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Bummary: Tha BFE test is performed lo determine thefiliration efficiency of test anicles by comparing
the bactendal control counts upsiream of the test aficle to the baclerial counts downstream. A suspension
of Staphyococcus aumeUs was aemsoazed using a nebulFer and delivarad io the tast EI‘IH::IB at a constant
flow rate and fixed air pressure.” The challenge delivery was maintained at 1.7 - 3.0 x 10° colany rming
unéts (CELU) with a mean particle size (MP3) of 3.0 £0.3 pm. The aerosols wene drawn-ihiough a six-
stage, vable particle, Andarsen sampler for collection. This tesf method complies-with ASTM F2101-15
and EN 14683:2019, Annex B,

The Delta P tesl is performed to determine the breathabily. of test arficles by measwing the differential
air pressure on either side of he test aficle using a manometer, at a conslant flow rate. The Delta P test
complies with EN14682:2019, Annex C and ASTM F2100-19,

All test method acceplance-critéria were matl, ' Testing was periormed in compliance with US FDA good
manufacturing practice (GMP) regulations .21 CER Parts 210, 211.and 820.

Test Side:  Inside
BFE Test Area: =~40em”
BFE Flow Rale: /28.3 Liters par minute [L'min})
Delta P Flow Rale:. 8 L/min
Conditioning Parameters:- 85 = 5% relalive humidity (RH) and 21 £ 5°C for a minimum of 4 hours
Test Aricle Dimensions: =172 mm x =170 mm

Posilive Control Awerage: 2.5 x 10° CFU
Negative Monitor Count: <1 CFU

MPS: 3.1.pm
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Tha ftralion eficiency parcentages weare calculaled usimg the folkowing equalion:
C = Posilive control avam@age

% BFE = ¥ 100 T = Plate count total recoverad downstream of the test article
Mote: The platecount total is awailable upon requesl
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