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Authorized Face Masks
Face masks are authorized under this EUA when they are intended for use as source
control, by members of the general public as well as HCPs in healthcare settings, to
cover their noses and mouths, in accordance with CDC recommendations, to help
prevent the spread of SARS-CoV-2 during the COVID-19 pandemic. Authorized face
masks must meet the following requirements:

1. The product is labeled accurately to describe the product as a face mask and
includes a list of the body contacting materials (which does not include any drugs
or biologics).

2. The product is labeled accurately so that it does not claim to be intended for use
as a surgical mask or to provide liquid barrier protection.
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3. The product labeling includes recommendations against use in a clinical setting
where the infection risk level through inhalation exposure is high.

4. The product is not labeled in such a manner that would misrepresent the
product’s intended use; for example, the labeling must not state orimply that the
product is intended for antimicrobial or antiviral protection or related uses or is for
use such as infection prevention or reduction.

5. The product is not labeled as a respiratory protective device, and therefore
should not be used for particulate filtration; and

6. The product is not labeled for use in high risk aerosol generating procedures.
Manufacturers of face masks that are used as described above and meet the above
requirements (i.e., are within this section (the Scope of Authorization, Section Il))
do not need to take any action, other than complying with the Conditions of
Authorization (Section IV) to be authorized under this EUA. FDA’s posting and
public announcement of this EUA at

https://www.fda.gov/media/136702/download
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