
S P E C I F I C A T I O N S  &  I N S T R U C T I O N S  

“A surgical mask is a loose-fitting, disposable device that creates a physical

barrier between the mouth and nose of the wearer and potential

contaminants in the immediate environment. Surgical masks are not to be

shared and may be labeled as surgical, isolation, dental, or medical

procedure masks. They may come with or without a face shield. These are

often referred to as face masks, although not all face masks are regulated

as surgical masks.”

”Surgical Masks Intended to Provide Liquid Barrier Protection Surgical masks

are class II devices that cover the user’s nose and mouth and provide a

physical barrier to fluids and particulate materials. Surgical masks are made

in different thicknesses and with different ability to protect you from contact

with liquids. These properties may also affect how easily you can breathe

through the face mask and how well the surgical mask protects you”.

“If worn properly, a surgical mask is meant to help block large-particle

droplets, splashes, sprays, or splatter that may contain germs (viruses and

bacteria), keeping it from reaching your mouth and nose. Surgical masks

may also help reduce exposure of your saliva and respiratory secretions to

others”.

“Surgical masks are not intended to be used more than once. If your mask is

damaged or soiled, or if breathing through the mask becomes difficult, you

should remove the face mask, discard it safely, and replace it with a new

one. To safely discard your mask, place it in a plastic bag and put it in the

trash. Wash your hands after handling the used mask.”

*Sources: https://www.fda.gov/medical-devices/personal-protective-
equipment-infection-control/n95-respirators-and-surgical-masks-face-
masks and https://www.fda.gov/media/136449/download)

PleatMask is 

available in 

white or printed 

on order with 

client’s artwork 

and/or logo

“Surgical Masks Intended to Provide Liquid Barrier Protection”
Per updated FDA guidelines (excerpts)
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PleatMaskTM is a single use disposable Surgical
Mask, proudly made using all American parts,

materials and labor at our factory in South

Carolina.

PleatMask is a Medical Device Class 2, Level

3 PPE - *ASTM, F1862, ISO 22609, passing at

160 mmHg (Highest Level of Fluid Resistance).
PleatMask material is impermeable to air,

bacteria and particles. Ideal for procedures

where heavy to moderate amounts of fluid,

spray and/or aerosols are produced.

*ASTM: ASTM F1862 Standard Test Method for
Resistance of Medical Face Masks to

Penetration by Synthetic Blood (Horizontal

Projection of Fixed Volume at a Known

Velocity). https://www.astm.org/Standards/F1

862.htm Per Nelson Labs test results,

PleatMask is a Medical/Surgical Face Mask

Per FDA updated guidelines and PleatMask testing
conducted by Nelson Labs in April 2020 (see test results

below; https://www.nelsonlabs.com/), the polyethylene
barrier on the PleatMask reduces the risk of oral

secretion based COVID transfer.

PleatMask is intended to be used (along with other PPE)

in an environment where people are in close proximity

to others, including workspaces (office and

manufacturing), restaurants (kitchen and service

crews), retail and grocery environments, and other

situations requiring Level 3 Fluid Resistance.
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The PleatMask is made of lightweight paper (13lbs/22 

gm) extruded with a thin coat of low-density 

polyethylene (LDPE 8 lbs/5 gm) with latex free elastics 

for ear-loops (1-150/34 SD POLY).

PleatMask is available in several sizes to fit a wide range 

of faces.: Large has a 7.5” wide mask with 8” ear loops 

and Medium has a 7” wide mask with 8.5” ear loops.

Pack sizes can be configured to the customer’s specific 

needs.

PleatMask is constructed with 15 pleats and is intended 

to be worn loosely with pleats directed downward.

PleatMask can be printed with clients’ desired 

Logo/Artwork.

For optimal use, when wearing the PleatMask it is 

recommended to expand the pleats by pulling gently 

to achieve full coverage of the face, from nose bridge 

to throat.

For improved breathability, it is recommended to 

ensure that the pleats in front of the mouth and nose 

are well expanded.

FDA “Recommendation against use in the presence of 

high intensity heat source or flammable gas.”

Current FDA guidelines are listed below along with 

Nelson Labs’ certified PleatMask test results. 

https://www.fda.gov/medical-devices/personal-protective-equipment-infection-control/n95-respirators-and-surgical-masks-face-masks
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Medical Face Mask Tests and Requirements

i n f o @ p l e a t m a s k u s a . c o mw w w . p l e a t m a s k u s a . c o m

http://www.pleatmaskusa.com/


i n f o @ p l e a t m a s k u s a . c o mw w w . p l e a t m a s k u s a . c o m

http://www.pleatmaskusa.com/

