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43 Scientific Air Management - Penn Medicine Princeton

Date: Mon, Jan 6, 2020 at 10:18 AM

Subject: S400 Update at Princeton

To: randv..nobles@samairsv.stems.com <randy.nobles@samairsystems.com>
Cc: arlynn@samairsv.stem.com <arlynn@samairsystem.com>

Hi Randy/ Arlynn,
| hope this email finds you both well and that you and your family had a great Holiday season??

As promised | wanted to circle back and give you some updates as to the Scientific Air S400 device being utilized at
my account.

* As stated before to Paul Fratta we have received positive testimonial from several nurse managers, claiming that
the device assist greatly in minimizing organic odors present in the patient units.

¢ |In addttion we have successful passed several AIR testes in our Cancer Center IV room areas, where in the past
have proven to be challenging for us.

e Just recently on 12-18-2019 we had air testing performed in the Cancer Center and the result came back as a
PASS. | unfortunately do not have the actual results, but based on feedback from the Pharmacy Director their areas
pass with no issues.

The device has been very helpful and useful and has added value to these areas where we have had the S400 de-
vice utilized.

Thank you Randy (Scientific Air) for allowing me the opportunity to utilize the device at my account. Please let me
know if you require anything further from me regarding next steps?

Just wanted to get you the latest update on the S400 device we have been utilizing here at my Princeton medical
Center account.

Lazaro (Larry) Garcia

Director of Environmental Services

Penn Medicine Princeton Medical Center
One Plainsboro Road

Plainsboro NJ 08536

1-609-853-6142 (W)

1-609-558-4936 (C)
Lagarcia@P-rincetonhcs.org

E Penn Medicine

Pt Heamh



4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

O R AT R Y
STUDY REPORT
Sudy Title

Antibacterial Activity and Aerosol Efficacy of Scientific Air Management's Device

Test Method
Custom Aerosol Sudy

Sudy Identification Number
NG 6997

Sudy Sponsor

Dr. Gary Russotti
Scientific AirManagement LLC
1303 West CopansRoad Suite Cé

Pompano Beach Horida 33060

(585) 797-4259
letitbemd@comcast.net

Test Facilit
MicrochemlLaboratory

1304 W.Ind ustrial Bivd
Round Rock, TX78681
(512) 310-8378


mailto:letitbemd@comcast.net

4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

Test Device Information

The test device wasreceived on 10 MAR2016 .
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(note:photosdepict the test device analyzed in thisstudy)
Tes device received: Scientific Air Management $400
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4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

Test Microorganisminformation

The following test microorganismswere selected for thistest:

MS2 Bacteriophage (MS2), 15597-B1

This virus is a non-enveloped positive-stranded RNA virus of the
bacteriophage family Leviviidae. Bacterial cells are the hosts for
bacteriophages, and E. coli 15597 serves this purpose for M2
bacteriophage.ltssmallsize,icosohedralstructure,and environmental
resistance hasmade MQ2idealforuse asa surrogate virus(particularly
inplace ofpicomavirusessuch aspoliovirusand human norovirus)in
waterqualityand disinfectant studies.

Permissive Host Cell System for MS2: Escherichia coli, 15597




4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

Summary of the Procedure

+ Bacterialcultures,fungalculture,and a virusstockare pooled totargetconcentrationsas
appropriate.

+ Thetestinoculum issplitinto two equalpartsand added to two nebulizers. Liquid culture
should not exceed 18mlpernebulizer.

+ Thechamberissetup andthesafetychecklistiscompleted priortotestinitiation.

+ Thenebulizersare activated for60minutestoensuretargetmicrobialconcentrationsare
achieved priorto activationofthedevice.

¢+ AnXCbio-samplerisusedtotakeatimezerosample
to determine starting chamberconcentration forbaseline comparison.

+ Deviceisactivated forthe study sponsordetermined contacttime. Aftereach contact time, the
KC bio-samplersare activated for 10 minutesto determine microbialconcentrations.

¢+ Samplesare enumerated using standard dilution and plating techniques.

+ Microbial concentrationsare determined after 24-48 hours of incubation for bacteria and
viruses.Fungal platesareincubated at room temperature for5-7days.

+ Reductionsof microorganismsare calculated relative to concentration at Time Zero.

7~

L
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Sudy Timeline )
Culture urity Streak ' Chamber W \:f
Initiated Initiated Delivered ==

A

MS2 15597-B2
05APR2016 07 APR2016 07 APR2016 07 APR2016 08 APR2016 14 APR206

Amended report delivered 31 AUG 2016




4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

Criteria for Scientific Defensibility of a Custom Device Sudy

ForMicrochem Laboratory to considera Device Sudy to be scientifically defensible,the
following criteria must be met:

1. Theaveragenumberofviable bacteriarecovered fromthe timezerosamplesmustbe
approximately 1x10°cells m3orgreater.

2. Postive/Growth controlsmust demonstrate growth of the appropriate test microorganism.
3. Negative/Purity controlsmust demonstrate no growth of test microorganism.

Passing Criteria

Because of the nature of the study, passing criteria may be determined by the Sudy $onsor.

Testing Parametersused inthisStudy <
podl
Volume oflnoculum added to Nebulizer 15mlpernebulizer (30 mltotal) ::-"
HKC BiosamplerMedia (Vol.) Phosphate Buffered Saline (20 ml) :..-'
Nebulization Time 60 minutes =
SKC Biosampler Tme 10 minutes _':
Sampling Tme Points Time zero, 5minutes15minutes, 30 minutes FT1
KCBiosamplerSampling Rate 12.5 /minute o,
HKC BiosamplerLitersSampled 125Lsampled persampling time point e
TestMicroorganism MS2 Bacteriophage
Culture GrowthMedia N/A SockSolution
Culture Growth Time N/A SockSolution
Culture DilutionMedia Phosphate buffered saline
TargetConcentration 21.0x 106CFU/m?
EnumerationMedia 50% Tryptic SoyAgar

EnumerationType  Poured with E. coli15597
Enumerationincubation Time 18-24 hours




4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

Sudy Notes

No additional observationsornotationswere made for thisstudy.

Sudy Photographs

Photographs are the device received bythe laboratoryon 10MAR2016. The device is
photographed operating withinthe chamberand the SKC bio-samplerin the foreground.




4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

Control Results

Neutralization Method:Notapplicable Media Serility: Serile
Growth Confirmation: Confirmed

Calculations

g—A

Percent Reduction=| J3 100

Where:
B=Numberofviable testmicroorganismsonthe controlcariersimmediatelyafterinoculation
A=Numberofviabletestmicroorganismsonthetestcarriersafterthe contacttime

Log,,Reduction=Log| i )

Where:
B=Numberofviable testmicroorganismsonthe controlcariersimmediatelyafterinoculation
A=Numberofviabletestmicroorganismsonthetestcarriersafterthe contacttime

Ll
ml

T.[12.5)

xlV,|

c;rufm’—:mm::‘

Where:
Vs= Bio-sampler volume (ml)
Ts= Time sampled (min)
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4 4 Antibacterial Activity and Aerosol Efficacy of Scientific Air Management’s Device

Resultsof the Sudy

e Treatment Recove e Log o
Test Device Microorganism Concentration Time Point (CFU/mrgl) Reduction Reduction
(CRU/ml) vs. Time Zero | vs. Time Zero
Scientific Time Zero 1.00E+06 N/A
M Air MS2 Bacteriophage 1 00E+07 5 minutes 1.00E+04 99.0% 2.00
mz :?gfdo ATCC 15597-B1 ' 15 minutes 1.00E+02 99.990% 4.00
30 minutes 5.00E+00 99.9995% 5.30
1.00E+06
1.00E+05
1.00E+04
™
€ 1.00E+03
o
o
1.00E+02
1.00E+01
1.00E+00
Time Zero Sminutes 15 minutes 30 minutes

Contact Time

Theresultsofthis study applytothetested substances(s)only. Extrapolationoffindingstorelated materialsisthe
responsibility of the Sponsor.

Copyright © Microchem Laboratory, 2016. Reproduction and ordinary use of this study report by the entity listed as
“Sponsor” is permitted. Other copying and reproduction of all or part of this document by other entities is expressly
prohibited, unless prior permission is granted in writing by Microchem Laboratory.

1S




45 Environmental Viability particle Test USP797

CHARLES SOLANA & SONS

) Mochilar Avenoe, Commack, NY 11725 & Phoswe: (6317 Bo0-5483 Fax: (631 Bh-SERE

Ergional (fce of  Independent Certlfication Services, Inc.

Raritan Bay Medical Cender
I Hospital Placa
Old Bridge. M1 08557

Artention: Jum Bamma / Marna Polczyk - Pharmacy Department
E-Mail: maria polerykidhackensackeneridian ong & fedorksd | gmail.com

ENVIEONMENTAL VIABLE PARTICLE TEST USPTIT

SAMPLES TAKEN [LINENES BY TECHNICIAN: __Roben Fedorkn

LaB RESULTS BY: EM LAB PREK

REPORT NO: _ JR8094

| P3AmeRm

KESULTS: A TSA PLATE, 1000 LITERS BACTERILA PLATE OUUNT (CFLN =]
RESLULTS: B MEA PLATE. 1000 LITERS FUNGI FLATE COUNT {CFL) 4 |
RESLILTS: A T5A SWAB, BACTERIA SURFACE SWAR PFLATE COUNT (CFL) =]
RESULTS: B MEA SWAR, FUNGI SURFACE SWAR PLATE QOUNT (CFLD =1

s P ¥ Non Hazardous Bm
RESLLTS: L T5A PLATE, HEH) LITERS BACTERIA PFLATE COUNT (CFLI =]
RESULTS: ¥ MEA PLATE, 1000 LITEERS FUNGI PLATE OOUNT (CFEU) =]
RESULTS: C TS5A SWAB. BACTERIA SURFACE SWAB PLATE COUNT (CFU) _ <]
RESULTS: D MEA SWAR, FUNGI SURFACE 5WAB PLATE COLUNT (CFL) =|

| P_} Hazardous R
RESULTS: E T5A PLATE, 1000 LITERS BACTERIA PLATE COUNT (CFU) <]
RESULTS: F MEA PLATE, 1000 LITERS FUNGI FLATE COUNT (CFL) =
RESULTS: E T5A 5WAHB, BACTERIA SURFACE 5WAB PLATE COUNT (CFLI) =1
RESULTS: F MEA SWAR, FUNGI SURFACE SWAB PLATE COUNT (CFU) A |



45 Environmental Viability particle Test USP797

CHARLES SOLANA & SONS

B Mochalar Avenue, Commack, NY 1172% = Fhooe: (6411 854 MY Fax: (b3 ) Bie-haas

Regiomatl (8ce of  Independdent Corification Servioes. Ine.

Page 2

CONTROL PLATE TSA - NO COLONIES DETECTED

EQE TROL PLATE MEA - NOOCOLONIES DETECTED
WAR TSA — NO COLONIES DETECTED

CONTEROL 5WARB MEA NOCOLONIES DETECTED

COMMENTS:_Counts arg all under recommended action levels.

U
W;’?;f .

Hecommended aciion levels

150 CLASS MAX.CFU-USFT9TAIR | MAN. CFU SURFACE
3 =] =3
= =10 =4

td =110 G L1




45 Environmental Viability particle Test USP797

EMLab P&K
300 Lincaln Drive East, Suite A, Marlion, MJ 08053
(B06) 871-1984 Fax (836) 334- 1040 www.emlab.com

Client: Charles Solana and Sons, Inc.
C/Ox Mr. Michael Young : Date of Receipt: 10-19-2018
R 185044 Ramian Bay Madical Center - (d Brndge Date of Report: 10-25-201%8

USF 797 - Summary of Sample Analysis Results

Toial I%i0
Location Media Type CFUt Colony ldentification Class
1260194 - P2 Ante K. A:Ramian Bey Medical Certer - Old TSA Alr < | (Mool doecied T
Bridpe | |
185094 - P3 Ante Em, B:Raritan Bay Medical Center - O | MEA | Air <] [Nacoknies detected 7
Brulge |
1280494 - P31 Mon-Haz. Bm. C:Rantan Bay Medical | TSA Air | =1 [Neckonics detected f)
Center = Old Bridge
TRROSY = P3 Non=Haz, Km. D:Rantan Bay Medical MEA | Air o] [N colies deteored T
Center - Old Brdge | |
1880 - P23 Hazardous Bm. E:Rantan Bay Medical | TSA Arr = ] [Nacoknies detected | F)
Center - Old Bridge |
IRR09 - P3 Hazardows Rm. F:Rariian Bay Medical MEA | Air |1| <] |Neeskonics detecied 7
Center - Old Bridge |

I
188094 - TSA Control Plale: Raritan Bay Madical TSA Air MiA Mo colories ditected | Wone
Center = Old Bndge |
1

18804 - MEA Control Plate:Raritan Bay Medical MEA | Air | N/A [Nocalonss deectod | None|
Center - Ol Bridge
185094 - P3 Ante Rm. Swab A:Raritan Bay Medical |I '-‘_‘-L';I;M Surface| WD Nocolomies detecied 7
Center - Old Bridge e |
| E8004 - P3 Ante Bm. Swab B:Raritan Bay Medical MEA | Surface| ND  |[No cobanics detected 7
Center - 01d Bridge |
188094 - P3 Non-Haz. Rm. Swab C:Raritan Bay JEAw | Surface| ND  [No colonses descsed | 7
Madical Center - Old Brdge T

¥ The Total CFL vahee roporiod in this colenn i the Tokal CFL ol value for the ontioe sampbe. For detasls, refier to fha detailal resulis pago
of each sammple in this report. In order 1o caloulate Total CFLVund values for air samphe e, an a@ir voleme must be provided. Air samples
wiEhoul a8 volumsss provided e repomead & MUA [Nol Applicsblch, A repormed value of M indicates none detscred

EMLab PLK. LLC EMILab ID: 20141, Page 2 of 7



45 Environmental Viability particle Test USP797

EMLab P&K
30040 Lincoln Dnve East, Suite A, Marfton, NJ 08053
(866 B71-1924 Fax {#56) 334-1040 www.emlab.com

Clhent: Charles Solona and Sons, Inc,

Ok Mr. Michael Young ) Date of Receipt: 10-19-2018
RBe: 125094; Rantan Bay Medical Cenier - Old Bndge Daic of Report: 10-25-2018

USP 797 - Summary of Sample Analysis Results

Todml I=ih
Location Medin  Type  CFL* Colony Identification  Class
188094 - P3 Mon-Haz. Rm. Swab D:Raritan Bay MEA | Surface| WD [Mecolosic detecsed 7
Medical Center - Old Bridge
|

1585094 - P3 Hazardous Rm. Swab E:Raritan Bay :I '-‘_'Iﬁ:‘ g Surfsce|  ND Mo colonies deteciold 7
Medical Center - O1d Bridge ™ ez
188094 - '3 Hazardows Rm. Swab F:Raritan Bay MEA | Surface| ND | Necolosies detecied 7
Medical Center - Old Bridge '

l |
188094 - TSA Control Swab:Raritan Bay Medical | A= [Surface| ND [Nocolnies detcciad Mone
Center - Old Bridge S
IEE0H - MEA Control SwabcRaritan Bay Medical MEA | Surface | NI} [Nocobomics detected | Mome
Center - Old Bridge

T The Tl CFU wnl reposted e this column s the Tatal CFUSanin vales gor the enting samsple. For dotanls, nefier o the detailal resalis page
ol ¢ach sasnple i this fepon.  bn onder 86 caloulate Total UFLU et valess fof air sasnple typses, an air volurse mast Be provasded.  Aar samples
aathout anr valumaes providod are reponiod as WA (Nod Applacabic]. A roportod valee of MO indicales. none dotected

EMLab PLK, LLC EMLabk IDx 2026141, Page 3 o 7



45 Environmental Viability particle Test USP797

EMLab PA&K
3000 Lincoln Drive East, Suite A, Marlion, NJ 08053
(866) 871-1984 Fax (856) 334-1040 www emlab.com

Client: Charles Solana and Sons, [ne.

C/0: Mr. Michael Young i _ Date of Receipt: 10=19-2018
Re: 188094; Raritan Bay Medical Center - Old Bridge  Dage of Report: 10-25-2018

~ USP 797 - Detail Sample Analysis Results

Location: I88094 - P3 Ante | 138094 - P3 Ante | 188094 - P3 Non- | 188094 - P3 Non.
R, ARaritan Rm. B:Raritan Haz Em. C: Hoz, Rm, [
Bay Medical Bay Medical Raritan Bay Fantan Bay
Center - Oid Center - Old Medical Center - | Medical Center -
Bridge Bridge Old Bradge Old Bridge
Comments (see below) L None | None | None None
Area Designation | 1530Class7 | IS0 Class 7 1580 Class 7 IS0 Class 7
Sample type | SAS sample SAS sample | SAS sample SAS sample
Media used — ) e MEA | T5A [ __MEA
|.¢!l|2#."|":11'|!il:'ll.'bﬂrl date IHT"_-I-M'HL 12190008 | IR206E2] 1-14-200% | IFEIII'.I-'I_I"E.r_I:P-_EI'FHi : 1E2G1ET 1-14-200%
Lab ID-Version{: 0358688-1 |  9558689-1 | 9538690-1 | 05586911
Analvsis Date o 10-22-201% 10-24.2018  10-22-2018 | 10-24-2018
Incubation MW - 35°%C 26" - 30°C 307 - 35%C 287 . 30°C
for 2-3days | for 5-7 days for 2-3 days for 5-7 davs |
_ raw cl. |cfu*/m3| raw ct. cfu*/m3 raw et cfu*/m3, !E!“'."-‘.t-..!'f.r'-!f-fm.?
§Total ND _| <] ND < 1 ND < 1 NI < |
Sample size 1000 iter | 1000 lier | 1000 Jiter | 1000 liter
Positive Hole B0 k3.0 -~ k341 IR0
*cfu = codony forming units Paositive hobe oomoction chart esed for all calculasions ML) = nong deteced
Csnmicnes:

Idennfiers listed without a count o data entry were nol detottod dunng the courss of the analyss [or the respective sample,

Mobe: |:l.,'|'|;|rﬂ|,"|,|r|. 15 leflt 80 the compay amllor persons wha condoctal the feeld work, Some rwe sirains nme{ﬂ'ﬁ}'h-ﬁh:ru:.- pﬂ.‘\ldl.h.'\. frow
{unbound) coagulase exclusively. The appleed coagulase rest anly mosanes Bound coaguiass,

The henit of detectson 15 a raw countof |, The analyiical sensitivity For air samples i egual i | aw count |hl.r|]_-a|] by sampile H'.El:_nﬂ'ld msalisg i
by the pesitive haole comection factor. The analytsal senssaivaty for ssarface samprles is cgual v | enw ol divided by & sample sice of 1 plate.

+ A "Wersioa™ indicated by -“x” afler the Lab 10% with o value grester thas | indicates o sample with amsended daea. The revisson nussher s

mellectod by the walae of "v"
& Total cfu'endi has been rounded to fwo significes Dgures 1o rcfloct analyisial procison,

EMLsh PR, LLE EMILah 1Dy 2004140, Page 4ol 7



45 Environmental Viability particle Test USP797

EMLabh P&K
3000 Lincoln Drive East, Suite A, Marlwon, NJ 08053
(B66) BT1-1984 Fax (856) 3341040 www.emlab.com

Client: Charles Solana and Sons, Inc.
CA: Mr, Michael Young Date of Receipt: 10-19-2018
Hie: TEROGE; Kanian Hay Medical Center < Old Brdpe Date of Report: 10-25-2018

USP 797 - Detail Sample Analysis Results

[Location: | 188094 -pP3 | 188004 - P13 | [E2094 - TSA | 125094 - MEA
Hazardous Em. E:| Hazardous Km. F:] Conirel Plate: | Conirel Plaee:
Rantan Bay Rantan Bay Raritan Bay Rariian Bay
Medical Cemier - | Medical Cemier - | Medical Center - | Medical Center -
- - Old Bridge Old Bridge Old Bridge | Old Bridge
Comments (see below) MNone ! None i None { None
Area Designalion I50 Class 7 [S0 Class 7 Mone Mone |
Sample tvpe SAS sample SAS sample | SAS sample SAS sample
Media used | TSA | MEA TSA MEA
Lot# Expiration date IE24100 12192018 | 15206121 1-14-201% | 182410011 2-19-201% | 1820612/11-14-201%
Lab ID-Version{: | 9558692-1 | 9558693-1 | 9558694-1 | 95586951
Analysis Date | 10=22-2018 10=-24-2008 | 10=22.20018 | 10-24-201%
Incubation 30 = 35°C 267 = 307 30 - 3570 26% = 30°C
for 2-3 davs far 5-7 dovs for 2-1 davs for 5-7 davs
4 - : raw ct, cfu*/m3] raw ct. [cfu*/m3 raw ¢t cfu*/m3] raw ct. |cfu®/m?
§ Total ND | =<1 ND <] ND | NA | KD | NA
Sample size [ 1000 hiter | 1000 liter 0 liter 0 liter
Positive Hole 380 380 e 0 0
L ' ooy Tedening senls Posnme Bole correctin chan used for all calculaons N = mone detoctad
Canumaals;

Igkcmvnd g Dishad wathoil 8 Gount oF Jala Sy Wil e nod Jeteciad Sannig s colrsg oF e anglyss B il ispaslivg Aaiijie.

Maote: Ingerpectation is bt o the company and'or perzons whie conducted the field work. Some rare drases of Staphyloooccus produce free
{emhoundp coagulase exclusively, The applicd eoagulase rea only messures hound coagulase,

Thi limit of defectnon is a ram cownl of | The analytical sonsitivify for ar samples i ogeal fo 0w oount divided by sample sore and maltgplicd
by ez positive hole comrection factor, The analyiieal sensitivity for serfsce samples is equall i | raw count divided by & sample size of 1 plaic

A" Vernoa™ indhcated by -"x" aFlor tha Lab (D with @ vabes grestor than | imdicabes 3 samiple with smonded dita. The revisson nunshar id

reflected by the wvalwe of "5
& Toial cfu'enit has been rounded 1o two significant figeres oo reflect anslyical precision

EMLabs PEE. LLC EMLab ILx: HE26140. Fage S ol T



45 Environmental Viability particle Test USP797

EMLab PEK
J000 Lincoln Drive East, Suite A, Marlon, NI 08053
(B866) 8T71-1984 Fax (B36) 334-1040 www.emlab.com

Client: Charles Solana and Sons, Ine.

CAD: Mr, Michael Young Date of Receipt: 10-19-2018
Fe: 188094; Rarian Bay Medical Center - Old Bridge Diaie of Ht!pﬂlgi 10-25-2018

USP 797 - Detail Sample Analysis Results

| Location: 188094 - P3| 188094-P3 | 185094 - P3 Non-| 188094 - P3 Non-
Anie Bm. Swab | Anle BEm. Swab |Haz. Rm. Swah C:|Haz. Rm. Swab D
A:Raritan Bay | B:Raritan Bay | Rantan Bay Raritan Bay
!Hiﬂdi-ml]-.ll c!,l_'-:mé . M'L‘-d.‘i'.‘.‘::l :—.:Eﬂ'_ - Medical Center - | Medical Center -
Comments (see below) | None |  Nome | Nome | Nene
Arca Diesignation IS0 Class 7 IS0Class 7 | ISOClass 7 | 180 Class 7
| Sample iype Swab sample | Swab sample | Swab sample | Swab sample
Mﬂ]!ﬂ u-std- T4 w' Lechibin & Twoem ME.‘J‘I | T5A w' Lacilin A Tada MEA o
Lot#/Expiration date 11956011-27-2018 | 182410212-19.0018 | 11956001 1-27-2018 | 18M4102/12-19.0018
Lab ID-Versiong: PoaB6R0-1 | 9558681-1 | 9558682-1 9558683-1
Analysis Date | 10-22-2018 | 10-24-2018 10-22-2018 10-24-2018
Incubation - 350 [ 26° - M 3¢ - 35°C 267 - 30°C
for 2-3 davs for 5-7 days for 2-3 davs for 5-7 davs
| raw ct, |cfu*placel raw ¢f, |cfu™plate paw f, |cfu®iplate] raw ¢t |cfu®/plag
5Total ND | ND ND | ND ND ND MD ND
*ohu = colony Temming usils MO = pane detected

Commenis

Idemitifiers listad withost 3 cowt or daa SRy WEre Wi Senacled duieg el Gourss of e anahys [or the iopoctine sample

Mol Inscrpectation i beft fo the company and'or persoss who condected the field work, Some rare strins of Saphadococcus prodduss free
{enbound p coagulase exclusively. The applicd evagullase test only messures hound coagulas:,

T lirmin oof chegoction 14 2 mine comnl of | The analyiscal senditnvity for air samsples i egual o | rew coanl divided by semple siee asd mubipliod
by the positive hole comection facior. The analytical sensaivity for surfsce samples is exqual o 1 rew cous divided by o sample siee of | plase

£ A" Version” indicated by -"x" afier the Lab [D9 with a value groaser than | indicales a sample wilh amended data. The revision nunber is

rellectod by the vabes of "x®,
& Tiodal cfu'emit hasx been noundied o fwo significast fgures m reflecy anulyiical procision

EMilab PEK. LLC EMLab [D: 2026141, Pagedaf T



45 Environmental Viability particle Test USP797

EMLab P&K

3000 Lineoln Drive East, Suite A, Marlton, W1 08053

(BeG) BT1-1984 Fax (8563 334-1040 www. emlab.com

Client: Charles Solana and Sons, Ine.
Ch: Mr. Michael Young
Re: 13500, Raritan Bay Medical Cemter - Old Bridge

Drate of Receipt: 10-19-2018
Date of Report: 10-25-2018

USF 797 - Detail Sample Analysis Results

Location: | 188094 - P3 188094 - P3| |8R094 - TSA | 138094 - MEA
anard_nua E.m. Hazard_nus I:lm. Control Swah: Control Swah:
Swab E:Raritan | Swab F:Rontan | Rarjgan Bay Raritan Bay
gf;':-;l:-':fdm:" E’giﬂﬂmﬂ Medical Center - Medical Center -
Bridge Bridge Old Bridge Old Bridge
Comments {see below) _MNome | Nopg | Nome None
Arca Designation ISOClass 7 | ISOClass 7 | MNone _Mone
Sampletype _Swab sample | Swab sample | Swab sample | Swab sample
Mt‘diﬂ used : TRl v |Lgcnibin & Twnm [ M E.-jl [ TEA ' Levithin & Taom : ME.Ialn
Lot#/ Expiration date | 119360/11-27-2018 | 1524102112 190018 | 11956401 1-27-2018 | 1524102/12-19-001 |
Lab 1D-Version$: _ | 9558684-1 9558685-1 | 9558686-1 | 0558687-1 |
Analysis Date 10-22-2018 10-24-2018 10-22-2008 | 10-24-201%
Incubation F - 35°C 26° - JPC 300 - 35°C 26° - 30°C
for 2-3 davs for 5-7 davs for 2-3 davs for 5-7 davs
[ raw ct, [efu™plate] raw et |clu”/plate] raw ct, |cfu*/plate, raw et, |cfu®/pla
§Total ND | vD | D | ND | ND | ND | ND | ND

*rle = ooy Borm isg units

MDD = pone detected

Camidicas:

ldentilors listed withian 3 count or dats entry were ol detostad duning the e ol Bhe anabysis fiwe the respective sample.

Paitbes Imtorporctatcn i left 8o the company and'or persons who conducted the field work. Somse rare steains of StaphyBsassius prsduce lreo
[unbousd ) coagulase exchesively. The applicd coagulase test only measures bousd coagelise

The limit of detecrion s & maw conmt of 1. The amabdics] sonsiivity for aar ssmphes is equal i | s coust divaded by ample e and msliplsod
by the positive hobe comection factor. The analytical semsitivity foe sorfnce samples Bogual o | faw count divided by a samphe sice of § plate.

+ A "Yersion® isdicased by -"x” after the Lab 109 with 4 vabue grestor tham | indicases o sample with smended data. The revision nusiher i
refloceed by thes valbos of "x™,
& Teral cfuiemil has boon rounded o fwo significant figenes w nefloot enaly iscal prccisson

EMLab PEK, LLC EMLab ID: Mi26i41, Page 7ol T
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Scientific Air’s S400 goes beyond filtration -- capturing airborne
pathogens with a UVC dosage close and long enough for up to a
99.9995% virus kill rate, eliminating bacteria, mold , odor, and VOC's.

“ 800

Virus Bacteria Mold OdorVOC'’s

DISINFECT AIR -- FAST!

The S400 uses patented UVC
technology, bio-aerosol full room size
laboratory validated, to kill pathogens,
reduce particulates, removes mold, odor,
and VOC's in a standard 800 cubic-foot
room in minutes.

Helps reduce airborne HAI's with up to
a 99.9995% UVC pathogen killing rate.

Reduces airborne particulates by as
much as 99.97%.

J Quiet 24/7 UVC air scrubbing, entirely
safe for patients and staff.
w
o ) Hospital proven in facilities like:

e NYU Medical Center
e University of Rochester
e Federal VA Hospitals

J e NY Health+Hospitals

.' e Baptist Health Systems

Powerful air management 24/7 in
occupied spaces like emergency rooms,
intensive care units, operating rooms,
patient rooms, compounding pharmacies
laboratories, food-service, waiting areas,
and more.
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Room size bio-aerosol laboratory tested

The S400 conducted two separate eficacy analysis at independent nationally recognized facilities; Microchem
Laboratories and Environmental Diagnostics Laboratories. Tests were conducted in a 10'x10'8’ bio-aerosol

guideline aerosolized chambers.

(M)ICROCH=M
Inoculum Treatment Recovery Percent Log 10
Test Device Microorganism Concentration Time Point (CFU/ma) Reduction Reduction
(CFU/ml) Vs. Time Zero Vs. Time Zero
Time Zero 1.00E+06 N/A
Scientific Air | MS2 Bacteriophage 1 OOE+07 5 minutes 1.00E+04 99.0% 2.00
Management ATCCI15597-BI 15 minutes 1.00E+02 99.990% 4.00
5400 30 minutes 5.00E+00 99.9995% 5.30
N 1.00E+06
CFU/m"3 1.00E+05
1.00E+04
1.00E+03
1.00E+02
1.00E+0I - —
1.00E+00 e 1§ & & %ﬂ:’lw
S400 Features
e High volume 400 cubic feet per minute fan e Carbon Final Filtration metering
operation for complete air change within 2 -5
minutes in a typical room of 800 cubic feet. e Pathogen and Particulate process metering
o Powerful yet quiet brush-less high-speed motor e Premium hospital wheels for effortless mobility

disinfects 400 CFM of air volume (42 - 46

f _ on all surfaces with toe touch locking wheels.
decibels at average operating speeds).

e Filter replacements available with simple

e High capacity HEPA pre-filter cartridge captures economicallannuallsaldseryice:

particulates down to 0.3 microns.

e Large volume UVCinduction chamber for full
process of pathogen-laden air, lab tested for up
to 99.9995% efficacy.

e 360-degree total air intake system creates a
quiet undetectable air induction vortex.

Eliminates vpto

99.9995% of

airborne viruses
in minutes!

e Patented carbon substrate for complete odor
and VOC removal.

e No acirflow disturbance, no temperature or
humidity variations, and no negative or positive
air pressure interference.

e Zero ozone production.

n
e 110-120 voltage standard outlet --same power 37,, ta!‘lj
requirements as a typical residential ceiling fan. 22" wide
62 |bs.
e On-Board Digital screen reporting
e HEPA Filter/Air Flow integrity metering 8 2
e UC-V Light integrity/intensity metering 3 ’
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S$400 Specification sheet

The S400 uses patented UVC technology, laboratory FEATURES

tested in bio-aerosol test chambers, to eliminate up to e Powerful 400 CFM fan performs

99.9995% of viruses, eradicate bacteria and mold, complete air change disinfection

removing up to 97% of non-viable particulates, destroying within 2-5 minutes in a typical room

odor, and removing VOC's in a standard room in minutes! of 800 cubic feet (10'x10"'x8)

e High-capacity HEPA pre-filter
reduces particulates down to 0.3
microns.

e Large-volume UVCikill chamber
processing germ-laden air
destroying virus. bacteria. Mold,
odor, and VOC's.

e 360-degree total air circulation
system is quiet, and undetectable
with matching air induction and
exhaust vortex.

e Zero airflow disturbance, no
temperature or humidity variations,
no negative or positive air pressure
interference, NO by products, NO
ozone.

e Lightweight 62 Ibs. With aluminum
balanced security base for superb
stability and safety.

e 110-120 voltage standard outlet with
the same power requirements as a
typical residential ceiling fan.

e Green-Dot grounded electrical cord.

The S400 is facility proven. Nationally recognized by
hospitals like NYU Medical Center, University of Rochester,
Federal VA Hospitals, NY Health+Hospitals, and Baptist
Health Systems. The S400 is effective in Intensive Care
Units, Operating Rooms, Patient Rooms, Compounding
Pharmacies, Laboratories, Isolation Rooms, Food-Service,
ER's, Waiting Rooms, and more.

SPECIFICATIONS

Physical Dimensions
e 22 x 37 inches
o Weighs 62 pounds

Electrical Ratings

e Rated at 110 volts

e Rated at1.6 Amps

e Green Dot Grounded

Decibel Level 14”
o 62-64 decibels Certifications
e MET US/C UL 507

e On-Board Digital screen reporting:
Construction

e High grade steel

e Antimicrobial powder coating
e Aluminum wheel base

HEPA filter/air flow integrity
Carbon final filtration integrity

UVC light intensity/integrity
Processed CFM air volume

Air Circulation

e 400 CFM

o Will not affect positive/negative
pressure

o Air intake matches air exhaust

e 360 degree vortex air flow over
alarge surface area.

e Will not affect room air
exchanges or room air flow.

Disinfection Process

e HEPA (0.3 um) pre-filter

e UV-C253.7nm (254 nm) 36W
non-ozone light array

e Treated carbon-coir substrate
final filter granulated moisture
resistant

Cleaning
e Wipe down entire machine with
e antibiotic cleaner

Premium hospital wheel for effortless
mobility on all surfaces with touch
toe locking casters.

Consumable component “snap-in
snap-out” replacements with simple
and economical annual self service.
Dimensions 22"'W x 37"H 62lbs.

= ScientificAir
1301 West Copans Road
Pompano Beach FI 33060

PH 800.923.9309

randy.nobles@samairsystems.com

EPA Est. @
120VAC12A 60Hz 928%_“‘_1 A @

W v
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Facility Using A SAM 400 Air Disinfection Unit

Field Test Conducted At A Pharmacy Compounding
Facility Using the S400 Air Disinfection Unit

Report Date: 10/10/2018

Test period 08/15/2018 - 09/28/2018

Summary:

A pharmacy compounding facility at a major Florida hospital
was experiencing difficulties with compliance of USP 797 and
CAG-009 guidance documents in two specific rooms.

Test results indicated the airborne presence of a Bacillus
species in one of the ante rooms and Aspergillus flavus in one of
the chemo rooms (page 2).

Pharmacy personnel contacted the Infection Prevention

department for assistance. The IP team suggested the use of the
S400 Air Disinfection unit they had implemented in the ER waiting

rooms and postoperative recovery rooms for the reduction of
airborne influenza pathogens.

An S400 unit was employed for 12 continuous days in the two
rooms (ante and chemo) that failed compliance testing. After 12
days of using the S400 units the pathogens ( bacillus and
Aspergillus) were eliminated in both rooms. Retesting showed
compliance with ISO Clean Room Class 7, USP 797 and
CAG-009 guidance documents (page 3).

This field test along with bio-aerosol chamber tests at two
nationally recognized, third party labs ( Microchem & EDL) fully
support the pathogen efficacy claims of the S400 unit.
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September 2018 - Florida Hospital Compounding Pharmacy uses

Field Test Conducted At A Pharmacy Compounding
Facility Using A SAM 400 Air Disinfection Unit

S400 to PASS requirements for USP797 - CAG-009.

Testing Before S400

AeroMetric 797™ Results Summary Sheet

Test Date 09/02/2019

1A 1.V. Room

2A Passthrough #1 (Double Interlock)

3A Ante Room

4A Ante Room

5A Passthrough #2 (Double Interlock)

6A Chemo Room

7A BVBI-6SS-RX {S#6S-15-BVBI-16574)

8A BZ-655-RX (65-15-BH-16573)

9A NV-425-400 (105725041106

1B LV. Room

2B Pssthrough #1 (Double Interlock)

3B Ante Room

4B Ante Room

Maximum cont for Class 7 exceeded

5B Passthrough #2 (Double Interlock)

6B Chemo Room

Maximum cont for Class 7 exceeded

7B BVBI-6SS-RX(S#6S-15-BVBI-16574}

8B Z-6SS-RX (6S-15-BH-16573)

9B NV-425-400(105725041106)

g |0 N|O|N|IN NN o N| O N NI NN

No growth of microorganisms. Sample in compliance with USP 797 and CAG-009.

Growth of microorganisms. Sample in compliance with USP 797 and CAG-009 .

0.0.C. - Out of Compliance. Unacceptable concentrations or presence of actionable microorganisms. Sample not in compliance wh USP 797 and CAG-009.

SAMPLE #4B Ante Room FAIL

Lab Sample #: 18021805-013

Sample Location : Client Sample# 4B
Test: 1108, USP 797 Culture, Air, Fungal Counts with ID: SOP 3.2 Positive Hole
Corrected Result: 2 CFU/m3

Organism(s) Isolated : Bacillus species Non-sporulating colony

1 H 1 H 50 H 1

1 1 50 i 1
L2 0 2 0 -100% i |

: Bacteria colonies counted on
Sample was incubated for 7days at 26 °C  yea plate per client request.

Positive Hole: 300 Air Volume: 1000 (L) MRL: 1

COMMENTS

SAMPLE #6B Chemo Room { FAIL

Lab Sample #: 18021805-015
Sample Location : Client Sample# 6B

Test: 1108, USP 797 Culture, Air, Fungal Counts with ID: SOP 3.2 Positive Hole
Corrected Result: 1 CFU/m3

Organism(s) Isolated : Aspergillus flavus

1 H 1 50

T BT
Sample was incubated for 7day$ at 26 °C
Positive Hole: 300 Air Volume: 1000 (L) MRL: 1

~100% 0 |

Bacteria colonies counted on
MEA plate per client request.

COMMENTS
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Compounding Pharmacy places S400 in failed test locations.
USP-797-CAG-009 Re-tested after SAM placement = PASS.

Testing After S400

AeroMetric 797™ Results Summary Sheet ~ TestDate 0928/2019

1A 1.V. Room

2A Passthrough #1 (Double Interlock)

3A Ante Room

4A Ante Room
5A Passthrough #2 (Double Interlock)
6A Chemo Room

7A BVBI-6SS-RX {S#6S-15-BVBI-16574)

8A BZ-655-RX (65-15-BH-16573)

9A NV-425-400 (105725041106

1B I.V. Room

2B Pssthrough #1 (Double Interlock)

3B Ante Room

4B Ante Room No growth of microorganisms. Compliance with USP 797 and CAG-009

5B Passthrough #2 (Double Interlock)

6B Chemo Room No growth of microorganisms. Compliance with USP 797 and CAG-009

7B BVBI-6SS-RX(S#6S-15-BVBI-16574}

8B Z-6SS-RX (6S-15-BH-16573)

O oo |N|O|IN(N (NNl o] N 0o N| N NN

9B NV-425-400(105725041106)

No growth of microorganisms. Sample in compliance with USP 797 and CAG-009.

SAMPLE #4B Ante Room m SAMPLE #6B Chemo Room m

Lab Sample #: 18026208-001 (Lot# 118206) Lab Sample #: 18026208-002 (Lot# 118206)

Sample gcatin: it Sempieh 45 Somple et ClentSanplet 8
Test: 1108, USP 797 Culture, Air, Fungal Counts with ID: SOP 3.2 Pes t h vl s red ; U"T{‘ ""O ggaov:_ru""s wi : .
Positive Hole Corrected Result: NO GROWTH ositive Hole Corrected Result: !
Sample was incubated for 7days at 26 °C I\BAaEcﬁte:\aat?:noenrlilsiecr?tu:etqueZ;‘, Sample was incubated for 7dayS at 26 °C

Positive Hole: 300 Air Volume: 1000 (L) MRL: 1 Positive Hole: 300 Air Volume: 1000 (L) MRL: 1

COMMENTS A No Growth COMMENTS B No Growth

Bacteria colonies counted on
MEA plate per client request.
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AeroMetric 787 ™ Results Summary Sheet

Sample Locaton Cless Pass  Agpt 0.0C Cause

14 1V Rocsm

g | =X ) =3

1
2] 28 Pasptough 81 (Double Intedack)
3

SA Pesathrough #2 (Doubde Irderiock)

=3 | £a | =2

|8A& Chamao Room

= N N

TA BVELESS-RY (S#A5-15.BVEI- 18574)

7
Bl8A BZ-655-RX [65-15-B8H-16573)
ol 0A NV-425-200 [ 105725041 106)

10) 18 LY. Roorn

11{ 2B Passthrough 81 (Double Interisck)

:
| 14[58 Passthvough 82 (Double Inteniock)
+ 15|88 Chama Room

18| TR AVRILES SRR [ Sl 5= Al 1R5 T4

17|88 BZ-655-RX (G5-15-BH-18573)

R
g
R Ay =~ | BB =dfo=d | =d | =i| ¢F| &5 i

18|98 Wv=H25-400 [ 105725041 106)

.Nn grawth of microorganama. Sampls in complancs with USP 797 and CAG-009 gudance dotumeants
.G‘-rmrl:h of microcuganiems. Sample in complance wih USP T9T and CAG-000 guidancs documants

. G005, - Out of Complance. Unaccepteble concenirabions or presenca of actorable microoganems

Chont Sampla & G40 Lah Sampls s 1802 1805013
Sampla Location: 48 Ante Room
TEsr 1708, LSEP PRY Culune, Alf, Fungal Counts sath 1I0E S0 3,2 Positive Mols 300

Fosibve Hoks Comected Resull SIS AT VolurTs. 1000 (L]
BARL 1

CANpAn S S ISalansd My Crsuril L LI e Total RATREL
B iz iliid i 1 1 0 1
Mowt-aparLlaling colory 1 1 [ k] 1

2 2 =1 G

Comments. NS
Sarmiple was incubatod for 7 days ot 30 O, Boactiens oolonias oounbed on MEA plate per obeni regeest

[ (S T . SR S

Chendd Sampls & 8B Lab Sample @ 180216056-015
Samphs Lecaton: S8 Chemo Roam
Test 1108, USP TET Culturg, Alr, Fungal Gounls with ID: S0P 3.2 Fosibve Hole: 300
Positive Hole Cormected Result - Air Meslune: 1000 (L)

MREL: 1
Qrganismis) [solaled Rarw Couwnt CFLIm? %% Total MRL -------
Aspargiius favus 1 1 100 1

1 1 =1 00%:

Cermmants: [T

Sample was Incubated fer T days ai 26 °C

gy RPN RV RN [y (U | (U SN R | R S S
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Passing USP 797 Test Results
Scientific Air Management SAM 400
implementation in previous “failed test” areas
09/12/2018

AeroMetnc 797 ™ Results Summary Sheet

farnpia |acshion Class Pass A QOG Caisa

—

Pad

40 Ande Floom 7
&R Chemo Room 7

[ 142 orowth of microorganiama. Samols in compliance with LISP 797 and CAG-009 guidance documents
[l cown of mecroogancsms. Sample i comphance win USP 797 and CAG-000 quidance ocuments
. Ce0.C - Cut of Complanca. Linacoeptable concantralions or presencs of schonebls microomanisms

Clinnt Eample & 43 [Lot#1 1820&) Lap Sampds 87 18035208=001

Bample Location:  <B Anile Room

Teal 1108, USP 797 Culture, Air, F Counls with ID: S0P 323 Possive Hols: 300

Pomilivae Hoke Corredleef Ricsult Alr Velume 1000 (L)
MREL: 1

Commens  Pass

Eample was incubalsd for ¥ days at 26 *C

Clisnt !'mrrnln # 58 (Lob¥t 18204) Lab Sarephe @ 1E006 208002

Sample Locabon:  CB Chemo Foom

Test 1108, USFE FiT Cultana, Air, F Counts with ID: 509 3.2 Pasilive Hole. 300

Proitive Hoba Cormiecbind Foesiult M Volurme: 1868 (L)
MAL: 1

Cormmenls m

Sampile was incubaled for T days & 28 "G

GLOSSARY

Rpergilut Ravud Ay m ore o D mosd cormmen Raig ekl de Goturreyg on Jceep lage fumBe of schikilioy Tl die Alecod JEO dpsbcerk
sirnil oF which Ll Grony 81 high Wmipliakenid TRy product welalular, Ly Ghotarkd . Fpdtophobel Eadral, it HBrENctd] Chain 1 &0 B Cal idraliundl
il i e v uler spaa. T Spoed an usaally rsen-Giue, gFmireah of §itry Qo in M jocoainally Bron of Disci] Ty e oflen peoouced
ko, bt ey plao ek wilh uldod s, Mloal soaces i e prablemaic bul some caass gppdrhatisbc infibond 0 Pumana. panculidy
TR O, SO Lol [FOOUON TR OOMIONTE SLCH B ARMNCoeT, ol 5e CanCnOgenss, W RO ury Db alerpesc. Thie SDons, whes
Pt it [P dgridtes BuSanth [R40 proRuld Wbm, B0 e BB B 15 ST ALY badlly am Wi O PN S MS
Bl dpacind ELIohit e i S iirgind-Armieg, §rars-poading fooh. This e wakidly Selnbutid in tha eavianimenl Thie Pty o thete
spaca A nod pathoodret. Mol ol ardCaiinBimitg pras-pobiad Baclerd ong o P gorest Hadlo g b o'herd Sdres Sdai dfdid prved 12 S84
erei P tuph Lanoe st ¢ revisan
Goag-negaibre Slaphyloceccun spechra. Baphyixooon s mon sponedomng, grerspeeivg coca. Coegelase Negative Sepbylooocon speocs
oo ke § reasgor pan ol s noveal meoimio of b

rium-lls: The miscrty of Baciens in Fes Isug afe imepuialy BRaces, non SRCT-Rming, Crom-poliie o, Many speses o pertal P
el ESSTbAgtE B 1 Jion And Musoul MamBianed o mammatl. Soms Bpsc i A Bundin INe eTAnen S ey nahanienium chUSE infectice
parsruiay COnyT 00T Ciphararae:
Pt vl g CoodiTp: PO aoN] MICITACO0E: ientfeanon Of Rangl, APCrn Missd i e pais. Thid colony nas S0l spofolaies, Tesnior T nalysl Ce sol
TS g Aot Saker,
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Field Test Conducted At A Pharmacy Compounding
Facility Using A SAM 400 Air Disinfection Unit

AeroMetric 797 ™ Results Summary Sheet

SETEeE Lotabon

g

Ampt QU0C. Causs

14 LY, Room

24 Pagsthraugh 81 (Doubds |rariack)

45 Arig Fedm

44 Arde Room

5A Passthrough #2 {Doubls |nberdock)

G Cherno Foom

TA BVEIGS5-HX | 5WE5-156-BVEI- 165 74)

BA BL-655-RX (65-15-BH-16571)

B W42 5100 {106 125048 1106]

18 1V, Eoam

A Passiheough #1 (Double Interkeck)

3B Aria Room

48 Are Ripom

Masomum count for Class T exoeecded

=B Passthrough B2 {Doubse Intamock)

&8 Chamo o

Madmum oo for CLass 7 exceeded

7B BVBI-G55-R ( SMiE-15-BVBI-165T4)

BR BF-A85-RX (B3-15-8H-16573)

G N4 26400 | 10672504 1106;)

LﬂLHlHHﬂﬂﬂ‘JMLFL‘\LHHﬂ!‘MHHHg

.Hn growsh of microanganiama. Sample in complanca with LISP 787 and CAG-009 guidancs documants.

.:;mmmm-xmrgma Sample 1 CompEInce with LS 787 g CALB-D0M quidancs documants.

.-::I 0.0 - Ol of Complanca. Uinaccaptabie concantraions of presencs of achonable mecroanganisms.
Sampha not in comphanca with ISP 787 and CAG-00S guedances documeants.

Dﬁm results not apphcable to USP 74T and CAG-00S guidance documens.
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Facility Using A SAM 400 Air Disinfection Unit

Client Sample & 94
Sampla Location: 88 MV-425-400 (105725041 105)

Test 1107, USP 787 Culture, Air, Bacteral Counts wath |D. SO 2.2

Positive Hole Comrected Result Mo Growth

Comments: Pass
Sampe was ncubated for 45 hours al 35 °C

Lab Sample & 18021B05-005

Positive Hole! 300
Adr Violume: 1000 L)
MRL: 1

Client Sample & 18

Sampde Localion: 1B LY. Room

Test 1108, USP 787 Culture, Air, Fungal Counts with ID: S0P 3.2
Positive Hole Comected Result m

Comments: Faes
Sample was incubaled for 7 days at 256 °C

Client Sample & 28
Sampla Locabon: 2B Passthrough #1 (Double Intariock)

Test 1108, USP 787 Culiure, Air, Fungal Counts with ID: S0P 3.2
Positve Hole Corected Result m

Comments:  FES
Sample was incubated for 7 days at 26 *C

Client Sample & 3B

Sample Location: 3B Ante Room

Test 1108, USP 747 Culture, Air, Fungal Counts with ID: S0P 3.2
Positive Hole Corrected Result  NolGirowth

Commeanta. Pass
Sample was incubaied for 7 days at 28 *C

Lab Sample # 18021805-010

Proaitive Hale: 300
Ajr Weluma: 1000 (L)
MRL: 1

Lab Sample # 18021805-011

Positive Hole: 300
Air Volume: 1000 {L)
MRL: 1

Lab Sample # 18021805-012

Postive Hola, 300
Air Volume: 1000 (L)
MRL: 1
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Chent Sampla 8. 54

Sample Location:  BA Passihrough 82 (Double Interlock)

Test 1107, USE TET Cultura, Air, Bactarial Counts with 1D 30 2.2
Positive Hole Corrected Result  NioGrowih

Comments: Pass
Sample was incubated for 48 hours a1 35 °C

Chant Sampha #. B4

Sample Location; 8A Chemo Room

Test 1107, USP 797 Culture, Alr, Bacterial Counts with ID: S0P 2.2
Positree Hole Corracted Result  [EENER

Qrganism(s) Isotated, Raw Count CFm?
Coag-negative Staphyiococcus spacies 1 1
1 1

Comments  NECEDERDR

Sample was mcubaled for 43 hours al 35 °C

Lab Sample #.  18021805-005
Positee Hole: 300

Adr Yolums: 1000 (L)
MRL: 1

Lab Sample &  18021805-006

Positve Hole: 300
Alr Yaluma: 1000 (L)

MREL: 1
% Total Fesenoms
100 Hurman

~100%

Client Sampe & TA
Sample Location: TA BVBIESS-RX [S#85-15-BVEI-18574)

Test 1107, USP 787 Culture, Air, Bacterial Counts with |ID: S0P 2.2
Positve Hobe Comected Result:

Comments Pass
Sampde was moubated for 28 howrs at 3570

Lab Sample # 18021805007

Pogitie Hoke: 300

Air Violume: 1000 (L)
MREL. 1

Cliant Sampla #  BA

Sample Location: BA BZ-655-RX (65-18-BH-18573)

Test 1107, USP 797 Cullure, Alr, Bactenial Counts with |1D: SOP 2.2
Pasitve Hale Comacted Fasult:

Comments. PSS
Sample was incubated for 48 hours at 35 °C

Lab Sample & 18021805-008

Positive Hole: 300
Adr Violumee: 1000 (L)
MRL: 1
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Chent Sample # 1A
Samphe Location: 1A 1LV, Room
Test 1107, USP 78T Cultura, Alr, Bactanal Counts with ID: S0P 2.2

Fositive Hole Corrected Result  NoGrowth

Comments: PasS

Sample was incubaled for 48 howrs at 35 "C

Lab Sample# 18021805-001

Fositive Hole: 300
Air Wolume: 1000 (L)
MEL: 1

Chent Sample #.  2A

Sample Location: 2A Passthrough #1 {Dauble Interiock)

Test 1107, USP 787 Culture, Air, Baclerial Counts with ID: SOP 2.2
Pasitive Hole Corrected Result Mo Growth

Commants: Pass

Sample was incubated for 48 hours at 35 °C

Lab Sample # 18021805-002

Posatree Hole: 300
Air Valuma: 1000 (L}
MRL: 4

Client Sampie #  3A

Sample Location: 3A Anie Room

Test 1107, USP 797 Culture, Air, Bacterial Counts with ID: 50P 2.2
Positive Hole Corrected Result  NGIGFoWEh

Commants: Pass
Sample was incubatad for <8 hours at 35 "C

Lab Sampda #: 18021805-003

Pasitive Hole: 300
Alr Volduma: 1000 (L)
MREL: 1

Client Sample # 44

Sample Location:  4A Anfe Room

Tegt 1107, USP 787 Culture, Air, Bacterial Counts with ID: S0P 2.2
Positive Hole Correctad Result  [ESEENEN

Lab Sample # 18021805-004

Positrre Hole: 300
Alr Volume: 1000 (L}

MRL: 1
Drganssmis) lolated Raw Counl CRU/m =% Total Reservoing
Coag-negative SaphyloCoOCius Spacias 1 1 50 FHurTan
Conmebacterium-ike 1 1 50 Hurrzan,
Emaronment

2 2 ~100%
Commants | HEEREERSIN

Sample was incubated for 48 howrs at 35 "C
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AeroMetric 797 ™ Results Summary Sheet

Samgle Locatan Cies Pagz  Agpt 00C. Caiga

—

Fal

4B Anls Room 7
EH Lhema Hadm !

. M grawth of microorgariama, Sample in compliance with LIEP 787 and CAG-000 guidanca documents.
.Gmwm of micropeganisms. Sample in complance with LISF TET and CAG-006 guidance documents.

. 00,8, - Out of Complance, Unaccapiable concentrabors or presence af aclionable microenganams.
Samplo nol in comphianca with USP 767 and CAG-D0U guedancd socumants.

Dsm resuls not applicable ko USP 707 and CAC-000 auidance documents.,



47 Field Test Conducted At A Pharmacy Compounding
Facility Using A SAM 400 Air Disinfection Unit

Clent Sample # 48

Sample Location: 4B Anta Room

Test: 1108, USP 7a7 CGulure, A, Fungal Counts with IDx S0P 3.2
FPositve Hode Comrected Result -

Lab Sample & 18021805013

Positive Hole: 300
Alr Volume: 1000 (L)

MRL: 1
Organism(s) lsolated: Raw Count CFUim3 % Total MRL
Bacillus species 1 1 50 1
Non-sponulating cokony 1 1 20 1
2 2 -100%%

Comments: |1

Sample was incubaled for T days at 28 "C. Baclera colonkes counted on MEA plate par client reques!.

Client Sample # 58

Sample Locaborn: 5B Passthrough &2 (Double Intedock)
Test 1108, USP 767 Culture, Alr, Funal E‘-mrnta with ID; S0P 3.2
Fositive Hole Corected Resull  No Growt

Comments. Pass
Sample was incubated for T days al 26 “C

Client Sampla & &8

Sample Location: BB Chemo Room
Test 1108, USP 797 Culture, Air, Fungal Counls with ID: S0P 3.2
Positive Hole Corrected Result [N

Organism(z) Izolated: R Count CFRUm3
Aspergillus flavus 1 1

Lab Sample & 18021805-014

Positive Hole: 300
Air Volume: 1000 (L)

MRL: 1

Lab Sample # 18021805-015

Pasitre Hale: 300
Air Wolume: 1000 (L)

MRL: 1
%% Total MREL
100 1

1 1

Comments: [N

Sample was incubated for 7 days at 26 °C

=100

Client Sampla ® 7B

Sample Lecalion: 7B BVBI-BES5-RX (G#85-15-BVBI-168574)

Test 1108, USP 797 Culbure, Air, Fungal Counls with ID: SOP 3.2
Positive Hale Comected Result

Comments: PEEE
Sample was incubaled for 7 days at 28 °C

Lab Sample & 18021805-018

Positive Hole: 300
Air Volume: 1000 L)
MRL: 1
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Chant Sample # 4B [Lot 18208)

Sample Location: 4B Anle Room

Teal 1108, LUSP TAT Cullure, Air, Fungal Counbs with ID: S0P 3.2
Positive Mok Cormecled Rasult  No Growth

Commaents: Pags
Sample was incubated for ¥ days at 26 °C

Clhient Sample # BB (Lot¥118208)

Sampia Location: 6B Chamo Room

Test 1108, USP TAT Cultura, AlF, Fungal Counts with IDc S0P 1.2
Positnm Hole Corrected Result | i

Comments: Pass
Sample was incubated for T daye at 26 °C

Lab =ample & TEULES08-001

FPosgithee Hole: 300
Alr Visluma: 1000 (L)
MRL: 1

Lab Samphs ®:  16026206-002

Pogitivia Hola: 200
Alr Voluma: 1000 (L)
MRL: 1
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Client Sampla & &8

Sample Locatlion: 8B BI-655-RX (B5-15-BH-16573)

Test 1108, USP TAT Gulture, Air, Fungal Counts with ID: S0P 3.2
Positive Hole Corrected Result Mo Growth

Comments: Pass

Sample was incubated for 7 days at 26 °C

Lab Sample & 18021805-017

Positive Hole: 300
Air Volume: 1000 (L)
MRL: 1

Chent Sample & &0

Sample Location: 98 NV-425-400 (10572504 1108)

Test 1108, USP 79T Culture, Air, Fungal Counts with ID: 80P 3.2
Positive Hole Comected Result NG Grawth

Comments: PSS
Samplé was mcubaled for T days at 26 °C

Lab Sample & 1802 180%5-018

Positive Hole: 300
Alr Veluma: 1000 (L)
MRL: 1
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USP 797 Class and Action Levels

150 Clean Room 150 0.5 win? mﬁ'wrﬂ Ww Gicrnd Fingarg: l:'-Fk:'Fﬂh
ClassSabon Particdats A00-1000 CFLUm? CFLipkata CFLipats Gown Valdation
Class 5 3,520 >1 >3 - 28
Clgza T 1R D00 =10 £ b, A
Class B of WViorsa =, 530,000 =100 =100 M N

Gource PICis, 2007

Footnotes and Additional Report Information

1. Risgandhess of th number af CFL idenlilied, Wathid comactig Slons ang mguirsd il any pathoganic Organems ane dantified, It S
traredore suggentad o danily ary colonkss esan on tha plate to ganus leval 1o ruls out pathogens Euch 38 Gram-NBgEtve rods Basana,
ened copulase postiee staphylococtus 3pp., yeasts, and mokl

. Regardisss of 150 Class, any fungal idartificatien en an alr of surface samples will causs the sampds 1o be Out of Compliance.

& Fogde-hold conmeclon fBEor & 8 atasical ool wiech calculaies a probable count from the totad fes' Gount, 1akng nbo atcount mulipla
[FArBEED CAM IMPact on e sama ks, Fer this raasan tha sum of caleulated scunts mdy B8 |23 than tha paaiine nola coresied oial

4. TSA (Tryptic Soy Agar) for bactena is incubated al 30-35°C for 2 days. MEA (Malt Extract Agar] or olher suitadle fungal média is
incubated at 28 - 20°C for 510 7 days.

5 MEDA CONTROLS. An unexposad TSA plale or MEA plats from sach sampling eventiproiect should be submitied for guality control
pUpobas. Th kod numibgr for controls §hould Dl the £ama B8 hobe plabes Deing submiliad for anahsis

& Bemi-annual moniloring for vinble bacteria and furgi in air, susface conlact plabes, gloved fingerbp and particulades i mquieed for both
Ciass & and Class 7 dafingd amas

T, Viable cullures must be colieched using an mpacbon sbyle sampler for volumedne caplees. A sulficient vohemne of air (200 o 1000 Hers)
should b wmhed a2 aach lCation T cbbain ta Sansithiny and Jencsian limt nacassany for Hass action levels

&, Blandard contoct plates hane an onga of 26 I‘.I'I"IE, urless obhervae nobxd in the sample area.
9. The nesults in this repon ane related to this propect and thess samples only,

10. MAL Uniits for USP 79T Culluies ae as follows: AR is CFUm? . SURFACE s CFU2Som?. and GONTROL is colonyisampie
MRL Mirimum Rapesting Limi

11. TARGET IDENTIFIGATIOMS: Any gram-negative rod, Sfaphyococcus aurews, yeast and molds

12, Mon-apondating colony is & colony of & Blamanious mold on an agar plabe thal is nol produang spones and'or comdophonms hal allows
tha analyst i identify it further than a nen - sporulating colony ientificaSan structura must be presant for identication.

13, I thee fnal quisntiladive resull i8 comecled for contaminabion based on the blank, thea blank comecion i stabed in tha samgla commants
saction of tha neport.

Dhu 10 nowanding fotals may not equal 100%.
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USP 787 Class and Action Levels

120 Clean Room 150, 06 wm? | Viable Ak Samping | SuaceContsct | Gloved Finganp E’&“W
Classification Famculae A00-1000 CFUm? CFUplate CFLioite Gown Vabdation
Clazs § 4520 =1 =i | =0
Class 7 352 000 =18 5 Bk o
s A o Wiores 3,520,000 100 >0 B MA
Source FICTE. 5007 )

Footnotes and Additional Report Information

1. Reguediess of B numier of CFU clentfied, ot comective actons @re required i any pashogen s organsms ane idemSed, It &
Brudsradores Qg it i Wity sny colonid S on the plate 1o gens leved o ruke oul pathogers such as: gram-negative rods baciert,
and coaguiase poditve staphylocoocis spg., yeasts and mokd

1 Ragardiess of 30 Clas, any fungal identification on an alr or sunlace sampls will caues 1he sampls 19 e Out of Compliance.

4. POSIvE-N0M COMECTON MCICH 12 & SMASHCa! 100 which CalcUiNS & probable count fram T lokal faw coury!, taking ints acnount mullisls
PACied Can FMpact on e &ama holg. For the roascn Iha sum of caiculaiod counts may be las than the paditiee hole eomected tobel

4. TSR [ TrvpBe Soy Aga) for Baciard o incubaied ot 30-25°C far 2 days. MEA (Malt Exdract Agar) o ofter saitable fingal maca is
nCUBESd 37 55 - 3000 o &0 7 Odns.

& MECHA CONTROLE. An untepossd TSA plate of MEA plate fom aach rviend princd afwstd e dolrndtied e qualty control
Fpohes. [ha lol rumBar for conliols should be Bhe same ad hods pldes bairg submilted for analysic

6. Semi-annual monitonng ko vable bactens and gl m ar, surface contact plales, gloved finger i and pasoutstes s required o both
Clada 5 and Clasa 7 defined aneas.

T. Wiabbs coltunes maet b colbictied Lsing an imgachon stybe samgded b wobormetic caplue. & sulficent walume of air (430 o 1000 Mars)
aoud Dy et it ivech horcaaeon 1o otrtias e seviastnely e debeciion Bl rencessary o class aciion iesls

B. Standard confadt plales Panve 05 Braa of 25 &m®, unkeas slifarwise nolad in e sampds area
8. Thee reciidis i s, reper ace eelated 1o this project and Shews samples only

10. NP Uinits for LRSP 757 Cultuses ans a8 follows: AIR is OFLMm®. SURFACE i CRULZScm®, and CONTROL s colonpsample.
MRAL: Mirimum Reporing Limi

11, TRRQET MENTIFICATIONS: Any gram-negathve mog, Saph@ocooous FUreUs, veas! and molds

12, MoR-gpOTRg OOIONY I B CoBRY o 3 Mmanious mold cn an 3037 ploke thad @ ral produsing spofes and'sr sonadapherna thal alisea
e anahyst b0 iderfy it further 1an 3 RO - SPOTLEIING Colony NG ACFTIoN BTNICUNg Mt B0 DRt for kontheation.

13, It il finaal quaaribiative resull is cornscled iof contamination basad on the blank. the blank comaclicn ia stabsd in the sampls commanis
f@enon of T NaporL

D o rounding okais may not egqual 100°%.
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GLOSSARY

.ﬁlplhxl'lulﬂhun Augnprgplivry o (0 OF Thi O8] COrmmde Furgl weorkiwidi, OCCurTeg 00 3 iy Farge Turme’ Of dubaitibed, Thenr g B T80 ApECH
Rl o wrREh S8R GrEA 82 Mgh wwennirEires. TRy Prasuss urisaluler usally glesteds . Mpdrapholet SAANE I UnBrancee SR on diatineiven SinETuel
il @ deoben vesCulsr s, Tres spores Bro wsualy griser-Divg, QOansh OF griry gree in mass: (o0sasaonally Dot Of Diech), Ty e Ofon progued
PRSOr, B ey A GTeY A SUASCOr B M SRETEEN AT Ro! [ERiamans Bl SO SRR SRAOMIEISE ISl I Rman, pancukaty in
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Codg-megative SLaphylaesttul spetion. BLUIPhRoo00US By DS SPONE-S0m=ay, Qram-Bt e S04ty Cogulinks Megatnt SOphyloooious spedes
conatiih & P g of B nonmel rreotsols of huednd

ooy DO Ll U [Bog. Thee Mgy Of DECREnid N Tod QIpuD e WIEQuiinly $50eed MON 000N, Qrarm=Os vl roCs, My JpECees B pa] ol Ty
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Nom:sporulating colony. For mosd meceoscoqe: idenifcation of Tung. Spores resed io D resenl. Thes ooiory s ol spordiaisd  fension T analysd can not
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Airborne Particulate Management Case Study
Conducted at major US Hospital.

Test were conducted in a typical occupied patient room (approximate 790 cf3) with Central Air Handler Unit with
95% filtration attachments to match particulate filtration of the SAM400 unit.

Measure Particle Concentration/Counts as stand-alone meter probe parameters. Direct-sense probes,
1Q-410/610 and AS-201/202A Air Velocity probes and DP-702LH auto-zeroing Differential Pressure sensors.

0.3um and higher mass concentration to limit particle size to PM10.

Range particle counter also counted simultaneous, calculated mass concentration.

PMO0.5, PM1.0, PM2.5, PM5.0, PM10 & TSP.

Particulate meter connected dataloggers, downloading logged data direct to data management and reporting software.
Particle sizing chart to government and industry guidelines.

%RH and Temperature reporting. No CO2 and TVOC reports conducted.

Size Range 0.3 to 25um

Size Channels Factory calibrated at 0.3, 0.5, 1.0, 2.5, 5.0, 10.0 ym variable binning

Flow rate 0.1 CFM (2.83 LPM)

Concentration Limit 10,000,000 Particles/ft* @ 10% coincidence loss

S400 shows a 99. 97% efficiency in the 0.3 micron particulate range.
See measured S400 particle reduction comparison charts.

Series #1 GREEN

+ Base Line is incremental from the wall mount original installation equipment Fan Coil Unit.
Series #2 RED

+ S400 results.

Series #3 BLUE

« Central Air Handler with a 95% final filter attachment.

Particle count readings demonstrate a definite improvement of raw particulate counts in the rooms with a SAM400
unit. The Central Air Handler graph with a 95% final filter attachment fluc-tuated based on the incoming air quality
due to the filter efficiency that is seen in the micron 0.3 range (blue).

Further test indicated no temperature, humidity, or air flow variations due to S400 placement.
Director of Facilities:

"The S400 meets or exceeds the particulate count performance of the main fliter HYAC Handler Unit standards,
which was our trial objective- Furthermore, the S400 provided more consistent lower level particulate counts

( RED) without the deviations (BLUE) seen with the main filter HYAC handler Unit system which included a 95%
efficient filter attachment- The S400 kept optimum consistent low level of particulate counts ( RED) as the filtered
HVAC handler fluctuated particulate movement in the room-"

Size Range 0.3 to 25um
Size Channels Factory calibrated at 0.3, 0.5, 1.0, 2.5, 5.0, 10.0 ym variable binning
Flow rate 0.1 CFM (2.83 LPM)
Concentration Limit 10,000,000 Particles/ft* @ 10% coincidence loss
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