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Summary: The BFE Leat is performed bo deluinino e filtration eficiency of test anicles by comparing
Iha Bacleral control counls wpstream of the tes: sficla 1o e baclarial counts downstream. A SUSpRNSion
=l Slaghylacoocis surans was agrosolized using a nebulizen and dalvered b the ’[EE.’[ article at & constant
flonw rale ane fixec @ presswe. e chalenge delveny was ma:niginad at 3.0 ¥ 10% celony farming units
[CFUY wilh & mean panicle Sec (MPS) of 304035 pm. Tne darleiis Wors draswn through 3 six-stage.
vighle prilicle, Andersen sampler for colection  This test medaod carmnplias with ASTM F2101 19 and
EM 14553:204%, Annex B; with the excoptizn of the higher challerga lavel, wiich mray repaesent a more

sevene tasth,

Thie Deta P test is oerformed to determing tha brealial:dive of t2st aricles by measunng the difierantial
air pregaure a1 sithen scdz of the test arice vsmg & manameter, at o constant Aow rate. The Dalla Pzl
comalias wilh PR 145832019, Annex C anc! A5 10 F2560-14.

All ezt method acceplance crteria were met. Tesling was peiformed :n compiance with LS FLIA good
manufactunng praciice (BME) regulations 21 CFR Pas 210, 2707 and 820

The pasitive control averaga was out of spacificatan per 51 RO004 Re-.' 18 scction 6.1 which states, "The
RFE posilive control average shall Lo maintained at 1.7-3.0 = 10 CFUY lasting with 2 more severe
chatlenga 1o (ha test gnlicles represens a worse cose The sporsor accented Re wse of the ngher
challenge; therelora. the results are consleeied vahd at the testing conditions thai arcurred.

Tesl Sios:  Side wisk Far Laops
BFE lastAred:  ~7 1 cm’
GTE Flow Rrle. 2583 Liters per minute {1 'rmir)
Delts P Flow Rate: & Limin
Cancioning Paramatars: 86 L &% relative humicity [SH] and 21 £ 57C for a minimum of & hours
Test Aticle Gimzuzions:  ~185mm % ~113 rmun
Pogillve Sontral Averaue: 3.7 x 507 CGFL
Meqativa hicmlor Coont: <1 CRU
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[+1e tildralon efficency porssntaacs wera caluulalad using the fallowing equstion:
T C = Pugillve conlral average
WARFE = 2 | = Plale vourd tedal recoveren downsiream of the beat aricls
- Mote: | he plate count tatal is available upon reguest
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