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Bacterial Filtration Efficiency {BFE)
and Differential Pressure {Delta P) Final Report

Test Arllche: 1890
FPurchass Order;  ANERS
Sludy Number  1284793-50H
Study Renewed Dt 14 Apr 203H)
Tasling 1-acility:  Melson Leboratorios, LLO
G2HU & Redwood Rd.
Sall Lake City. UT G4133 W58,
Test Procedure(s).  Siandard Test Feoloeal (ST Number: STRIO04 Reav 16
Eraviation(s}. MNone

summary: The BEE loslis performed to delemiine the filtration efficiency of test articles by comparing
the bacterial control counts upstream of the teal aricke ko the baclerial counls dawnelream. A syuspension
af Slaphylacoocts apreis was aarasclized Lsing a nebllzer and dellverad Lo tha el arfiele 21 4 conslant
{kaw rale and foed air pressure, Tha challonge dethory was malntaled wl 5.7 % 10 codany Tomming unls
{CILI} with @ mern parficle size (MPS) of 3.00£ 0.3 (. The Reraacl were drawn through a Rix-siRga,
vighle panicla, Andorsen sampler for collection,  This lesl mothod cormplias wilh ASTM F2101-19 and
EN 148432045, Annex B; with e axception of the highss challonga leved, which may ropresent a mone

SEVLRE tESt.

The Dela P test iy perfomed b determing the braathatility of lest articles by measuring the difemntial
o prassure on either gide af tha test arlicdde 0sing a manameber, at a congtanl Aow rate. 1he Dalta F tost

camplies with FM #4883 2018, Annex C and ASTH T 210019,

Al Lust methid accept:anée critara wara mel. Tostihg wos porformed in compllance wallh US FDA good
ranufactiring practice (GMP} regulabions 21 CFR Farts 210, 2171 and 20,

The peillve control average was oul ot spacfication par 31000 Ray 18 sectbon 6.1 which siates, "The
BI'C posilive conted everege shall be malnsned at 1.¢-5.0 % 107 CFIF" Testing with & more sevor:
chalkenge to the tasl erticlos rapresenls 4 worss case. The sponsor accepied the use of the hgher
challenge; tharafors, the results are constdrred ralid AL the lesting conditiong that aocared,

Test Sida;  Side with Eor Leapes

BFE IastArem ~7.1rm’
BFE Flow Rate:  Z3.3 Liters per minute (L frnind
Dafa [ Flow Rate: & Linln
Condifioning Paramaters:  Bb 1+ 5% relative humidity {RH) @nd 21 & 5°C for 8 minmnum o 4 hours
| asl Allcle Dimensions: =198 rmom 113 trin
Posltive Control Average:  4.F x 107 CFU
Hegallve Moenior Coonl: =1 GFU
MRS 2.0 um
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The filtratton efficiency percentages wers calculaled wsing lhe following cqualon:
e - Positive conbiol average
%h RFE = x Lo T = Plate count ot recovored downatraam of the fest anick
A Mol The plrie count total is avallakle apon requeat
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Flarmmability of .Clnthing Textiles Final Repord

Tast Arllcfe:  £80
Furchess Ordas:  J0E9Y
Study Numbar  1284793-501
Sludy Recelved Dae: 04 Apr 2030

Tegtng Facility: Melson Lahorataries, LLC
G280 5. Redwoird Rd.
Sal Lake City, UT 84122 U5 A

Test Frocedure(s):  Standard Tast Pratacol {3TP) dumber: STPA073 Rew 0B

Customer Specifcetion Sheal (C38) Number. 202002072 Rev 01

Cevisfian{s): None

Summary: Thig procadure was perfomed fo evalusta the flammabilily of paln surface clothing textiles
by massuring Ba ease of gnilion and the speed of Name spread. The parameter of jme is wad B
zeparate materala inty diMaront classes, thereby agsisting in & judynseal of fabric sultabity for clothing
and proteciive clathing maberzl. The tesl precedure was peformed in gecordance with Ihe besl method
outhresd in 16 CFR Parl 1610 fa) Sfep 1 - lestligy i 1fe ordglnal state. Step 2 - Rediwbishing and laskimg
after refiriialing, wes nol perfoamed, AN lest melhcd acceptance citarka wese met  Tesling was
perfarmed in complisnce with S FOA gasd manufachming practice (GMP) reguiations 21 GFR Parts 2106,

211 aned 820.

Tekt Artkle Stde Tested:  Ouwisids Surfaca
Oxentation:  Machine

Tast Crilssa for Specimen Chassieation (Ses 16 Cr & Part 16107k
e e R e e, R R CE T i S R
1

Burn tine =3.8 seconds
2 " Mol applicabds ta plain siface teille fabrica
3 Bum lima <3.6 secands

The 16 CFR Parl 1810 slandard specifies that 10 replicates ane b be lesled IF, duning pre@minary tesling,
only 1 tesl article axidbits fAarns spread and if is 1ees fion 3.5 seconds or the leel arficles auhibit an
avcrage Name spread |ass Ihan 3.5 saconds. Tve replicalen are Y be lasted [f no Rame spresd is
observed wpon prelminary testing, if ory 1 test aricle axhibits ffanke spread and & 2 aqual Lo ar groater
Ihan 5.5 saconds, ar if tha averags Rame spread i equal to or grealsr than 3.6 seconds. In ascordance
wilh the skandacd, B replicetes ware fastad fior (s sludy.
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Latex Particle Challenge Final Report

Test Arlche 190
Purchpse Ordar 30535
Shdy Numnber:  1284793-501
Study Hocoived Mates §d Apr 2020

Moizan Laboratones, LG

GAR0 5 Fedwond Hd.

Salt Lake Clty. LT 84123 U 5.A.

Staqdard Tesd Protocol (STHF) Number,  STPO0G Rew 07
Cuality Evanl {EY Number(s] NEZT125

Tesling Facilily

Test Pioveduieds).
[revighionds]:

Summary: This procedure was perfommed k avaleaie e non-viabée particle fitration efliciency (PFE) of
the hesd ansicle.  Monodispersed palyshyrena latex spheres (PSL) were nebulized {atomized), dried. and
passed thraugh the tesi article.  Tha panices that passed through tie test arbeks wia cnumerated using

a laser pericle coudter.

A ona-minute count was perforrsed, will Ui ksl aticle v he systerm. A ona-minuio conlral count was
porfarmed. without & best artluls 1 the system, hefore and after ezach tesl aticle and the counts wene
puaraged. Cunlicl counts were performed to determine e averoge nuraber of padiclas delivarad ta e
lasf arlicle. The filtrafion efficiency was calculated uging the number of particles penctiatng the est
Article compared to the avarage of the contsal values.

The piccodure empgayed the basic parbcle filkadion method describes] in ASTM F2298. with some
exceptians natably the procedure incorgoraterd a non-neutralized chalenge. b real use, paricles carry &
charge, thus this challenge represents & moe naleral ztate. The pon-neutralized aerasol 15 also specdied
m ke DA guidance documant on suigicat face magks, Al test methad acoopkance critera wenz met.
Tezfing was perlommead In compliance with US FDA good manuefacturing practice (GMM regolations 21

CFR Parts 210. 211 and 320

Test Sidet Inside
AreR Tesiad: 915 cm’®
Partice Sirg: 0.1 pm

| Ahoiadory Conditions:

Mverage Filtrstinn Efficiancy.
Standard Dewiation:

i
Sindy Drircclis

Tra v-dwar

00 00 1 R
12R476E S0
reoar el . ' R

TR F LR R R R LT RN LR R LR R TR VI I RN 5 M YL TR PR T

217G, 0% relative humsdily {HEIY a8 1403, Z2°C. 30% RH at 1303

T
5.4

-
o
Ao
i“lwﬂ“-:-_'ﬁ&':
'Ja"_—:::\-.:' AFNCRAARITRAEA
.:-:l-'i:l::c‘" :i"? [ - - - r.
LTI TY IR e
__t_.:-'_.I.:':. DA 1:|,I- cort '__:-

Curtis Gerow, B8 Study Completion Date

[T FHTE0G-2001 Aea
Pape 10l 2

Tl el 3 Skl Lirrne g Phrabaean fanlir-odl




LT Study Nurmber 1284738 501
&~ Nelson Labs. Latex Particle Ghallenne Final Repor
o

"= A Sobera Healld company

Daviaton Detalls: Conlrols z2nd szanple counts wene canducted for ona minute instead of an average of
three ane minute counts. This change shorens the fatal Yest ima tor each sample but el 96l provide an
accudale determinasion of the padicle counls, An eguilibrate is & dwell pemad wheie We challangs is baing
applied ta the tasl artcle for 8 cenafn pediod of time bafore lost atlcle covnts are counted The equilibrate
periad was educed hom 2 minules 10 & mnimum of 30 seconds which is suthcicni lime b clear the
system «f any residual pariciea. and establish a stEle of stable equilibium before sample cownls are
taken. Test method acoapance: oriteda were met. results zre valid.

1 2,385 10,827
1650 11,857
a .
2,027 11 54 83 .
a = Has 11,317 74
4 Z.92% 10,862 73
& 2963 11,717 75

“ I'ha onginal sl for this p2gf arficle was unespaclad when compaied 10 Lhe other fest articles.
Investigational teeding was perfarmed on e same 1est article in dephcate and it was determined that the
orginal rosult was Invahd. Only the rmvestigational fect results are reparfed.
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Synthetic Blood Penetration Resistance Final Report

Test Aftinlg:  #150
Sichaze Order, 305499
Study Humber 1284203-501
Study Raceived Data: 044 fpr HIZ0

Testing Fanitity:  Nelson Latsaratmies, LLC
g240 5. Redweod Rd,
Saly | ake City, 1T B4123 LS4,

Test Procedure(s)  Sfandard Tast Prafored {STF) Mumber: STPOH2 Rev (B

Dewation(s). MNone

Summary: This proceduns was pafoimad Lo ovaluate surgical facemasks 3nd ciker fpes of protactise
clathing matertals designad © protect against OQuid penetmfon. The pumpase of this procedure is b3
sinaulale an artedial spray and evaluate the effectiveness of the tost anlcke i proleching e wser mom
possiole cxposene to blood and ather body fuids. The dislaneo hom the taget aea suface o e tip of
the cannula is 30.0 crn. & teat volurea af 2 miL al ayninete Bocd was emploved osing the fargeting plate

mathod.

Thiz test method was designed to comply with ASTM F1B62 and 1530 22604 (as referenced in
EM 1462320159 and AS4381.2013) with the fllowing excepdion: 150 22602 requireg testing to be
penoimead in an anvironmeant with a tempersture of 21 + ¥4 and a relative dumidity af 85 £ 10%. [nslead.
lesting was peromied &t ambient condifians within ona midte of removal from dhe cnvirenmental
chamber held at thoses paramichzrs.

All test method accepance criberia wers mel. Tasting was peformed in compliance with L& FIn qood
manufacturnng practice (GMP regulationg 21 CFR Pans 2140 241 and 820

Humber of Test Aricles Tested: 32
Mumiber of Test Aricles Peeeed: 32
Test SKe.  Outslde
Pre-Condifioning:  Mirimum of 4 kours at 21 & 572 and 35 L 5% relabive humidity {RH)

Tesl Candibans:  21.2"2 and 22% RH

Resudbs! Par ASTM F1352 and IS0 77609, an zeceptabla quality limi of 4 0% 15 met for a nomal 2ingle
sampllng alan when =20 of A2 {eat aticlea show paseing rasulls.
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Kathy Mabe RECEIYED DATE: April 16, 2020
Bossong Hesiery hills 1NC. COMPLETED DATE: Apri) 20, 2020
F.O. Bow T80

Ashebora, NC 27204

REFERENCE: T3 167440 Sample Type: Knitted Fabric
Shyla; # 190 Sammle Fom: Mask
Calor: Whits Size: One Size Fils Mozt
[Pescripthen; Prolective Barrier Face Mask
TEST RESULTS:
Abzaorhency:
* Absorbency of Taxtiles - AATCC Tes| Method 79-2HE - Option A
Testing Pezults:
Sample Prap: Driginalihg Recenad State
Ared Tested:]  Tethnical Face Technical Back
Specimen 1 DNA ses DN see
Specien 2 OMd 5o DA ser
Specimen 3 D ser DMNA, sag
Speciman 4 DHIA sec DNA z8C
Spariman & DHA sec DMA sar
Pversge] . LNA sa; DA ser

Testing |ntamation:
+ Gplion A; Buretts stand

= Tha Sherter the average time, the mere absorbant the fatiio
» DA = Did nof Absorh after 1 minute
» Sample brought to moisture aquilibrum; Tesing Condilions: 21°C (+ 2°C) and 65%RH [+ 5%RH)

Absarbency:
= Ahegrbency of Texdiles - AATCES Test Methed 79-2018 - Option &
Testing Resulis:
oampke Prep: Adler Laundering
Area Tealed:)  Technical Face Techrtical Back
specimen f OMA sac DA ses
Soccimen 2 DMA ser ONA soe
Specimen 3 DA ser OKWA see
Specimen 4  DMA sec DINA s8¢
Spurienen 5 DNA Bac DA ser
dweragal . DA BeG DN seC

Tasiing Infonmatkore:
* AATCS Managraph MG, "Slandandizetion of Home Laundry Test GondlGurs® Juby, 1, 2013

~Home Leundered 20 {imes wsing AATCE Managraph M6 "Standardizalicn of Home

TE15FA50 (190 While Mask) Absurbunoy Paga 1 of 2
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Laurdry Tast Gonditions: boad size = 1.4kg [Aps.). Lawnder Right Side Gu!
Ttp I__ﬂadﬂg_ Machine  Wash F'r::n'nanent Fress Cyrla Warm 1H+5°F
uging  20+1g | Lw.mud AARTCE Standard Refarence Defe-rgenl WOR
ATumble Dy MNomal 1%
+ Ballast Waate Lead Type 3 - S0/AG polvastaricotlon bleached plain waave
* Oplign A: Buratbe sland
= The Sharter the avarags ime, the more abscrhent the tabriz

» A = Ol not Atsarh afier 1 minots
» Sample brought to molsture equilibrivm; Testing Gondilicns: 21°C {+ 2°C) and B5%RH [+ 5%RH)

l_"jm; K Elai
Jodi B. Geis
Teslirg Lab Manager AR 2 SR 1 - SR
Manufacturng Solutlms CenterHTE — Tasting Lat: sty [ g LU s e RSR S
(828) 3277000 ext, 4115 WA, LI R
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