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Scope/Ahbstract

1.1 This specification iz primarily intended to help ensure barrier face coverings meeting the stated recquirements provide (1)
ameans of source control forindividual wearers by reducing the number of expelled droplets® and aerosols from the
wearer's nose and mouth into the air; and {2} to potenhally offer a degree of particulate filtration to reduce the amount of
inhaled particulate matter by the wearer.

1.2 This specification establishes minimum design, performance (testing), labeling, user instruction, reporting and
classification, and conformity assessment requirements for barrier face covernings.

1.2.1 Design criteria include setting minimum areas of face coverage over the wearer's nose and mouth, prohibiting open
vents or valves, requiring ameans for retaining the barrier face covening on the wearer's head, and providing a representation
of product sizing. Wanufacturers are further required to perform a design analysis for assessing leakage of exhaled air from
the barrier face covering. Manufacturers are permitted to conduct quantitative testing as specified in this standard to
supplement the design analysis.

122 Performance and testing criteria define minimum barrier face covering filtration efficiency and airflow resistance
performance properties. Sub-micron particulate filtration efficiency represents the ability to capture and reduce respirable
droplets™® and aerosols that potentially contain viruses and bactenna Airflow resistance represents the wearer's ease of
breathing or breathability while weanng the barrier face covening. The impact of repeated cleaning or laundering on
continued perfonmance 15 applied for measuring performance properties for those barrier face coverings that are intended to
be rensable. Manufacturers are permitted to also provide test results for bacterial filtration efficiency (BFE) as supplemental
information to the man datory petformance measurement of sub-nicron particulate filtration efficiency.

* Zee Extent of Recognition section below for further information.

Extent of Recognition
Partial recognition. The following partis) of the standard 1z (are) not recognized:
The use of the word "droplets” in Subsections 1.1, 1.2.2 and 3.1.12.

Rationale for Recognition

This standard 15 relevant to medical devices and1s recognized on its scientific and technical mernt and/or because 1t supports
existing regulatory policies.

This standard i1s recognized in part becanse:

The use of the word "droplets” in Subsections 1.1, 1.2.2, and 3.1.12 15 not consistent with the rest of this standard itself in
that there are no corresponding Sections in the standard defining an appropriate test method by which the reduction in the
number of expelled droplets from the wearer 15 quantitatively measured or the liquid barner performance 15 evaluated.
Droplets are considered liquid in nature and may net be adequately contained without some degree of liquid barrier
evaluation and requirement.
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Device Face Mask Per Enforcement Policy For Face Masks And Respirators During The Covid-18 Public Health Emergency

Definition
Face mask is intended to be worn by general public or healthcare personnel and excludes M35 respirators. The
mask covers the user's nose and mouth and may or may not meet fluid barrier or filtration efficiency levels. The
device is subject to the Enforcement Policy for Face Masks and Respirators During the COVID-18 Public Health
Emergency provided that the device does not create undue risk by following the recommendations for this device
type outlined in the guidance.

Physical State Solid materials

Technical Method Physical barrier to materials.

Target Area Mose and mouth

Review Panel General Hospital

Product Code QKR

Premarket Review Surgical and Infection Control Devices (OHT4)
Infection Control and Plastic Surgery Devices (DHT4B)

Not Classified Reason Enforcement Discretion

Submission Type Enforcement Discretion

Device Class Not Classified

Total Product Life Cycle (TPLC) TPLC Product Code Report

GMP Exempt? Yes

Note: This device is also exempted from the GMP regulation, except for general
requirements concerning records (820.180) and complaint files (820.198), az long as the
device is not labeled or otherwize represented as sterile.

Summary Malfunction
Reporting

Implanted Device? Mo
Life-Sustain/Support Device? No

Recognized Consensus Standard
* G-460 ASTM F3502-21
Standard Specification for Barrier Face Coverings

Third Party Review Mot Third Party Eligible

Ineligible



