Health E
ublic Health Emergency «  Whether the device currently has marketing authorization

in another regulatory jurisdiction (including certification
number).

- Non-NIOSH-Approved Disposable Filtering Facepiece
Respirators Manufactured in China

y Impor?ed, Non-bflOSH-Approved Disposable Filtering «  Whether the device is manufactured in compliance with 21
Facepiece Respirators EUAs for Face Masks Intended CFR Part 820, 1SO 13485 or an equivalent quality system.
for a Medical Purpose, Surgical Face Masks and N95

. » Description of testing conducted on the device. Send
Respirators

requests to CDRH-NonDiagnosticEUA-Templates@fda.
hhs.gov.


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-respirators-during-coronavirus-disease-covid-19-public-health
https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html
https://www.fda.gov/media/135763/download
https://www.fda.gov/media/135763/download
https://www.fda.gov/media/135763/download
https://www.fda.gov/media/136664/download
https://www.fda.gov/media/136664/download
https://www.fda.gov/media/136403/download
https://www.fda.gov/media/136403/download
https://www.fda.gov/media/136403/download
https://www.fda.gov/media/136403/download
mailto:CDRH-NonDiagnosticEUA-Templates@fda.hhs.gov
mailto:CDRH-NonDiagnosticEUA-Templates@fda.hhs.gov

T

EUA Requests for Decontamination of Face Masks and Respirators

Detailed information on what to include in your EUA request is available in Section VI of the Enforcement Policy for Face Masks and
Respirators During the Coronavirus Disease (COVID-19) Public Health Emergency.

Requests should go to: CDRH-NonDiagnosticEUA-Templates@fda.hhs.gov.

Additional Policy Intended to Expand the Availability of PPE

Enforcement Policy for Gowns, Other Apparel, and Gloves During the Coronavirus Disease (COVID-19) Public
Health Emergency

Gowns and Other Apparel

The FDA does not intend to object to distribution and use (including importation) of the devices below without compliance with certain
regulatory requirements, including 510(k), registration and listing, and quality system regulation requirements when the devices are tested and
labeled consistent with the enforcement policy.

Patient Examination Glove

The FDA does not intend to object to distribution and use (including importation) of the devices below without compliance with certain
regulatory requirements, including 510(k), registration and listing, and quality system regulation requirements when the devices are tested and
labeled consistent with the enforcement policy.
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Resources

Enforcement Policy for Gowns, Other Apparel, and Gloves During the Coronavirus Disease (COVID-19) Public Health Emergency

Enforcement Policy for Face Masks and Respirators During the Coronavirus Disease (COVID-19) Public Health Emergency

Battelle Decontamination System EUA

NIOSH-Approved Air Purifying Respirators for Use in Health Care Settings During Response to the COVID-19 Public Health

Emergency

Imported, Non-NIOSH-Approved Disposable Filtering Facepiece Respirators

EUA Clarification Letter on Respirators

Non-NIOSH Approved Respirator EUA FAQ

Fact Sheet for Healthcare Personnel

Instructions for Healthcare Facilities

Instructions for Healthcare Personnel

Strategies for Optimizing the Supply of N95 Respirators

Surgical Mask and Gown Conservation Strategies - Letter to Healthcare Providers

Medical Glove Conservation Strategies: Letter to Health Care Providers
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About Guidehouse

Guidehouse is a leading global provider of consulting services to the public and commercial markets with

broad capabilities in management, technology, and risk consulting. We help clients address their toughest challenges
with a focus on markets and clients facing transformational change, technology-driven innovation and significant
regulatory pressure. Across a range of advisory, consulting, outsourcing, and technology/analytics services, we

help clients create scalable, innovative solutions that prepare them for future growth and success. Headquartered in
Washington DC, the company has more than 7,000 professionals in more than 50 locations. Guidehouse is a Veritas
Capital portfolio company, led by seasoned professionals with proven and diverse expertise in traditional and emerging
technologies, markets, and agenda-setting issues driving national and global economies. For more information, please
visit: www.guidehouse.com.
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Guidehouse is not a certified public accounting or audit firm. Guidehouse does not provide audit, attest, or public
accounting services. See guidehouse.com/about/legal for a complete listing of private investigator licenses.

This publicationis provided by Guidehouse for informational purposes only and does not constitute consulting services
or tax or legal advice. This publication may be used only as expressly permitted by license from Guidehouse and may not
otherwise be reproduced, recorded, photocopied, distributed, displayed, modified, extracted, accessed, or used without
the express written permission of Guidehouse.

Dorothy Henckel, BS

Senior Consultant

Life Sciences Regulatory,

Quality & Patient Safety

(317) 272-5433
dorothy.henckel@guidehouse.com

) Guidehouse


http://www.guidehouse.com
http://www.guidehouse.com
http://twitter.com/GuidehouseHC
http://twitter.com/GuidehouseHC
http://linkedin.com/showcase/guidehouse-health
http://linkedin.com/showcase/guidehouse-health
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-gowns-other-apparel-and-gloves-during-coronavirus-disease-covid-19-public-health
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-respirators-during-coronavirus-disease-covid-19-public-health
https://www.fda.gov/media/136529/download
https://www.fda.gov/media/135763/download
https://www.fda.gov/media/135763/download
https://www.fda.gov/media/136403/download
https://www.fda.gov/media/136023/download
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/non-niosh-approved-respirator-eua-faq
https://www.fda.gov/media/136530/download
https://www.fda.gov/media/136531/download
https://www.fda.gov/media/136532/download
https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html
https://www.fda.gov/medical-devices/letters-health-care-providers/surgical-mask-and-gown-conservation-strategies-letter-healthcare-providers
https://www.fda.gov/medical-devices/letters-health-care-providers/medical-glove-conservation-strategies-letter-health-care-providers

