
 

Disclaimer: This information is not legal advice or medical advice.  It is not intended to be comprehensive, and may not 
be fully correct or up to date at the time you read it.  Please consult an attorney for advice about your individual situation. 

FDA Requirements to Manufacture Face Masks, Face Shields, and Gowns for Medical Use 

Standard Requirement What Is It? Current Status 

Establishment 
Registration 

21 CFR § 807 

Manufacturers and importers of medical devices must normally 
register their establishments (i.e., their facilities involved in 
production and distribution of medical devices), register certain 
personnel with the FDA, verify registration annually, and pay a fee.   

The FDA will not object 
to non-compliance with 
these requirements, or has 
waived the requirements, 
for: 
 
• Face Masks (i.e., no 

liquid barrier 
protection) 
 

• Face Shields 
 

• Surgical Masks (i.e., 
liquid barrier 
protection) 
 

• Certain gowns 

Device Listing 

21 CFR § 807 

Manufacturers must normally list the devices produced at each 
establishment with the FDA and comply with an extensive set of 
document retention policies. 

Premarket Notification 

21 CFR § 807  
Subpart E 

Certain medical devices may normally not be distributed until the 
FDA has provided a letter stating that the device is substantially 
equivalent to an approved device. 

Quality System 
Regulations 

21 CFR § 820 

Manufacturers must normally comply with regulations related to 
design, purchase, manufacturing, packaging, labeling, and storing of 
medical devices, including FDA inspection of manufacturing 
facilities.   

Labeling 

21 CFR § 801 
Manufacturers must comply with a set of standard labeling 
requirements.   

The FDA has clarified the 
labeling requirements for 
some types of masks, face 
shields, and gowns. 
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Producing Face Masks 
What Has the FDA Said? 

• Per the FDA, a “face mask” is “a mask, with or 
without a face shield, that covers the user’s nose and 
mouth and may or may not meet fluid barrier or 
filtration efficiency levels.”  This includes both cloth 
face coverings and surgical masks. 

• On April 2, the FDA released an updated 
enforcement policy for face masks during the 
COVID-19 public health emergency, which relaxes 
normal requirements for face mask and surgical mask 
production as outlined in the chart above. 

• Distributors must meet the requirements outlined 
in the policy (summarized to the right). 

• The FDA’s policy is available at: 
https://www.fda.gov/media/136449/download. 

• On April 18, the FDA issued an Emergency Use 
Authorization (EUA) for face masks. 

• The EUA covers face masks intended for the 
“general public, including [health care providers] 
in healthcare settings as [personal protective 
equipment], to cover their noses and mouths.” 

• The EUA does not cover surgical masks (i.e., 
masks which provide liquid barrier protection). 

• The EUA is available at: 
https://www.fda.gov/media/137121/download. 

What Standards Apply to Face Masks under the FDA Policy? 
• Under the EUA, a “face mask” need not meet specific standards. 

• Under the enforcement policy, a “surgical mask” must meet fluid 
resistance testing (liquid barrier performance), measured by the 
ASTM F1862 standard.  The test simulates a high-velocity stream of 
synthetic blood, with a higher level rating at higher pressures:   
- Level 1: 80mm Hg 
- Level 2: 120mm Hg 
- Level 3: 160mm Hg 

• Surgical masks must meet the flammability standards in 16 CFR § 
1610, or have a label stating they do not meet those requirements. 

• Masks must normally meet the ASTM F2100 “Standard 
Specification For Performance Of Materials Used In Medical Face 
Masks,” including filtration efficiency, differential pressure, etc. 

What Must Be on the Face Mask’s Label under the FDA Policy? 
• A description of the mask as either a “face mask” or “surgical mask” 

and a list of the materials in the mask in contact with the user’s body 

• For non-surgical face masks, instructions for recommended cleaning 
and/or disinfection materials and processes, if applicable 

• Recommendations which sufficiently reduce the risk of use (e.g., 
against use in presence of high intensity heat sources) 

• Cannot contain claims about antimicrobial or antiviral protection, 
uses for infection prevention, or particulate filtration 
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Producing Gowns 
What Has the FDA Said? 

• At the end of March, the FDA released an updated 
enforcement policy for gowns and other apparel 
during the COVID-19 public health emergency.   

• The FDA policy recognizes two types of gowns: 
- Non-surgical gowns (Levels 1 and 2) are for   
   minimal or low liquid barrier protection uses.  
- Surgical gowns (Levels 3 and 4) are appropriate  
   where moderate or high liquid barrier protection is  
   necessary, such as during surgery. 

• The FDA is relaxing its normal requirements for 
gown production for Level 1-2 gowns, as outlined in 
the chart above. 
- The FDA is still enforcing Quality System  
   Regulation requirements for Level 3 gowns, but  
   relaxing other requirements. 
- The FDA is still enforcing all requirements for  
   Level 4 gowns. 

• The FDA’s gown policy is available at: 

https://www.fda.gov/regulatory-information/search-
fda-guidance-documents/enforcement-policy-gowns-
other-apparel-and-gloves-during-coronavirus-
disease-covid-19-public-health 

What Standards Apply to Gowns under the FDA Policy? 

• The FDA’s policy references the ANSI/AAMI PB70 standard for 
liquid barrier performance, under which gowns’ barrier performance 
is rated between Level 1 (“minimal risk”) and Level 4 (“high risk”).  
The table on the next page shows the rating system. 

• The FDA policy states that Level 3 surgical gowns must meet the 
flammability standards in 16 CFR § 1610 and be sterile if intended 
for surgical use. 

• Gowns must normally meet the ASTM F2407 “Standard 
Specification for Surgical Gowns Intended for Use in Healthcare 
Facilities,” including seam strength, lint generation, etc.  

What Must Be on the Label for Gowns under the FDA Policy? 

• A description of the gown (e.g., “isolation gown” for non-surgical) 

• A list of the body-contacting materials in the gown 

• Recommendations which sufficiently reduce the risk of use (e.g., 
recommending against use in surgical settings if Level 1 or 2) 

• Level 3 gowns must state “sterile” or “non-sterile” 

• Cannot contain claims about: 
- Antimicrobial or antiviral protection 
- Uses for infection prevention or the like 
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Producing Gowns (continued) 

ANSI/AAMI PB 70 Classification of Barrier Performance of Surgical Gowns 

Level Test Liquid 
Challenge Result Expected Barrier Effectiveness 

1 AATCC 42 Impact 
Penetration Water ≤ 4.5 g Minimal water resistance (some resistance to water 

spray) 

2 

AATCC 42 Impact 
Penetration Water ≤ 1.0 g Low water resistance (resistant to water spray and 

some resistance to water penetration under constant 
contact with increasing pressure) AATCC 127 Hydrostatic 

Pressure Water ≥ 20 cm 

3 

AATCC 42 Impact 
Penetration Water ≤ 1.0 g Moderate water resistance (resistant to water spray 

and some resistance to water penetration under 
constant contact with increasing pressure) AATCC 127 Hydrostatic 

Pressure Water ≥ 50 cm 

4 
ASTM F1671 Viral 
Penetration Test (for surgical 
and isolation gowns) 

Bacteriophage 
Phi-X174 

No penetration at 
2 psi (13.8 kPa) Blood and viral penetration resistance (2 psi) 

 
 
Adapted From: https://www.cdc.gov/niosh/npptl/topics/protectiveclothing/#table3 
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Producing Face Shields 

What Has the FDA Said? 

• Per the FDA, a “Face Shield” is “a device used to 
protect the user’s eyes and face from bodily fluids, 
liquid splashes, or potentially infectious materials. 
Generally, a face shield is situated at the crown of the 
head and is constructed with plastic to cover the 
user’s eyes and face.” 

• On April 2, the FDA released an updated 
enforcement policy for face masks and respirators 
during the COVID-19 public health emergency, 
which relaxes normal requirements for face shield 
production as outlined in the chart above. 

• On April 13, the FDA released an updated 
Emergency Use Authorization (“EUA”) covering 
face shields during the COVID-19 public health 
emergency:   

• The FDA waived quality system requirements 
and some labeling requirements.  

• Distributors must meet the requirements outlined 
in the EUA (summarized to the right). 

• The FDA’s EUA is available at: 
 
https://www.fda.gov/media/136842/download  

What Standards Apply to Face Shields under the EUA? 

• The EUA does not specify any standards face shields must meet, but 
does state that “face shields may provide ‘minimal or low barrier 
protection,’ meaning Level 1 or Level 2 protection or equivalent 
under the FDA-recognized standard ANSI/AAMI PB70.” 

• The EUA specifies that face shields may not be “integrated with any 
other article of PPE such as a face mask.” 

• Face shields must contain no flammable materials, meet the 
flammability standards in 16 CFR § 1610, or have a label warning 
against using in presence of heat sources or flammable gas. 

• There is also a voluntary face shield standard contained in 
ANSI/ISEA Z87.1. 

What Must Be on the Label for Face Shields under the EUA? 

• A description of the product as a face shield for medical purposes 

• A list of body-contacting materials  

• A description of the product as “intended for either a single user, 
single use, or for multiple uses by the same user,” and “instructions 
for recommended cleaning and/or disinfection materials and 
processes, if applicable” 

• Labeling must not make untrue claims (e.g., regarding radiation) 
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Sources of Additional Information 

Contacting the FDA 

• The FDA has emphasized repeatedly that it would 
like to work collaboratively with companies, 
including those in non-medical manufacturing 
sectors.  It has set up a number of email inboxes for 
both manufacturers who have not previously been 
engaged in medical device manufacturing, and those 
who do not currently market in the US: 

• For face masks or respirators: 
CDRH-COVID19-SurgicalMasks@fda.hhs.gov 

• For personal protective equipment: 
CDRH-COVID19-PPE@fda.hhs.gov 

• Emails should include contact information for the 
company, a description of the proposed approach 
for new manufacturers, or a description of 
existing products which do not have FDA 
approval. 

• The FDA also has a hotline: 1-888-INFO-FDA 

Testing Laboratories 

• Independent laboratories are able to perform the required tests 
within about 10-14 days, at relatively low cost. 

• Nelson Labs is an independent laboratory that can perform all of the 
tests referenced in this document.  

• Phone number for questions about tests: (801) 290-7500 

• Phone number for sales: (801) 290-7502 

 

More Information About Standards 

• ASTM International has listed the standards relevant to the COVID-
19 response on its website at https://www.astm.org/COVID-19/ 

• ASTM is providing free access to the standards during the public 
health emergency.  To create a free account and access the 
standards, follow this link  

 


