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STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS

Mo claim of confidentiality, on any basis whatsoever, is made for any information
contained in this document. | acknowledge that information not designated as within the
scope of FIFRA sec. 10(d}1)A). (B), or (C) and which periains to a registered or
previously registered pesticide is notl enfitled to confidential treatment and may be
released to the public, subject 1o the provisions regarding disclosure to multinational
entities under FIFRA 10(g).
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GOOD LABORATORY PRACTICE STATEMENT

The study raferenced in this report was conducted in complianca with U.S. Environmental
Protection Agency Good Laboratory Practice (GLP) regulations set forth in 40 CFR Part 160,

Submitter: Date:

Sponsor, Date:

Study Ehr&ctu}b«A Date: 4-25 -9
Tanner Straus, B.S.
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QUALITY ASSURANCE UNIT SUMMARY

@ element

Study: Efficacy of a Disinfectant Applied 1o a Room via a Fogging, Misting or Vaporizing
Device for Fungicidal Disinfection

The objective of the Cuality Assurance Unit is 1o monitor the conduct and reporting of
non-clinical laboratory studies. This study has been performed in accordance to standard
operating procedures and the study protocol. |n accordance with Good Laboratory Praclice
regulation 40 CFR Part 180, the Quality Assurance Unit maintains a copy of the study
prodocol and standard operating procaeduras and has inspected this study on the date(s) listed
below. Studies are inspected at time intervals to assura the integrity of the study. The findings
of these inspections have been reported to Management and the Study Director.

Date of Phase Date Reported to | Date Reported to
Phaso inspected Inspection Study Director Management
Critical Phasa Audit:
Test substance August 21, 2024 August 21, 2024
Ereparalion Seplember 23, 2024
September 18, 2024 |  Seplember 19,
rinal Report | aentember 19, 2024 2024

Date: ‘ﬂ.ﬂ.'?r,!.iﬁ!f

Quality Assurance Specialist; 4{ ?:7' '_,[
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STUDY REPORT

GENERAL STUDY INFORMATION

Study Title:

Project Number:
Protocol Numbear:

Sponsor:

Test Facility:

Efficacy of a Disinfectant Applied to 2 Room via a Fogging,
Misting or Vaporizing Device for Fungicidal Disinfection

A39339
PUROOBOT0924. FRDT.2

Pure Mainlenanca LLC
334 Marshall Way, Suite D
Layton, UT 84041

Element Materials Technology Eagan
1285 Corporate Centar Drive, Suite 110
Eagan, MN 55121

TEST SUBSTANCE IDENTITY

Device Name:

Test Substance Name:
Batch/Lot(s):
Manufacture Date(s):

The VaPure Device
VigorOx Liquid Sanitizer and Disinfactant
Lot 03173-4 and Lot 03173-5

June 10, 2024 (Lot 03173-4)
July 1, 2024 (Lot 03173-5)

Test Substance Characterization

Test substance characlerization as to identity, strength, purity, stability and uniformity, as
applicable, according to 40 CFR, Part 160, Subpart F {180.105), was documented prior to
its use in the study. The Test Substance Certificate of Analysis Reporls may be found in

Attachment 1.

Test substance manufacturing information such as the manufacture and expiration date(s),
chemical idenlity, characterization, and stability included in this report was provided by the
Sponsor unless olharwise indicaled. Element Malerials Technology Eagan is not invelved in
manufacturing of the test substance({s) used in this study, and therefore, the Sponsor is
responsible for ensuring the accuracy of the information for the test substanca(s) used in this

study.
STUDY DATES
Date Sample Received:

Study Initiation Date:
Experimental Start Date:
Experimental End Date:
Study Completion Date:

June 13, 2024 and July 10, 2024 (Test Substance)
May 11, 2023 (Test Device)

August 15, 2024

August 20, 2024 (Start time: 11:05 am)
Seplamber 6, 2024 (End time: 1:45 pm)

See Page 1 of Repor
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OBJECTIVE

The objective of this assay was to evaluate the efficacy of a room disinfection system applied

by a fogging, misting or vaporizing device for fungicidal disinfection on hard, non-porous

surfaces.

SUMMARY OF RESULTS

Test Substance;

Drilution:

Tast Organisms:
Exposure Time:

Total Cyecle Time:

Exposure Temperature:

VigorQOx Liguid Sanitizer and Disinfectant

(Lot 03173-4 and Lot 03173-5)

19.2 oz/gallon defined as 19.2 oz test substance + 1088 oz sterile

deionized waler

Aspergilius nigar (ATCC 6275)

B0 minutes (15 minute device run time + 45 minute dwell time)

4 hours 32 minutes 51 secands - 5 haurs 51 minutes 32 seconds

{from activation to completion of aeration)

Ambient temperature (20.2-21.0°C)

Exposura Humidity: 555 -65.5%
Organic Soil Load: 5% fetal bovine sarum
Mumber of Carriers: 22 per cycleforganism
Efficacy Result:
Test Results
Test Substance Name: VigorOx Liguid Sanitizer and
Test Organism Disinfactant
Lot 03173-4 Lot 03173-5
Aspergillus niger Pass Pass
Conclusion:
Test Substance Test Organism Efficacy Performance
'u"ign;ﬁ ég;‘? 5&1 :l,:lmr Aspergillus niger Requirements met
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TEST SYSTEM
Test System/Growth Media
Test Organism ATCC# | GrowthMedium | preubation,
; Sabouraud Agar = :
Aspergillus niger 6275 (Modified) 25-30°C, aerobic

The test organismi(s) used in this study was/were oblainad from the American Type Culture
Collection (ATCC) Manassas, VA,

Incubation parameters listed were followed for the organismis) during organism
preparation and subculture incubation.

STUDY MATERIALS

Recovery Media

Meutralizing Subculture Medium:  Sabouraud Dextrose Broth + 0.07% Lecithin +
0.5% Tween 80 + 0.01% Catalase

Agar Plate Medium: Sabouraud Dextrose Agar

Reagent{s)

Organic Soil Load Description: 5% fetal bovine serum (FBS)

Carriars

To represent non-porous surfaces and to ensure compaltibility with the placement of the
surfaces in the lesting room, three inch by one inch clean glass microscope slides were
utilized as the carriers in this study, Clean slides were sterilized in a hot air oven at 2180°C
for 22 hours. One sterile glass slide was transferred into a sterile Petri dish matted with
2 pieces of filter paper.

TEST METHOD

Testing was performed the same on each test date, unless otherwise noted.

Preparation of Test Substance
The test substance was prepared as directed by the Sponsor as described betow,

Test Substance Preparation
1 ]1] pared
bbbl Test Substance
Defined Dilution Homogeneity
Amount Tast Amount Dtsrrlied

Substance (mL) Diluent {mL)

19.2 ozfgal defined as
19.2 oz of test substance + BBT.7 J217.2 Homogenous
108.8 oz deionized water
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Equipment Preparation
The prepared test substance was added to the fogging device by the sponsor. The
fogging device was placed in the middle of the testing room by the spensar.

Preparation of Test Organism(s)

A culture of Aspergillus niger was prepared by inoculating a flask of Sabouraud agar
(Modified) (aka Neopeotone agar) and incubating for 7-10 days at 25-30°C. The
mycelia’conidia were removed from the agar by agitating the flask. The conidia suspension
was aspirated from the flask and filtered through sterile gauze to remove hyphal fragmenis.
The density of the initial conidial suspension was determined by serial dilution and plating.
(See planned prolocol deviation) The cullure was stored at 2-8°C prior to use.

Culture Incubation

Parai Diluent Added Viable Cell Count | Refrigeration Time
SalineTriton
. 11 days (8/20/2024)
20.0°C/ Solution (0.85% | 4 4y 107CFUIML | 12 days (8/21/2024)
10 days Saline + 0.05% 18 days (8/27/2024)
Triton X-100) i

The culture was adjusted using slerile dilvent to meet the camier population control
accaplance criteria. Tha culture was adjustad to contain 5% fetal bovine serum organic soll
load. The final test culture was mixed thoroughly prior to use.

For tesling performed on 8/20/2024

Culture Concentration Addition of Organic Soil Load
Test Organism Starting | Final Volume FBS Culture
Volume Volume
Volume (mL) (mL) (mL) (mL)
Aspergillus niger 150 3.0 0.10 1.90
Centrifuge .
P I 1700 (g) for 20 minuies
For teating performed on 8/21/2024
Culture Concentration Addition of Organic Soil Load
Test Organism Starting Final Volume FBS Culture
Volume Volume
Volume (mL) (mL) imL) (mL)
Aspergilius niger 6.0 3.0 0.10 1.80
Centrifuge :
Pt 1700 (g} for 20 minutes
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For !asﬁng Earfnrrned on B8f27/2024
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Culture Concentration Addition of Organic Soil Lead
TestOrganism | gafing | Final Volume FBs Culture
Volume (mL) (mL) v‘;"ﬂ:ﬂ"“ 1""'!"'_'““{““]
Aspergillus niger 10.0 5.0 0.10 1.90
;::m 1700 (g) for 20 minutes

Contamination of Carriers

The glass slide carriers were each inoculated with 10.0 pL culture, using a calibrated
pipettor uniformly spreading the culture over an approximate 1 inch x 1 inch area on the
and of the slide in a Pelri dish. Following inoculation, the carrers were allowed o dry for
30-32 minutes at 35-37°C (36.0-36.2°C) and 49.5-54.5% relative humidity.

Preparation of Enclosed Space

A visibly clean enclosure was used represented by the Element Materials Technology
Eagan bioaerosol room. Shelves with suppors, a laboratory cart were used to support
applicable test carriers within the enclosure. The enclosure was appropriately sealed prior
to testing in order 1o isolate the space in which the test substance was applied, This
included confirming the seal on the exit door and all vents and ports within the enclosure,
Vient dampers were used inside room enclosures o seal the standard HVAC system
contained in the room.

The actual dimensions of the testing room enclosure were: 21.5' x 15" x 12" {length = width
x height), totaling approximately 3870 feet® or 110 m?, therefore a minimum of 22 carriers
ware required for testing, per lest cycle. To meet these minimum requirements and lo
ensure a single carrier was placed al each carrier location, 22 camiers were evalualad,

per test organism, per test cycle when using the Element Materials Technology Eagan
bicaerosal room. See Figure 1.
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Method to Monitor the Concentration of Active Ingredient
Using Element provided PorlaSense Il Gas Detectors, the acfive ingredient was measured
at the end of the device run time.

Test Date Hydrogen Peroxide (H:0;) Level | Peroxyacetic acid (PAA) Level at
at end of device run time and of device run time

8/20/2024 12.9 ppm 44 8 pom

B/21/2024 16.7 ppm 42 8 ppm

Carrier Placement in the Enclosed Space

Single carriers were evaluated in each of twenty-two designated locations, described in
Figure 1, yielding 22 test carriers per test organism per lot of test substance. These
locations were designed to evaluate the following areas of the room:

All comers

Central locations on all wall faces
Central locations on the floor
Multiple locations and heights
Undemeaath horizontal surfaces

it ol v i

Each carmier was onenled honizontally with the inoculum facing up. This was accomplished
by placing the Petri dish containing tha carrier in the enclosure with the dish id removed.

ELEMAEMT EAGAN | (B77) ZET-8378 | condact.us@elemant.com | Element.com
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Figure 1: Sample Diagram of Carrier Placement in a Room Enclosure
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Figure 1: Nustration of a lesting room, nol necessarily to scale. Shelves 1-4 represent
upper comers of the room. Shelves 5-8 represent cenlral localions on all wall faces (Shelf 7
is directly under a viewing window). Spaces 9-12 represent the lower cormers of the room.
Spaces 13 and 14 on a 3-ier laboratory card represent spaces undemeath hovizontal
surfaces. Spaces 15 and 16 represent central localions very near the floor. Spaces 17 and
18 represent upper central wall faces, spaces 19 and 20 reprosent lower central wall faces
and space 21 represents a ceniral location on the lop of the laboratory cart. Space 22
represents an upper camer beneath the lesting room exhaust return.
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Exposure Conditions

Once the required anvironmental conditions were achieved (ambient temperature) and the
carmars were positionad, the HYAC systam and exhaust fan were tumed off o ensure the
vents dampers were closed. The exhaust fan was confirmed to be off. The lechnicians
immeadiately exited the room. Device operation was performed by the Sponsor.

The fogging device was run for the 15 minute device run time, followed by a 45 minute dwell
{exposure) time. After completion of the dwell time, the exhaust was tumed on high.

For VigorOx Liquid Sanitizer and Disinfectant (Lot 03173-4), the total time from activation
to the completion of cycle was 4 hours 39 minutes 51 seconds. The cycle included a
15 minute device run time, a 45 minute dwell time and a 3 hour 39 minute 51 second asration
tima to assure the technicians could safely enter the room.

For VigorOx Liquid Sanitizer and Disinfectant (Lot 03173-5), the total time from activation
to the completion of cycle was 5 hours 51 minutes 32 seconds. The cycle included a
15 minute device run time, a 45 minute dwell time and a 4 hour 51 minule 32 second aeration
time to assure the technicians could safely anter the room.

The Element provided PorlaSense || Gas Detectors were used to monitor Peroxyacefic acid
and Hydrogen Perosxide to detarmine when it was safe lo enter the testing room. The reading
on the Peroxyacetic acid meter was s0.4 ppm prior to re-entry. The reading on the Hydrogen
Peroxide meter was =1 ppm prior to re-enfry.

Test System Recovery

After the cycle had completed, the treated carriers were individually transferred to 20 mL
aliquots of neutralizing subculture medium contained in 38 mm x 100 mm fubes using
sterile forceps.

Incubation and Observation

Subcultures plates were incubated for 44-76 hours and Subculture tubes were incubated for
10 days at the incubation parameters listed in the Test System section of this report.
Subcultures were stored at 2-8°C for up to three days prior to examination. The subculiures
were then visually examined for the presence or absence of growth.

Test and Control Test and Control
Test Date Subculture ldentity Subculture Incubation | Subculture Refrigeration
Parameters Time
Subculture Plates %E%ﬂnm Mot Applicable
.5 hours

Br20/2024 28 0°C)

Subculture Tubes 10 days Mot Apg!mabla

Subculture Plates s Not Applicable
82172024 ﬁg T

Subculiure Tubes 10 days 3 days

Subculture Plates 29.0°C/ Not Applicable

45 hours S5

BI2712024 29.0°C/

Subculture Tubes 10 days Not Applicable
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STUDY CONTROLS

Study controls were performed the same on each test date, unless otherwige noled.

Purity Control

A “streak plale for isolation” was performed on each organism cullure and following
incubation examined in order to confirm the presence of a pure culture. The acceplance
criterion for this study control is growth of a pure culture demonsirating colony morphology
typical of the test onganism.

Organic Soil Sterility Control
The serum used for the organic soil load was cullured, incubated, and visually examined for
lack of growth. The acceptance criterion for this study conirol is lack of growth,

Neutralizing Subculture Medium Sterility Control
A representative sample of each uninoculated neutralizing subculture madium was incubated
and visually examined. The acceptance criterion for this study control ks lack of growth,

Viability Control

One reprasentative inoculated carrier, per last organism, was added to a vessel containing
subculture medium. The vessels containing each camier were incubated and visually
examined for growth. The acceptance criterion for this study control is growth in the
subculture medium.

Carrier Sterility Control

A reprasantative camier used in testing was added to a tube of neutralizing subculture
medium, incubated and visually examined. The acceptance criterion for this study control is
lack of growth,

Initial Population Control

A control was performed to assess the level of lest organism present immediately following
drying. Three inoculated carriers for each organism were individually assayed just after
drying.

Each inoculated carrier was subcultured into 20 mL of neutralizing broth and immediately
vortex mixed for 12045 saconds. Following mixing, the contents of tha three subcullured
carers, per test organism, wera poaled (60 mL). Appropriate serial ten-fold dilutions were
prepared and the duplicate 0.100 mL aliquats of the 10° through 10 dilutions were spread
plated on the recovery agar plate medium, and incubated.

Following incubation, the resulting colonies were enumerated and the CFU per carrier
calculated. The individual CFU per carrier sel resulls were calculated, and the Logs value of
each camier set determinad. The acceptance criterion for this study control is & minimum
Logig value of 4.0

ELEMENT EAGAN | (ETT) 287-2378 | comtact.usi@elemant.com | ERmrantcom



Projact Mo, AJGKM Pura Maintenancs LLC I_
Protocol Mumbar: PURDDGOTO024. FROT.2 Fage 16 of 46 @ element

Carrier Population Control (post-testing)

In order to ensure the minimum carrier population load required for valid disinfection was
present at the end of the test cycle, a carmer population control was pedormed just after the
completion of each test cycle. Three inoculated carriers for each organism were individually
assayed just afler each lest cycle was completed by holding the dried camiers at room
lemperature outside of the testing room.

Each inoculated camrier was subcuttured into 20 mL of neutralizing breth and immediataty
vortex mixed for 12045 seconds. Following mixing, the contents of the three subculturad
carriers, per test organism, were pooled (60 mL). Appropriate senal ten-fold dilutions were
prepared and the duplicate 0.100 mL aliquots of the 107 through 10 dilutions were spread
platad on the recovery agar plate medium, and incubated.

Following incubation, the resulting colonies were enumerated and the CFU per camier
calculated. The individual CFU per carrier set results were calculated, and the Log. value of
each carrier set determined. The acceptance criterion for this study control is 8 minimum
Loga value of 4.0,

Non-Active Treatment Control
A control was performed 1o evaluate the reduction of the test organism after exposure 1o

sterile deionized water. In a separate lest cycle, the room was prepared in @ manner
consistent with the test cycles.

A total of three inoculated and dried carriers, per test organism, were evaluated in this
confrol at locations representative of the test cycle. The first carrier was placed at location
#1, the second carrier was placed at location #7 and the third carrier was placed al location
#15 1o represent @ach orientation at high, mid and low locations around the room. All
carriers were orignted horizontally with the inoculum facing upward to simulate the test
cycle orientations (Refer to figure 1).

The carriers were exposed to the non-active solution in @ manner consistent with the
intended test cycle parameters at 20.2-21.2°C and 60.4-80. 7% relative humidity. The total
cycle time from aclivation through completion of aeration was 5 hours and 52 minutes,
After the completion of the cycle, each inoculated carrier was subcultured into 20 mL of
neutralizing broth and immediately vortex mixed for 12015 seconds.

Foliowing mixing, appropriate serial ten-fold dilutions were prepared for each individual
carrier and duplicate 0.100 mL aliquots of the 10° through 10 dilutions were spread plated
on the recovery agar plate medium, and incubated. Following incubation, the resulting
colonies were enumerated and the CFU per carrier calculated. The individual CFU per carrier
resuits were calculaled, and the Logovalue of @ach carmrier was determined. The acceplance
criterion for the non-active treatment control is @ minimum loge value of 3.0 for each test
organism.

ELEAENT CAGAN | (BTT] 2B7-8178 | contactus@elementcom | Element.com



Projact Mo, A39330 Pura Mainlenance LLC
: element
Protocod Mumber: PURDOGOT0024 FROT 2 Fage 17 of 46 "

Neutralization Confirmation Control
Concurrent with teslting, a neulralization confirmation control was performed. More than
one organism dilution was usad in this control.

The neutralization of the test subslance aclive was confirmed by exposing slerile carriers
to the test substance. To represent worsl-case scenario, these carriers were oriented in
a horizantal position during exposure and were placed nexl to the test device application.

Following exposure, the carmiers were transferred o subcultures containing 20 mL of
neulralizing subculture medium as in the test assay, The subcultures were inoculated with
a target of 10-100 colony forming units (CFU) of each test organism, incubated under test
conditions and visually examined for the presence of growth. A standardized spread plate
procedure was performed concurrently in order lo enumerate the number of CFU aclually
added by plating identical aliquots, in duplicate, onto the recovery agar medium. The
acceptance criterion for this sludy control is growth in the subcullure broth following
inoculation with <100 CFU.

STUDY ACCEPTANCE CRITERIA

Test Substance Performance Criteria
In order to be considered effectve for fungicidal efficacy, the test substance must kill the
organism on all 22 carriers.

Control Acceptance Criteria
The study controls must perform according to the criteria detailed in the study controls

descriplion seclion.
PLANNED PROTOCOL CHANGES

Protocol Amendment{s):
1. Per sponsor request, the protocol is amended to change the device run time from
30 minutes to 15 minutes,

2. The protocol is amended for the following;

a. Per sponsor request, the protocol is amended to change the number of
supplemental fan(s) to be used in lesling in the Additional Testing Room Setup
Requirements section on page 11 of the protocel from 1 1o 0.

b. Due to typographical error, the protocol is amended to change the reading of
peroxyacatic acid for Safe re-eniry into the room on page 12 of the protocol from
=4 ppm to =0.4 ppm.

3. This protocaol is amended for the following:

a. Due to typographical eror, the protocol listed on protocol attachment |
is changed from PURODG032024 FRDT.2 to PURDOG070924.FRDT.2,

b. Due to typographical error, to change the total pagination on page 1
from *1 of 16" 0 *1 of 15",

ELEMENT EAGAM | (377) 287-B3TE | comtact usi@semenl.oem | Element com
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¢. Dueto typographical error, page 2 of attachment | is changed from “a
single camier will be evaluated in each of twenty designated locations”
12 “a single carrier will be evaluated in each of twenty-two designated
locations”,

d. Due lo Yypographical error, page 3 of attachment | is updaled 1o
remove reference #3 because it is a duplicate of reference #2.

e. Due fo lypographical eror, the Sponsor address on protocol
amendments 1-2 are comected to the following:

Pure Maintenance LLC
334 Marshall Way, Suite D
Layton, UT 84041

Planned Protocol Deviation(s):

The protocol states to prepare the crganism “the conidial concentration will be estimated by
counting in & hemacytometer”. The fungal suspension used for all three test dates had the
concentration estimated by plating the fungal suspension on agar plates. Since the initial
suspension was still able 1o be determined and the camier population controls met the
acceptance cnteria before and afler lasling, there is no impact on the overall intent of the
protocaol,

UNFORESEEN CIRCUMST

Mo unforeseen circumstances occurmed during this study.

DATA ANALYSIS

Calculations

The CFU/carrier in the Initial Population Contrel, Carrier Population Control (post-testing)

and non-active treatmant control was delermined using all average counts between
0-300 CFU as follows:

CFUicarrier = [{avg. CFU for 10} + (avg, CFU for 10+ ) + (ava. CFU for 10<)] x (Volume of neutralizer)
[10+ + 10+ + 10-] x (Volurne plated) x (# of camers per sel)

where 107, 107, and 107 are example dilutions that may be used

Statistical Analysis
MNone used.

ELEMENT EAGAN | [877) 2878378 | contact i plemsen com | Element com
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STUDY RETENTION

Record Retention

All of the original raw data developed exclusively for this study shall be archived at Element
Materials Technology Eagan following the record retention policy outlined in the intermal
SOP ALS-0032,

REFERENCES

1. Association of Official Analytical Chemists (AOAC) Official Methed 855.17, Fungicidal
Activity of Disinfectants. In Official Methods of Analysis of the ADAC, 1955 Edition.

2. WS, Environmental Protection Agency, Regisfration Division, Office of Pesticide
Programs, Draft Protocol “Protocol for Sterilization of Porous and Non-Porous
Surfaces within Sealed Enclosuras using Vaporized Hydrogen Peroxide”,

3. U5, Environmental Frotection Agency, Office of Chemical Safety and Pollution
Prevention, Producl Performance Test Guidelines, OCSPP 810.2000: General
Considerations for Testing Public Health Antimicrobial Pesticides = Guidance for
Efficacy Testing, February 2018,

4. W.S. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Parformance Test Guidelines, OCSPP 810.2200: Disinfectants
for Use on Environmental Surfaces — Guidance for Efficacy Testing, February 2018,

5 U.S. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Performance Test Guidelines, Series 810 Guidelines FAQ,
August 2019,

6. U.5. Environmental Protection Agency, Office of Pesticide Programs SOP Number;
MB-30-03, Preparation of Hard Water and Other Diluents for Preparation of
Antimicrobial Products, November 14, 2022

RESULTS

For Control and Neutralization Results, see Tables 1-4.

All data measurements including the culture purity, organic soil sterility, viability, neutralizing
subculiure medium sterility, camrier sterlity, initial population, carrier population, non-active
treatment control and nautralization confirmation controls were within acceptance criteria.
For Test Results, see Table 5.

Key for Control and Results Tables:

CFU = Colony forming unit(s)
T=  Colonies were 100 numearous 1o count (=300 colonias)

ELEMENT EAGAMN | (BTT) 287-85T8 | contactus@element.com | Elementcom
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ANALYSIS

The results of VigorOx Liquid Sanitizer and Disinfectant (Lot 03173-4 and Lot 03173-5)
appliad with the VaPure Device, diluted 19.2 oz/gal defined as 19.2 oz of test substance +
108.8 oz deionized water, exposed o and Aspergifius niger (ATCC 6275), in the presence
of a 5% fetal bovine serum organic soil load at room temperature (20.2-21.0°C) and 55.5-
65.5% refative humidity for a 15 minute device run time followed by a 45 minute dwall time

(4 hours 39 minutes 51 seconds — 5 hours 51 minutes 32 seconds total cycle time) were as
follows:

Lot 03173-4 demonstrated no growth of Aspergilus niger in any of the
22 subcultures.

Lot 031735 demonstrated no growth of Aspergilus miger In any of the
22 subcullures.

STUDY CONCLUSION

Under the conditions of this Investigation, VigorOx Liquid Sanitizer and
Disinfectant, applied with the VaPure Device, diluted 19.2 oz/gal defined as 19.2 oz
of test substance + 108.8 oz deionized water, demonstrated efficacy against
Aspergillus niger as required by the U.5. EPA following a 15 minute device run time
and 45 minute dwell time (4 hours 39 minutes 51 seconds - 5 hours 51 minutes 32
seconds total cycle time) when tested at room temperature (20.2-21.0°C) and 55.5-
65.5% relative humidity.

In the opinion of the Study Direclor, there were no circumstances that may have adversely
affected the quality or integrity of the data,

The use of the Element Materials Technology Eagan name, logo or any other
representation of Element Materials Technology Eagan without the written
approval of Element Materials Technology Eagan is prohibited. In addition,
Element Materials Technology Eagan may not be referred to in any form of
promotional materials, press releases, advertising or similar materials (whether
by print, broadcast, communication or electronic means) without the expressed
written permission of Element Materials Technology Eagan.
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TABLE 1: CONTROL RESULTS

The following results from controls confirmed study validity:

Results
Test Date | Type of Control Aspergillus niger
(ATCC 6275)
Purity Control Pure
Viability Control Growth
/2002024 Organic Soil Stenlity Mo Growth
Carrier Sterility
Control Mo Growth
Neutralizing
Subculture Medium Mo Growth
Sterility Control
Purity Control Pure
Viability Control Growth
Organic Soil Sterility Mo Growth
B/21/2024
Carrier Sterility
Canlrol Mo Growth
Meutralizing
Subculture Medium No Growth
Sterility Control
Purity Control Pure
Viability Control Growth
Organic Soil Sterility Mo Growth
BI2712024 Carrler Steriity
ar
Conirol Mo Growth
Neutralizing
Subculture Medium Mo Growth
Sterility Control

ELEMENT EAGAN | (877) 287-8378 | cortact. usfelement. com | Element.oam
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TABLE 2: INITIAL POPULATION & CARRIER POPULATION CONTROL
(POST-TESTING) RESULTS

Test Date: 8/20/2024, Lot 03173-4
Test Organism: Aspergiflus niger (ATCC 6275)
Volume Plated: 0,100 mL
Carrier Dilution Factor CEUI -
set 10° 10 10°% 10 10 carrier
Initial
Population | T | T-T [138160 22,25 | 3,2 |347x10°| 6.0
Post-
testing LIl T.T T,X 33, 35 53 | 69x10° | 6.84
Test Date: 8/21/2024, Lot 03173-5

Test Organism: Aspergillus niger (ATCC 6275)
Volume Plated: 0.100 mL

Carrier Dilution Factor CEU/ Log:
gl 100 | 10 107 10° j04 | carrier o
Initial
Population T.T T.T 65, 68 10, 7 1,0 1.4 % 108 6.15

Post-
t&sljrg

T.7T T.7T 77,52 2N 1.0 1.4 % 10° 6.15

TABLE 3: NON-ACTIVE TREATMENT CONTROL RESULTS

Test Organism: Aspergillus niger (ATCC 6275)
Volume Plated: 0.100 mL

Dilution Factor
CFL/ Logte
10° | 10¢ 102 10 10+ carrier
T.T | T,T | ‘29,30 | 52 1,0 6.3 x 10° 5.80

ELEMENT EAGAN | {BTT] 2878378 | contact.us@element.com | Element com
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TABLE 4: NEUTRALIZATION CONFIRMATION CONTROL RESULTS

_E Subculture Tube
Results
Test Substance | TestOrganism | 3 hf::l:gd AE;EE“ {One Tube
a Inoculated per
Dilution)
VigorOx Liquid 10 T.T =300 Growth
Sanitizer and Aspergillus “Ans
Disinfectant, (ATCCB275) | 10" | B4.78 i Growth
Lot 03173-4 104 a6 8 Growth
VigorOx Liquid 104 T T =300 Growth
Sanilizer and Aspergilius niger
Disinfectant, (ATCC 6275) 107 | 37,36 37 Growth
Lot 03173-5 10 2,3 3 Growth
TABLE 5: TEST RESULTS
Number of Carriers
Test Substance | Test Organism | Test Cycle time Showing
Exposed Growth®
VigorQx Liquid .
Sanitizer and Aspergitus niger | 12 mﬂ:‘;ﬂ:ﬂm - 0
Disinfectant, (ATCC 6275) 45 minute dwsll
Lot 03173-4
VigorOx Liquid . .
Sanitizer and Aspergitus niger | 12 ":'“:':n?:”'m " "
Disinfactant, (ATCC 6275) 4 m“l' i
Lot 03173-5 e

* Number of camiers showing growth of the test organism.

ELEMENT EAGAN | [8TT) 2878378 | contactnelement.oom | Element.cam
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ATTACHMENT I: TEST SUBSTANCE CERTIFICATE OF ANALYSIS
Lot 03173-4

@ evonik S

: Parsgpany oM

FOR CUSTOMER SERVICE PLEASE CALL 1-B8.B50-4750

Certificate of Analysis

Ehlpped ta: Evanic Ordar o SAMPLE

Elemers Esgan Cusdomer PO 8 SAMPLE

LI85 Cestparate Canlgs Drive

Sude 110

agan, KN 5580

Ship Dt 18-Jun-J4 Coriificate Date: 30 Jun: 24

Product:  Vigestha 5%

Pragiy Spocificalicn | BATC CHMIg HUMN

HiMig.00 | BAT Ot
Inspecion Meihod =0 5 s =it iz
10-Jun-24

Asnay, W My s [}
L]
Hydrogen Penscadls, 19 A hullisy (5 ]
QCOTrg
AipBar o By,
[ =leeres |

EREMENT EAGAN || [&77) 387-8378 | contaciusifelement.com | Element.com
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TEST SUBSTANCE CERTIFICATE OF ANALYSIS
Lot 03173-5

b [# "
@ evoruk e
Leaiag Qapraanbg—ix,
L 1o T s A

FOR CUSTOMER SERVICE PLEASE CALL 1-848-B00-2 780

Certificate of Analysis

Ehippad fa: Evonik Quder & BAMPLE
Elersirid [ agan Cuihomer PO & Al E
L 2ES Codpimate Codlor Deive

SaEte 110

Tagan, WM& 55121

Ship Date: 0 Jul 14 Coridicate Oao: 010054

Producl: Wigonds &%

Proporty  |Specitication | BATCHIMIg OF | BATCITRR |
) gl BATCHMg DL
Imspeetian Mathod ENTs 231756
Ot-dul-2d D-Jul.24
Ay, B AL TR B 475 ' 7
QEnd
ttpdrogen Fernde, & 11 O B 1951 1972
THIFg
Hubanprd Iy
Jtirg i
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AMENDMENT TO GLP TEST PROTOCOL

Amendmant Mo 3
Effective Date; Saptember 13, 2024
Sponsor; Pure Maintenance LLG

334 Marshall Way, Suite D
Laylon, UT B4041

Tast Facility: Elament Matenats Technology Eagan
1285 Corporate Center Drive, Suile 110
Eagan, MM 55121
Protocol Tith: Efficacy of & Disinfeciant Applied 1o & Room vis @ Fogging,
Misting or Vaparizing Device for Fungicidal Disinfection
Praotocol Numbsar: PLRDOE0TIEO2. FROT 2
Project Number: A3a330
Modifications to Protocol;

This protoco is amandied for b folkewing:

a. Due o typographical emor, the profocol lisked on prolocal attachmani | iz changed
Trom PLIRDOE032024 FRDT.2 to PURDIGOTDO24.FROT 2.

b E‘-J;Tﬁtymmﬁiﬂm,mdﬂmwmmgmﬂmﬂnm 1 fram “1of 167 1o

. Dwa o typographical ermor, page 2 of atlachmendt | s chamged from “a single camer
will be evaluated in each of twenty designated locations™ (o “a single camer will be
avaluated in aach of wanly-lwa designaled Iocations”.

d. Dwea to typographical emor, page 3 of allachment | is updated o remava reference #3
becausa il is & duplcate of referance #2.

8. Duwe o fypographical emor, the Sponsor addmss on protoool amendments 1-2 are
corracled to the killowing:

Pure Maintenance LLG
334 Marshall Way, Suite D
Layten, UT 84041

/Zm_,,_,, Ho— F- zo- 2y

Sluchy Dingcior Diata

ELERIEWT EA0&N | (N7T) JET-RITH | contsct unielpmant oo | Element pors
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@ element

AMENDMENT TO GLP TEST PROTOCOL

Amendrment No.: 2
Effective Date: Auguest 20, 2024
Sponsorn; Pure Mamntenanca LLC
344 Marshall Way, Suita D
Laylon, UT 84041
Test Facility. Element Materials Technology Eagan
1285 Comporate Cenber Drive, Suite 110
Eagan, MM 55121
Protocol Titha: Efficacy of & Disnfectant Applied 1o a Rioom va & Foogns,
Misting or Vaporizing Davice for Fungicidal Disinfection
Profocod Numbsar: PLURDMGOMG24 FRDT.2
Project Mumibes: AZA330
Modifications to Protocol:
The profocol is amanded for the following:

a MWW_LMpm;athmMnmﬂswwma
o be wsed in festing in the Addilonal Testing Room Selup Requirements secfion on
page 11 of the profocol from 4 o0,

. Due o typograghical emor, Ihe proiocol is amended 1o change the reading of paroxyacatic
aci Tor Saffe re-eniny inlo the room on page 12 of (he protocol from 54 ppm to 20,4 ppm,

# éf-’ﬁ;ﬁ'::' 3-20-z4
¥ Diractor Date

FIEMENT ER0AM | (TP INT-EIYE | corcact unillelarmars rorm | Demesr o
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AMENDMENT TO GLP TEST PROTOCOL

Amendment Mo, 1
Effective Date; Augqust 16, 2024
Sponsaor: Fure Maimenance LLC
324 Marshall Way, Sulte O
Laytan, UT 84041
Test Facility: Element Materials Technology Eagan
1285 Corporate Cenber Drive, Sufie 110
Eagan, kN 55121
Prodocol Tithe: Eficacy of a Disinfeciant Applied to & Room via a Fogging,
Misting or Waporizing Device for Fungscdal Disinfection
Protocol Number: FURDDEOTOERS, FROT.2
Project Numbar: A35335
Maodifications to Protocol;

Par sponsor request, (he pralocol i amanded to change the device run ime from 30 mimdes o

15 minules.
",'ff:'.-ﬂﬂﬂ m F -2y
/Sl Director Date

ELERATMT CAGAMN | [ETT) 23T-H40S | conlici wnilwhemwsi oom | Femaet pom
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For Ladswwicry Lime ey 4
vl B PLITHOEE, 0703400 s Y

Tont Suieibirnce Toihin] PR e 1 P sl TF 6P, fadian L
r'_‘!“.'.t}-.&!ﬂ""’r n T L P A Aan, G

PROTOCOL

Efficacy of a Disinfectant Applied to a Room via a Fogging, Misting or
Vaporizing Device for Funglcidal Disinfection

Tast Crganlsm(s):
Aspergiivs niger (ATCC B2T5)

PROTOCOL NUMBER
PLIRDOGOTO2E. FROT. 2

SPOMNSOR
Pura Maintanance LLC

234 Marshall Wy, Suta D
Laytan, UT 84021

PERFORMING LABORATORY

Elamant Materals Technology Eagan
1285 Corportte Conler Drive, Sulte 110
Eagan. MN 55121

DATE
July 9, 2024

Page t of 15

Timiglhidd! 2I7.J Rav. (0FR Page 1ol 10

LI L rpowwie Cordir v Sasite 0] o Bagiri ki 35127 « RFFDETAISE o 541 BMSA0E o il weve meras] Doe
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Efficacy of a Disinfectant Applied to a Room via a Fogging, Misting or
Vaporizing Device for Fungicidal Disinfection

The: purposs of this sssay is to evaluate he efficscy of & room disinfection system apphed by 8 fogging, mistrg or
vaperizing devics for fungicidal disidection ce hard, non-porous surfaces.

Aerording o 40 CFR, Parl 160, Subpart [ 160, 1045] besl sabstance characieization as o idenlity, sirengh, puriy,
galisbilly and compostion, 85 apphcable, shald be documented belone He wse in this sy, Tha stability of the fest
suibrsiancs ahall be delemined prior o of concummently wilh Shis shedy.  Parinen infoemation, whish may aflsct the
oulcoma of [his sledy, shall ba commurscaied in wilting %0 s Shady Dinscior upon sample submEsion o Elemean
Maierials Technology Eagan. Eleenent Malorials Techeclogy Engan will append Sponser-peovided Cartficalas of
Analysis (C of A) 1o this study report, lmguested ard supplied, Chamctenization and slabiity shudies nol padformed by
wmnmﬂwmrmwﬂummmmmmm

WMﬂmmmdﬂHmnhmlmhaﬁmmem
Eagan recetves the Sponsor approved’complsied prolood, signed fes schaeduls and comisponding st substanosg)
Based on all required materdals being recsved at this tme, the propoged experimental start date &5 July 28, 2024,
Werbal results may be ghven upon campledon of the shudy with o wrisen repor 1o follow on o Comphabon
date of Augusi 12, 2024, To expedie schedulng, please be suve ol required papersork and est substance
docurmantalion B complele/accurale upon arrval o Elemen Matordals Technology Eagan

I & loal misat be repeated, or & postion of iL, dus to Esdure by Element Materials Technalogy Eagan 1o adhere to
amaihiod procadimas, § il be ropsalod 1ned ﬂ‘ﬂﬂm& H o 1aal sl b repaated, of & porbon of IL, due o falkee
ol istemal contrats, 1 will be repoatad free of charge. “Methods Development” lees shall be assessed, howevar, f
this beat SLEBIANCE andior Las! Syanem requine modiicaens dus b camphesxity and difficulty of teating

Il thié Sponeor redisasts & repaal 85l Doy will ba changed for &n sddiional test. Malthes e name of Elemeni
Materinls Tachnology Eagan noe any of b5 employess &re 1o ba used in adverising o othed promotion withou
writien consand rom Elemend Malonals Technclogy Esgan. The Sporsat is respansbls lo any rejechon of the
final Fopart by the regulating agencles concarning mport formal, pagination, elc. To prevent rejpclion, Spormor
sheuld camiully review tha Elamen! Malerisis Technology Eagan final report and nosly Elesant Matesials
Technslogy Eagan of any percatved deflcsancias in these sreas betom submission of (ha reporl to the regulalony
ogency. Elemant Materals Tachnology Engan will make responabls changes doamad necieainy by the Sponsar,

& mmmmt%%mmwmm:mmmmmm
symiams nsendad for use on hard sudaces be suppenied by approprisle sciendhc dala demeneirasng the efficacy
of the product and dalvery Byshemn against thi clalmed el organism. Tealing @ scocenplabed in (s ooy by
weadng the best crgansm with e inst substance undsr condilions which sitalale as closely &5 possibls the achual
conditions undar whikch tha tast substance |5 dasigned to ba used. For fogging of migling bio-decortamination
divicas which utlize a disindectant, sffcacy lesting |8 peformid bo dsterming that &l expesed, hand, non-pomous
suifacas within the enclosu s affacialy reated wilh ihe dsindectant. This pralscol has besn pmdewed by the
U5 EPA and deleemingd to ba adecuabe for testng the efficacy of a disinlectant on hard, non-poncus surfaces in
A roam raated via & fogging, misting or vaponizing dedce (MRID 4038709-01) Fungicdal diselection daims can
ba macde only after deindaction of tha moued organisms (eg. 5 aurews, 5 antevice andir P, sevrginosa) has
bean achined. Addicanal fald shades ol sodressed hehsn may alse be required by regulslary agencies Tor
resgistration.

Fommgaise: 7.0 Rew. IR - Proovwrry o -

LIES Corpisin Covter D Slts 190 o Ligas, B8 95171 & STFIETAI? & 037170450 o hitpe)feves slivnars rom
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TEST PRINCIPLE

Inoculaled plass cosmiesrs and appropriale chemical indcalors or aclive ingredan] dolacton probes G placed at
divesse locaions within the sealod room.  The inoculated carlars and ndcatosidataction probss wil ba exposed
to the fest substancs for o specifisd exposurs ime. After oxposurs, the Samiers. o ransfamed 1 wasals cenlaining
nmgralizing subculire media and assayed for survivors,  Appropriate culuee punity, stedlity, viabdity, initial
population, carrisr papulation, fon-sciiae insatmenl and neutralization confirmalion controls Wil ba peeformad. Tha
WMHMMWWEGTMHMMWMMHMInMM

JEST METHOR

Table 1:
Test Organism Dresignation # Growdh Mediam Incubation Paramators
Aspargiius niger 6278 Sabouraud Agar {Modified) 25.30°C, aerobic
TruLumn;ﬁrﬂmamuuaunhmmmmmmmmmimmﬂmﬂmwﬁuﬁ
Mlanasess,

Meutrakzing Subcullure Meduim: Appropiats to neuiralize (he test subsiance active iIngredisnt and recovar this et
ongEEm

Recovery Agar. Saboufaisd Dadrose Ags

Preparation of Teat Organism
The Asparpliis mgar condial suspansion will be prepared by Poouating a fusk of Sabouraud agar (Moddndg) (she
aiper] and incubateeg for T-10 days al 25-30°C. Follewing incubaton, sterile saling or salineTriton Solution
{0UBSR Sabne + 0U05% Trilon X-100) and sherls glass basds are added fo the fask The flask is agiated 1o remows
mycatiaconia from e agar. The cona®a smspension i aspirabed [nom the flask and passed frough siodle gauze o
remon hyphal fmgments. The conidlal concandration i estimeted by counding in 8 hemactomeler and the cullun
may b adhusted 5 necassary, Culiures may be religerabed up to d wesks prior ta usa. An amganic sl load wil
b @dded to the fost ouwe par Sponsor’s request, Thae final fest culiure wil be mixed therougily priar bo use.

Carriarg

To represent non-porgus surlpces and (D ensues compalibdity with he placement of the sufaces in the lesting
room, thraa inch by ang inch clean glass micrpscops slidas will ba ulilzed sa the cariers in this study, Clean shdes
welll b sipam slenilized or sterlized in ahot alr cven sl 2180°C for 22 hours. Ona sterile glass sbds will ba tranafened
into & steeiie Pabr gish malied with 3 plecas of Rer papss.

Contamination of Carriars

Th glass shde carmens wil asch be incculated wilh 10 pL cutune, using & 4 mim leep of calbrated sipelice uniiomily
spenading ha cudbure over an appeoximass 1 inch x 1 indh aned on the and of the slide in & Petr dish. Foliowing
inzalation, the carriars wil b drind for 2040 minibes 28 35-37°C.

ien al Enclosed Space

A visbly ciean enclosuns will be used. Depending on the application, this may be represented by an anting rocm o
large chambar. Shaheis wilh suppadts, Ieboralony cars or other suitable means of supporting e 1est carmiars will
b peaitianed within the enciosare. The anckasune will be appropriately ssaled prior bo testing in order bo isolate the
spaca in which the 18al subsiance will ba applied. AL a minimwm, this will include confirming the seal on el doces
and any vans of parts within e enclosure. Vent dampers ara used inside room enclosures to seal the standard
HVAC sysbam coriaingd in e moom. A humakher or dehumidifier may be used, by Sponsor neguest, 0 reach S
desirad emdiranmanial conditions. In addtion, supplemenial fans may be used to assist with dstribugion of ths fast
substance &l ha SpOnEors reguesl.

For supplemental organisms induding furgl, a singla caminr at a minimum of wenty designabed keations, kalaling
0 tesi caricrs per tas] organism, are requined o substantiate afficecy claime. Tha lacetions thal have besen
mxwumutnm:n{h enclosure. Ralor io figure 1 for &n axamgle of @ rooem design
mat may :

Thae aciupd woluma of ta esiing enclosuen will ba reporiad

Tomplase: 7-) R S1138 - B, MU -
1205 Corpasts Condar Dot Taite 190 + Ragae, Wi RRITT + ATTIRTEIH » 457 1PRSES] o B, v i pam
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Methed to Monftor the Concentration of Active Ingredient

To mnsurs e minimum ooncanimation of scle 8 debsrad 1o the room, the Sporsor is resporsible for providing &

method to monitor the level of acive ingredien| present in the room during each lest oyde.  Chemical indicalors or

delmoion device(s) may be vssd. Al minimus, an indicator or defedion devios'probe will be placad al a location
where the concertrabion of achm & axpeciad 1o be he lowes] {worsl-cass condiion).  The detecied leved

ol stte vl be repated. ITa detsclion medhoad 5 nol svailsble 1o delec) the specific aclive ingredant, the Sponsor is

responsils for providing stifcalion as 1o the kel of sl ingredient apaed in aach (as] oyce.

Test Substonss arsd Eguipenen) Proparsion
Thie tesl subsiarss and device I b acsayped will ba used &5 drected by the Sponsof. The spproprate wolume of
lesl subsiancs vwill be dded o the Spcnsor provided devnces and s dinita will be aciiabsd par Sponsor's instnachon

Carriar Placssnant inthe Enclosed Space

For sl supplamania crganisms including fungd, for each baich of 18l subsiance, B single camier will b evaluaiad
in each of wenly designated iocations, descriped in figure 1, yelding 20 tes] carmiers per sl onganism. Thess
locations are dasigned ko evaluale the folowing areaes of he rmom:

1. Al comars

2. Corial locatons on all wall taces
3. Cariml locafions on the flioor

4,  ultiphe locations ard hoeghts

& Undemeath horzontol surfscss

Ench carrier will be onented hotizortaly with the incculum tacing up. This will be accomplished by placng the Pairl
dish nonimining the carmer in e erclauns with e dish kd remaved.

Figure 1: Sample Diagram of Carrier Placemanti in a Room Enclosure

2 i 3

= 7 /£
B 15 0%

3 s

=

-

15 L]

20 11

Figure §: Wostration of ihe ragling room is mal necessanlly fo scafe,  Shavas 1-4 rapmsent Upper COMes
of the room. Shelves S-8 represend contral docalions on & wal facos. Spaces §-12 raprsoent the lowor
cornavs of the room. Spacas 13 and 14 an o J-der nbarslony oo represaiy Spaces wndevnaath honrontel
suaces. Spaces T8 and 18 represen! cendrad focations o or naar fhw foor.  Spaces 1T & 15 rapmaent
uppar canfrol wal focos and spaces 10 and 20 reprasan! kenr contra! wal! faces anar near the Soor

Fewplare: ]7-) Rew. (K138 — Progewte) Mlvmal sy -

1385 Coasprwmin [ww Drive, Tamie 190 + Bagan, RSN SEITT & ETTIETARTE = &% TTRS5IE & e Faere dlims ] ooes

ELEMSESNT EAGAN | (B77) 287-81T78 | comtactus@element.com | Elementoom



Projec No. A30339 Pure Maintenance LLG

Protocol Number: PURDDSOTOS24. FROT 2 Page 33 of 46 @ element
Protocol Humber: FPURDDRITOSZS. FROT.2 Pum Maininnenos LLC alsriieit
Page & of 18 T
Expasura Conditions

Dnce T mquned emdronmanial condiions have boen achisved Bnd e Ciriedrs Ruve besn posilionsd, the HUAT
myslam and axheasd lan ol ba umed of fo ansee e vents dampers sre closed. The exhsus! B will be confrmed
10 b o,

Tha iesl device will be acivated per Sponsar's direction and the echnician well rnmadabely exit the room.

ﬂundnhu:bnﬂundhmﬂmuﬁ compieson. Tha iotal times from acivation o the complation of cycls will be

Thie Sponscer will b responsible for enswing there is a mochanism in place 10 conlem safa re-endry indo the reom. In
additian, tha room axhaust will be tumed on bigh {clearing about 1000 cublc teat par minuie or 28 cubic mabire e
mirnnin] for af biasd B mode minutas priof 1o eniry. This will clear o room al leas! 2 timas.

Tost

Bystem Recovery
Adier the cpce has been compleled, the keated cariers will bo individually transfermed to 200 mL alguals of
rieutralising subcullure medhsm conlaisd in 38 mim a 100 mm ubet using sterile forceps.

W neuirakzatbion & of condermn, carmrs may be iransfesred inlo ndvidual secondary subouliures containing
mﬂMHmmmmnmﬂmmEﬁmmlmmmﬂmWN.

Thea ressails of tha chamical indicators of delection probss will be decumenbesd and reporbad.

Insubation ard Obsendation
mhﬂnﬂmmumhnmmﬂﬁm. e innata hvh booeh Subcibunes ab 25-30°C for

If necassary, the subcullures may be refrigerated al 2-8°C for up to thres days pricr o axamination. Fellowing
incubation, the suboubores will be visualy examined for growsh and subculsn plams wil b Enureated, as
applicabie.  Repressntaive lest subcullures showing growsh will be subculiured, stainod andior biochamically
assayed 1o confirm of rubs out the presence of the lest orpanism.

STUDY CONTROLS

Purity Contral

A “sireak plale lor solation” will b perfermed on he erganism culbure and foliowing incubalion examined in ardar
o canfirm e pressnts of B purs cullure. The Beceptancs critenon o this study coniral |s growsh of & pure culiurs
demonsirating colory morphology tpkcal of the basl organism.

Organic Soil Sterility Cartrol
Priof b of cancurrent with fesing and ¥ apphcable, tha serum used for the organic soll load will be cultured, incubated,
and visually examined for lack of growth, The scoeptance critericn for this study control is lack, of growth,

Meutralizing Subculture Mediam Seility Contral
Prior B0 or concurent with iesiing, & represeniative sample of uninooulated neuvtralizing suboulture medium will ba
incubaled ard visually examingd. The acceplance criledon for this shudy control s lack of growth.

Viability Contral
O rgaregarviatieg noouksted carmier will be addad 1o 8 vaswsl comaining each type of subodbsre medium. § sscondary
subcultures: are performed & differanl media e, one camier wil be placed in the primary subculure medium

incubated and visuslly sxamiced ol growth, Thumnmmhnhrﬁhlhﬂ;mdhg'nﬂh the subouliine
medis.

Tomplae: 1071 Kew, 0010 - Pgeticy el -
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Carrier Sterility Control

Prior o o concumenl with bestng. B representaive Camier osed i besling will be added 1o & bba of neulraizing
subcidiune mediom, wil ba incubaled and visualy axamined. The aoceplancs oritedion for this sty conirol &8 lack of
oW

Initial Papulation Cosvired
A corirod will b periomend 1o assess B bl of Ssl crgeriam prasent immaciately following drjing. Thees inoculabed

cacriens ol aach argantse vill b indhidually pesaymd just aller drdng, This eontmd may be svalusied (procassed)
GoncurTEnd with bl Cych axposung.

Each moculabed caniar wil ba suboubored into 20 ml of meuimkzing broih and immediaioly vorns mied Tor
V2D sanons,

Fflonwing imidng, the contents of the Sree subculiured camers, par lest crganism, wil be pocled (B0 ml) Appropeiats
mmﬁmuﬂhw-ﬂhmﬂ!wﬂ.ﬂ:r.mﬂhmﬂﬁmlwiﬂ*:lmuﬂhm
platad on the recovery agar plate medium, and incubated.  serial diutions are nal performed and plated Immediztaly
Inlkywing mixing, tho vessols may be refrigeraled at 2-5%C for up o 2 howrs priore 1o diutian.

Fodowing incubation, the resuliing colonies will be enumesmbed and the: CFL per carmer calculsied. The individual CFLUI
peter i sol nesults will be calcutiied, and the Logievales of sach corier st delemined. The accaplance criterion
for this study control & a minkmm Lags sahe of 4.0.

Carrier Population Control [pesi-tasting)
I orcler | errsure the mirmuR BT popustion i requined for vabd disrfecton was present ol e end of te lest
cyche, & caner pegadabion contrel will bo poriomed jusi Ber e completion of each et cyda,

Three neculabed cariens for each organism wil be Pdbadually pssanyed jusd sfber aach iesl cycla is compledad by halding
thix dried carmien BlLroom emperaiu culsice of tha lBsIng room of encdosure,

Each mocuiaied camor will ba subculfred inip 20 ml of neuirafizing brofh and immodiaiely vorax mixed for
2045 st

Folosing mixing, tha canlangs of the hnee subcultuned cambers, par asl onganiem, will bs pooted (60 mL). Approprisie
ekl jen-iold ddutions wil e prepared and o duplicate 0.1 el alquots of the 10 througn 10 diutkons wil be spread
plabed on S ecowny agar plate medium, and incubated, I serial dkrons am nol parformesd and plaind mmediaialy
follorwing mixing, the wessels may be refigeraied ot 2-8°C for up 10 2 howrs prior o dilution.

Fidlewing incubation, th resuling colonkes wil be erumanated and tha CPU par camier caloulated. Thas indhiduat CFL)
par camiar saf msulis wil be calculaled, and the Logewalua of aech cartar set determined.  The opclo paramaters
{inciucing length of tme) must be cansfuly considensd to ansuns this contrgd meets e designated noceptarce dilarion
Tha accepiance crileron for fhis shidy control is o minimum Loguw vk of 4.0

Man-Active Trenbment Control

A poningl will ba pericemed o evaluaie the reducton of e fost crganism alier exposure 0 a Sponsor-provicd
fermidation conlaining no pctive ingredient. I such o feralation cannol be provided, sterile delonzed walor may
b isad in iis place, It s recommended thal this control ba poricnmed prior o esting o ensure the accoptanon
critasion can ba mad. The tesi cycle paramaters (inchsding lengih of Sma) musi ba carefuly considersd o ensune
thits control mesds S designamd acceplance cribesion

I B saparate (nsl cycla, the room will bo propaned in B manner conaisien with tha el cycies.
A betel of thres incculated and dried coeriers, par st organism, will be evaluated in this conirol At ocations

reprasardativa of the test cycle. The firs! carer will b placed ai location 81, the second camer will be placed at

location #7 and tha thind carmer will be placed &1 locason §15 10 mpresent sach orienta®on Al high, mid and low
lacations arsund e room, |(Reler 1o figum 1.)

FFT‘IHH 247-1 Kew. G058 - Proprwray oo -
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All carriers will be orenied horizontally with the inccuism Facing upswarnd o siemilaby the bas cycls aiantafions. Tha
aciual loca$ons and orientations will be documented and repored,

The camiers will be esposed |o the non-scthe solution in @ manner consistend with tha imended test oyde
parameiers.

Aller tha complation of e oncle, each inotulabed casrer will be subouitured info 20 mL of neutralizing brath and
immesdhassly vomes mived for 12025 saconds. Following miring, the contents. af thie thoe subouBumd cariars, par
tent arganism, will be poched (50 mL).

Appropriste merial ban-old dilutions wil be prepared and the duplicate 0.1 mi aliquots of tha 10° theough
10 diutions will Da spread plabed on the recovery agar plabe mediom, and incubaied.  [F serdal dlutisns ans mal
peefiemad and platad imemediately follrwing mixing, the vessals may be rafigerated a1 2 8°C for up to 2 hours price
o diution. Following incubation, the nesuling cokoniss will be srumerated and the CFU per camier calcudaded, The
individual CFLI par carer gat resulis wil ba caleidated, snd the Logis wlua of each carrier sol determined,

Tha aocaptance critenion for the non-pciive restmaen conbral is & minkmum ke valus of 300,

Houtralization Confirmation Controd

Concurment with testing or prior 1o lesting, 8 neulraizabon confirmation conirol will b performed. More than ong
organism dilution should be used in this conirol. I all the prgarism diliion(a) used in ihis cominad fall 1o provide
adeguate rumbers {10=-100 CFU) which coincides in a laiun o meed the Bcoaptance crivesion for this sludy control,

the contral may be ropeated in s entrety, Oy the most conceniraied fest subsiance dlution andier langesi
oxposurs Bme needs o be avalunted in this contngd

The newsralizalion of $ie bast substance active will be confirmed by expasing stele carters 1o B bl subEiancs,
To reprédent worsl-Case scenario, these carners will ba crianied in a harzonkal positon during aeposune ard will
be placed 31 siles near the 1es] devics application she.

Follesvirg eccpoure, the carmiers wil be arsbemed fa pimary subtuliunes containing 200 ml of nesdrakzing
subculture madium B8 in e bl asiy. Carrds may be iransferred from primary subcultures info individual
sacondary subcullures baginning appradmately 25-60 minutes faliowing tha primary Smnsder,

The subcullures will be inoculaled with 8 tacgsl of 10-100 colery forming units (CFUY) of each test erganism,
incubabed under 1658 cordBors and visually axomined for the presence of growih. A slandardized spread plate

procadurs will b parformaed concumantly in order bo enumerate the number of CFU achually added.

The cceance criterion for this shedy corfrol B growth in the Bnal subcuiture beoth, minimally, following incculasion
with £ 100 CFLL

EhnmmmusTndmﬂdwEmnﬂmmuMng-HDH}mmmm
shudes, Efficacy besting is perdomied in sirct adherence o these S0Ps which have bean consinucted 1o cover al
aspects of the work including, but rol Eeiled B0, receipt, log-n, Bnd inacking of Eclogical reagents Incuding lest
orparism strains far purpases of identificabion, receipt and use of chemical resgants. These peocedures ane desigred
io dooument each siep of efficocy lesing shudies, Appeopriale refesoncas io mediam, bakch number, &ic. are
documaniad in the raw data collecied during the course of aach shudy,

Addionally, mach efficacy test is assigned a unigue Project Mumbsas when e proiscod for ihe study 1 iniated by the
Study Dector. This number i used for ideniification of the test subcultures, atc. doring the Gourse of the lesl. Test
suboulbures are also lnbeled with referance o tha iest rganisen, axpeimenial star dade, snd lesd product. Micrscopic
andior maoroscopsc evalaions of postive subcultures are performad 0 order s conliee e idenlity of the lest
crgansm. These measunes are designed i documant the idonity of the tast sysiem.

Tomphidt- M7-J Biv. (038 - Py innary BT
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STUDY ACCEPTANCE CRITERLA

Tost Substance Parformanca Criterin

in ordor o be congidered effectve for fungicidal officecy, the esi substonce must k8 ihe el organiem on all
20 ingeulaled camgrs

Control Acceplance Criberis

Tha study controls must perionm pocording ba the criteria detadied in the shudy controls descrption section. Il &y of the
coniral acceplance critera an nol mal, te besl may be repaaied under $a cument prolocol numbar, I e poceplance
critarican for the neutrakzaton confirmation controd, initial population control or carmier population confrol (poat-leating) is
reot mel and the best substance fails 1o mesl the fest subsinnce pedormance oritorin, no mpes testing is recessery,
Mury posithve es] carmiers confrmaed as o contaminant will be reported. Any lest camor sel that demonsirales 8 fumber
of comaminated wbes that coniibules io mesulis thal exceed the product perfommancedsuccess oferin mey b
invabdaied pear Sponsor's requensd and My be re-lested.

If any portion of the prodocol i execubed incomectly warranting repaat lesting, The best may b repeated wrder the
cumend protocol nember. Il the popuiation contral Fails % mest the minimum requiremaent or § the nssralzation

cantral acceptance orileda s ot med and the shudy fals 1o mest the efliccy requinments, mpaal testing i ol
resquired.

METHOD FOR CONTROL OF BIAS: M/

BEFORT
The report will include, but not be imibed ta, identfcation of the sample, date mceived, inBation and complatian
e, identification of the cegarism strains used, dascriplion of media and reagents, description of the methods

. Iabilaled results and conchuBion as il relaltes (o the purpose of the eal, and all othér Bems requined by
40 CFR Pari 160.185.

PROTOHAH, CHANGES

¥ il bacomras necersaly 1o make changes in e approved prolocol, e revision and retisons Bar charges will ba
dogumented, reponed o the Sponsor and will becoma 8 parl of e permanent [Be for that sludy. - Simiarky, the
Sponsad will ba notfiad a8 5000 BS PosEbin whangwer Bn event coours Thal may have an eesl on the validigy of
e gty

Slandand opareting procoduras used in this study edll b the comoct afacte fedsion a1 s Bme of e wod Ay

eningr chanpes to S0P (for this stady ) or mathods used will be dotumanted in the riw dala and approwed by the
Study Diracior,

TEST SURSTANCE RETENTION
It is the responadbility of the Sporser 1o relain o sample of e test substance. All wused test substance will
be diserded Follawing stutly complation urless othirwise indicsted by Sponsar,

Study Speciic Documents
All the eriginal raw dats developed exchusivaly for this study shall be archived al Blement Materals Technology

Eagan following the record refantion palicy oullined in the internal SOP ALS-0032. These ariginal datn includa, bl
ana ot imilsd 1o, e following:

1. Al handwritlen raw daln for corfol and fesl substances induding. bot nol Bmited fo, nofebocks, data
forms and calculotions.

Hny profocol amendmentsideviation notfications.

Ml measured data used in formulating the final repo.

Memornda, specifications, and other sludy specic comespondence relating &0 Interpratation and
evaluation of data, ather than thoss documents contained in tha final sludy report.

Cerified copy of final study repon.
Study-specilic S0P dedations made during fhe study.

Femphame: M0 Kee 0018 - Pty Prisamiinin -
IS Coipmaptd vt Do Sosie 0] o+ Bl b0 55000 o FPPATAENTE o B310PASE) » miign iV siereel oom
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Facility Spacilic Documants

Thas felkesing records shall Blso be archived 81 Elemenl Malehals Technology Eagan, These documanis inciuda,
Extl gee ol limdied 1o, el Solowing:

S0P which panain ip the sludy conduched,

Blon-sludy-speciiic S0P deviations made duting the courte o s stucy which may affect the resulis
cilmingd durng Tis sbudy.

Mathods whach wene used or referanced in e study conduciad,

Qi repars for pach O inspection with commants,

Faciity records: ftempernbwre kogs (amblent, Incubater, ebe) nstumend logs, calieation, and
mainienance reconds.

Curnent currioulom vitas, training recoeds, and job descrigdons for all personnel irvoived n the study.

o el W

1, ﬁmmﬁmurﬁﬁhmvuiﬂnmmtmmﬂwmmwz Gemicidal Speay Products as
Disinfectanits, In Ofical Methods of Analysis of the ADAG, 2012 Edison.

2. Assaciation of Official Analyical Chemists (ADAC) Officlal Mathod 956,17, Fungicidal Activity of Disindectants.
I Official Mathods of Anatysis af the ADAC, 1958 Edsion.

d. WS, Emdronmental Protection Agency, Regsiration Division, Office of Pasticide Programs, Drafl Protosol
"Prefocol for Siedization of Porous and Mon-Porous Surfaces within Sealod Enclosures using Vanorize:

Hydregan Panndda’.

4. LS, Erndronmental Prolection . Offica of Chemical Safety and Poiution Preventon, Producl
Parformancs Tesl Guidelines, QCSPP 810.2000: General Considarations for Uses of Antimicrobinl Agenls,
Saptambar 4, 2012,

& WS, Environmantal Proloction Agency. Ofice of Chemicsl Safely and Polution Prevention, Product
Perfoemance Test Guidelings, OCSPP 8102300 Dasinleclands for Use on Hard Surfaces- Efficacy Data
Recommandations, Septembar 4, 2012,

DATA ANALYSIS

Calculations

Determing tha CFLMcamier in the Inifiasl Population Conirof, Camier Fopulstion Ceontod [post-iesting] and
ran-active reatmerd condrol using oll ovenge counls befeasn 0-300 CFU as follows:

[1!1-" 10 + 1ﬂ'*] {'I-"I:i-mlplnlnd:l: I:il-uh:mm mru-ﬂb
whema 107, 1077, ard 10 are example diuSons thal may be used

Statistical Analysis
Mors Usad
Temyplia: 3050 Rew, (018 « Proistiy bt -
Y Corpaante O Dt it 1100 = Bagiy, MW ASIH » BTIASTEIMA o 4011709550 o hripefawa slimem com
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STUDY INFORMATION
[ Dok Secticns A venlbod by Kwr Eponsor or Sponsa Represeniaive oy ks o ok sonalr, ndess ofensies nofod)
FeggingMistingVaporizing Device klendity |exactly as it should appear on finad repeet o

e 1 W PR D
Test Substands [Mams & Batch as it should on fl | roponi:
Teat Substance Mama . LobEaich Numbesr
Barvizer ird Kesinipcinrt [T
Ligumi Sisirer vl Dissndorinst 31735

Throo balches of tes! subsancs, eech propared or deiivered of the lowes! cortifiod Umit, aro roquired far
RFEIra o PUrpasas,

Deseription:
¥ Casaternary ammania B Poracatic acid O Sedium hypochions
O heckoghinr B Parcaida & Other

Approximate Test Substance Active Concontration (upon submission to Element Matesials Technology

Eagan):
Hyorogen Een 1 [, D oot poid = 5,136
[T v by sl for dbulriizafion planamg ondy, Thia vakue in nol indsndod #o reprosen! chraoisneston vt |

Monsfcthee Control Substance (Mame & Batch Nombors) exmctly a8 it should appesr on final repoe:

OR
& Use Sterite Dalonized Water

HeutraliationSubculture Brath: O
Bl Element Malerals Technoiogy Eagan Discrelion, By chacking, he Sponsar
audharizes Elemenl Materials Technology Eagan, af thoir discrefon, o
perforn neulrakzation confirmation assays af the Sponscr's spense pre (o
teating lo deberming the most appropriade noutalizer, (Soe Feg Schedule)

o9 i Conditisng Hazards
Paroemy Tasmparaing a Mone e Use Starcaem Precautions.
o 28c ri} baleral Safety Data Shoo!, Atached for each product
[mE a A Follows:
Product Proparaticn

2 Mo dhsion requirsd, Liss 58 recensd [RTL)
B “Dhuborsa) e lesiad
defined as

AnZogicalion - 1040 oz
[exmmgin: 1 coipaton) {snount of best substance) (amount of dlueral
B Deicrized Waler |Filir of Aulociave Sterlized)
O Selt Tap Water (Filer or Autocisve Stecized)
O ADAL Synahelic Hard Walor: PRI
O Other

“Note: An squivalent difution may b mads unless athorwizo roquested by the Sponsar.
Tost Organism: Bl Aspargilus rigar (ATCC 6278)

Carrier Number: Z2icydeioranism
M Organic Soil F
5% Lopd [Fetal Bovine Senum ) wil be inchuded in the fest organism suspension
0 Mo Organiz Soll Load Roguined
Temgplate: J47-1 Rev. DOIR e —
1283 Corpotsin Comdir Drive, Sitn 100« Eagae, RMEANIT) & WTYINTEETE & &30 AT EEM] « IR v BEaint ope
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Estimated Cysls Pacarnstors
Esfimated Cydle T from dcivation o completion X

Expcted Expodire time i (e dyche M min gevice run lme + 45 o gwell Sma

Dissiced Tamparalure at e Start of Exposure_______ Amblent condifons (18-25°C)

MNOTE: The HWAD system will be lurned off during exposure i ansure the venls ae soand.  Slamel Malerials
Tachaokogy Espan can ony fanped the gaginag lamperalune & the sbaf of sach cyoi,

B Chack # npplcabda; The equipment will o cpsraled by e &0f of Sponsor Represeniative on the day of lesing
Wﬂhrﬂwhmﬂ?mwuﬁmﬂzﬁwmﬂ B

3 ot applicablo

B _1 %) suppiemandal fan{s] shall be used o aid wish lest subsiance distribuson.

& A humicfier showld be placed in the roam to larget & minimum el B0 % retathve humidity pror to tha slar of
0 cyca

leﬂﬁrmu“mhmuwﬂwi % relative bumidiy price bo the slar of the

Tewplae 27 Bev GOUF - ey efrunon —

1385 Cipeeiti £ inbi’ Eriwe, Sasts 110 = Digir, W8N S50T1 & BPTDETETTE & W PRSI0 » S e sl o g
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Frolocol Numbir: FURISIIOGIAERIIT Pt Mustoranen LG 2y oo
meeg & elemen

The falkrwing Spensor-provided chamical indicators will be used:
WA

oR

The following Sponscr-provided dalechion probefdesion will be used:
WA

ingtnuctions for use of tho indicolors or detection probe (iIncluds instructions for use and evaluetion];
Ha,

Expeciad concantration of achive 1o ba achiswad in 1 105l cycle Dased an (ha ndicaor of probe:

Enfe re-anitry intg the reom
B Thea room axhaust wil be tumad on high (cloaring about 1000 cubic feat per minuta or 28 cuble malers per
minuta) for of least 8 mose minuies prce to entry, This will cloar e reom & keasl 2 tmes,

The foliowing Sponecr provided monitaing device will be used on the doy of lesfing | ersure safs re-antry inlo

e roson:

Tha reading must be al or below a reading of

Ponuidg o enfar Be room.
Templave JAT-T R, IR - Peopmatars deskmuto -
118 Corpasu S Duin, Seits 190 = Lagar, MR §5170 0 BT ZAT AN » @51 FTR400 & hitpe hemem plewrt com
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Faga 13 6l 15 L s

0 Carlers will be placad s Sutined in gune 1 within B prolsest
oR
Bl The following modfied lccations will be made: Seo protocol attachment I,

(¥ mpplicabin)
Thaa Esamant Materials Technology Eagan' lasling rocm will be used for iealing. The achus] dimensions of the

testing room anclosure are: 18°0.5° 1 168 x 115" (length x width x height], iotaling approximaaly 3663.7
fnetfor 104 ml,

oR
B The following modifications will ba made 1 the room: See profocol aachmarn |

Templare. 27 Ree BAR - i T =
1185 Copenid Loy Oyid, ot 110 » Fagis; WH SRITT + ATTHT AN « SRS o Mg e dhivres s
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Protosal Mumbar: PURDDEOTO02E FROT.2 Purs Msiniseanea LG @y
Page 14 0l 15 oy
TEST SUBSTANCE SHIPMENT STATUS
{This section is for informational Bvpeeas

anty.)

O Test Substance jg glready presaenl at Elemsant Matedals T Eagan.

E Test Substance bt bian of will B shipge] b Elirmsn| MMTndmhwEu;nn.
Date of expechsd necsipl ol Elemen] Matanals T
O Test Subsiance bobE Rand-dekared (Ml S by Hoon 51 B one diy picd o 1Ealng oF Sl
arangements made with the Shody dewsiorn)

COMPLIANCE
Study o be pafarmesd under EPA Good Laboralory Practice regulations (40 CFR Pa 160) and in actoedancs ia
pricadunes.

Idenlity, siresrih, pueky, mwﬂnﬂtﬁ' a5 applicatin, of th Lest lols MHmur“Ilemdwnﬂrm
teating: B Yas O Me' O Mot required, Non-GLP 12sling requastod

Iym,hﬂhﬁmmﬂ b parfoemead followeng 40 CFR Pan 100 GLP segqulatione: B Yes O Ne*

7] AEﬂﬁﬁMLﬂdMﬂa{ClﬂH}ﬂfhﬂmﬂd fior gach lof of b=l subsiante. I prindded, the C of &
will be appendad ta he rapor
O Testing s bean or will De conducied under prolocal or Study 012

Stability tosting of the formulation has been or will be completed price (o ar conoument with efficacy testing:
B ¥os O MNo* O Not required, Mon-GLP testing requested

If yos, lmEtng was or will be performed foflaing £0 CFR Pant 180 GLP regulations: B Yes O Ho*

ﬂ 'I'mmhm nrv.ill:rumﬂ.l:hnd Ll'rdurpmhnﬂwn.df#

“If bessling infarmation ks nal provigad or i nof penfarmed folowing GLP regulationa, b will be indicaded i e GLP
camphancs alatamant of the Snal repon

EEOTOCOL MODIFICATIONS
O Approved without modfication
B Approved with additional modifcations

PROTOCOL ATTACHMENTS
Supplesarial Infgrmation Form Attached - B Yes O Ho

Femplaie: 147-§ fev £038 - Frogetany ntrmmon -

LS Copornin Cpnd Dvive Soile 553 o Bagiry, bW B8N o BT 2ETEETE » &3 ITH8A00 » S werw slerwslom
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Pralocol Humbes; PURDOGOTOS2LFRDT.2 Puie Mainlanancs LLC @ﬂlﬂmenl.
Paga 15.f 15
PROPRIETARY INFORMATION

THIS DOCUMENT (8 THE PROPERTY OF AND CONTAINE PROPAIETARY INFORMATION OF ELEMENT
MATERIALS TECHNOLOGY EAGAN. NEITHER THIS DOCUMENT, NOR IWFORMATION CONTAMNED
HEREIN |E TO BE REPRODUCED Of DISCLOSED TO OFHERS, W WHOLE 08 IN PAAT, NOR USED FOR

ANY PURPOSE OTHER THAN THE FERFORMANCE OF THIS WORK ON BEWALF OF THE SPONSOR,
WITHOUT PRIOR WRITTEN PERMIS SION OF ELEMENT MATERIALS TECHNOLOGY EAGAN,

SPONSOR:

HAME: TITLE: ___GED
ﬂwm DATE: ']'_a"' I"IJ"'r 2.4

Prone_ B0 (028 Ulel] EMAL____ brancon@puemainienance om

For confidantlty porposes, Sy ifrmaton wil b rfossed ool fo he sponsoripresantative Sigring tha
el fabova) sz cliver indhicuals ae speciically suthorired i weting fo meade Al ifommaton

Onher indbddens auvthoried bo recebve Information regarding thls study: 0 Geo Altacted

Elemont Mararinls Tochnofogy Exgan;

_._,-l"-
HANE: | Bansr ﬂrm—-'ﬁ
Shydy Dinsclor

WHTUHM DATE_H - 5 -%
Bludy Dreciot

Fomplai: 2470 Rew QAR =« Poprivlaiy bederution -
AR Corparane Cendod Drivr. Sold 199 & ages, M ESITT & WO IDAITE « GU10P0955 » Mipifvees diesestion

ELEMENT EAGAM | {8770 28T-H378 | contact. usi@element.oom | Element.com
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Atachmant | for PURDIGIINAFRDTE e 4
L

@ e rmetil
Proparation of Enclosad Space
& winibly clean and sealed bicasrosol room of approxmmiely 3470 HY will be used for losing.  Tha moem will be
approprintely sealed prior 83 testing io isolate the space in which the tes! substance is introduced. A a mindmam, Bis
vl includia @n initial wir purge (o reploce @i withdn the rooms with HEPA, fiboned alr. The room wil be conditionod bo et
the requashed lemperatore and relatve humidity conditions.

Enohves with supparts, labeealory cars or other sullable means of supperiing Ehe tesl carmers will ba posibioned within
he enclosure.

Foor room skzes 5100 m?®, a minimum of 20 earisns mus| ba avaluated per lest organism, per lestoycle. Triplicale camiers
al a minirum of beenly desgnaed cationd requinsd be substaniale efficacy claims.

The lesling room enclesune is appreaimalely 21.5 & 15 = 12' (langlh x widlh » hesgi), lotaling spproximately 3 870 12
(110 m"}, Peralote & minemum of 22 cares wodd be required for lasting, per cyche. An addiional locafion has boen

adifed b acteve e minimun mguned number of 1agl caevis. See Figue 1 below on i tolowing page. The et
criledEa for passing the sl resnaing the same foe 27 carmars,

Tha achss! veluma ol ke 18sling enclosurs will b reponied,

FPage 10of 3
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Attachmend | for PLIRDDEIJG03, FRIOT.2 "

#‘I'::'t‘,; e @-’_'ll;-m-_-l'.'i
Casrier PMlacemaent in the Enclosed Space

Far all supplemenial crgoresms induding fungi, for each badch of text substance, a single camlor will be malsaiad in
each aof wenty designaled locations, desdribed in iguns 1, ylelding 22 best cariers per lest organism.  These ocalions
are designed 1o evahials i lliowing ereas ol he foom:

Al oo

Certral locations o all wal (ces
Cardral lozations on the Noer
Kugliiphs localions and hoaghls
Ursdernaeatn honzontal sisfaces

it ol

Emch coier will b orsnbad horzontally with e inoculm (poing up This: el b secomplrhed by plasng the Peln dish
coritaEning the caeTiar in tha enckrsune with the dish id mmomd,

Figura 1: Sample Disgram of Carrler Placement in o Room Enclosure

il '

Figure 1: Nuzirafion of & fasting room, nod noceseanly to Scain, Sheihas T-4 reprasend upper comars of tha room. Shales
5 raprase conirad lacations on of wall foces [(Shell Tl directly undiar & wewing windin].  Spaces B-12 rapresent e
Ewer porneE of i room. Speces 13 and {4 on & - iaboralany cant represanl Spaces cadamaalh borinondal surfaces.
Spaces 15 aod 18 represend conired locafiang vary noar i fode,  Spaces 17 and 18 represan] coper cankad wall Bices,
apaces 15 and 20 repvasant kvear conirnd wiall fnoes and space 21 repvesents o canbml locabion on Uhe inp o e labaratony
carl. Spece 22 rapragenta AN pppor comar banealh the fesfing room sxiusf relurn. Locslion 22 was adoed (o ansure 22
cariers coukd be sakinled 0 festing,

Page 2 of 3
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Ansshmant | Tar PURIGGDIIDEZE FROT.2 ‘.1.-"1
'LJ o6 @ element

Crazes e reuived ervdronmanisl condiBons have been achiresd srd the canfers hive been poditorssd, the HVAL system
and echacs| fan will ba fumad off 1o ensurg the venls dampars ar cossd, The achinst ban wil ba coffrmed o ba off,

Tha barsd charwicon will b sctiwalng por Sponsor dinsction and this iechiiciin vall inimediately sl this roeoen,

Th cycls will ba aliovend 1o continue untll complation,  Tha tolal tema freen scthaben 1o e complaticn of cyols il b

The Sponsor will be resporesible for ensuning there is @ machanisn in pace © confinm wafe m-anty oo B reom.. In
nddition, the room exhgust will be tumed on high (dearing sbout 1000 cubic fent par eimnits of 28 cubls mMeters per
minudea) for af lewst 8 more minubes price o eniry, This will dear the room ol loast 2 Hmas. Tha Sponssr may sipply a
room scrubber or cthar sambion device 1o ald in diaanirg the rocm o spaad up m-antey, An intaenal purgd cycls with up
= 5 air changes par hour may afso be used as desmed necessany by tha Study Direcior.

Test Substance Performance Criteria
In order 1o be considersd slactve for fungicdsl efficacy, e sl substancs mast Gl the fes! organiem an &l
22 inocudaled e,

1 WMWWWW{MJMWB&E]?.FWWW#MW“ I
Officisl Mathods of Analysis of the AQAC, 1955 Edilion

2. .5, Environmanial Paotection Agency, Regasiralion Divsion, Office of Pasticide Pregtams, Drafl Probocol "Protocel
for Sinnlization of Porous and Mon-Poeous Surfaces within Sealed Enclosuras using Vaporized Hydrogen Perxide”™

3, .5, Environmental Probection Agency, Registration Division, Office of Paslicide Programs, Dralt Protocol *Protocod
hhﬂzﬂmdhﬁﬂrﬂﬂm-mmﬁmuﬂhMEMmmwNmmw

4. LL5. Ervironmental Profaclion Agency, Office of Chemical Safety and Poliion Preversion, Product Pedamance
Test Guidsiines, DCEPP B102000: General Considarations for TesSng Public Health Anlimiorobial Pestoides —
Guiclanca for Eficacy Testng, February 2018,

§. L5, Envirormentsl Profection Agency, Office of Chemical Sadely and Pollulion Pressention, Prodisct Parformancs
Tﬂ&dﬂm.MEFFﬂm.ﬂm:ﬂﬂth“mhmwm-mmm
Testing, Febnaary 2018.

#. U5 Environmerial Protection Agency, Office of Chemical Safoty and Pollution Proventon, Product Parormancs
Tesd Guidalings, Sersas 810 Guidelinas Fﬁﬂ.#upl.pl-: 2018,

7. US Emvironmental Protrcbon Agency, Office of Pasticide Programs SOP Mumbser; BMB-30-03, Preparation of Hard
‘Water and Other Dilents: for Preparation of Anfimicroblal Products, Movambar 14, 2027
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