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ASTM F2100-21 Standard Specification for Performance of Materials Used in
Medical Face Masks
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ASTM F2100-21 9.1/ ASTM F2101-19 Bacterial filtration efficiency 14 8
ASTM F2100-21 9.2/ EN 14683:2019 Annex C Differential pressure 7 5
ASTM F2100-21 9.4/ ASTM F1862/F1862M-17 ResiSti';Cn‘*ﬂt]‘;tf:&itggtio” by 14 32
ASTM F2100-21 9.5/ 16 CFR PART 1610:2008 Flame spread 7 14
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ASTM F2100-21 TABLE 1 Medical Face Mask Material Requirements by Performance Level

. Level 1 Level 2 Level 3
Characteristic A h .
Barrier Barrier Barrier
Bacterial filtration efficiency, % >95 >08 >08
Differential pressure, mm H,0/cm? <5.0 <6.0 <6.0
Sub-micron particulate filtration efficienc at 0.1micron, % >95 >08 >08
Resnstance to penetration by syntheticblood, minimum pressure 80 120 160
in mm Hg for pass result
Flame spread Class 1 Class 1 Class 1
EN 14683:2019 Medical face masks — Requirements and test methods
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EN 14683:2019 Annex B Bacterial filtration efficiency 14 8
EN 14683:2019 Annex C Differential pressure 7 5
ISO 22609:2004 Splash resistance pressure 7 32
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EN 14683:2019 Table 1 Performance requirements for medical face masks
Test Type | Type Il Type IR
Bacterial filtration efficiency (BFE), (%) >95 >98 >98
Differential pressure (Pa/cm?) <40 <40 <60
Splash resistance pressure (kPa) Not required Not required >16,0
Microbial cleanliness (cfu/g) <30 <30 <30
a Type | medical face masks should only be used for patients and other persons to reduce the risk of spread of
infections particularly in epidemic or pandemic situations. Type | masks are not intended for use by healthcare
professionals in an operating room or in other medical settings with similar requirements.




