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STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS

No claim of confidentiality, on any basis whatsoever, is made for any information
contained in this documant. | acknowledge that information not designated as within the
scope of FIFRA sec. 10(d){1)(A), (B}, or (C) and which pertains to a registered or
previously registered pesticide is not entitled to confidential treatment and may be
released lo the public. subject to the provisions regarding disclosure lo multinational
entities under FIFRA 10(g).
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GOOD LABORATORY PRACTICE STATEMENT

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

Submitter; Date:

Sponsor; Data:

Study Dlmrﬁa&m Date; & 24 - 24
Tanner Straus, B.S,
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QUALITY ASSURANCE UNIT SUMMARY

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

The objective of the Quality Assurance Unil is o monitor the conduct and reporting of
non-clinical laboratory studies. This study has been performed in accordance to standard
operaling procedures and the study protocol. In accordance with Good Laboratory Practice
regulation 40 CFR Part 160, the Quality Assurance LUinit maintaing a copy of tha study
protocol and standard operaling procedures and has inspected this study on the date(s) listed
below. Siudies are inspected at time intervals to assure the integrity of the study. The findings
of these inspections have been reporied to Management and the Study Director,

Date of Phase Date Reported to | Date Reported to
Phass nspected Inspection Study Director Management

Critical Phase Audit:
Test substance August 28, 2024 August 28, 2024
Preparation

Seplember 24, 2024
September 18, 2024 September 19,

Final Rapert September 19, 2024 2024

Quality Assurance Specialist: L,%&:.} ﬂ#—aﬁ’ Date: (/24 {24
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STUDY REPORT
GENERAL STUDY INFORMATION

Study Title: Efficacy of a Disinfeclant Applied to a Room via a Fogging,
Misting or Vaporizing Device for Fungicidal Disinfection
Project Mumber: A38340
Protocol Number: PUROOG0T1924.FRDT.1
Sponsor: Pure Maintenanca LLC
334 Marshall Way, Suite D
Layton, UT 84041
Test Facility: Element Materiaks Technology Eagan
1285 Corporate Center Drive, Suite 110
Eagan, MN 55121

TEST SUBSTANCE M

Device Name: The VaPure Davice

Test Substance Name: VigorOx Liquid Sanitizer and Disinfectant
Batch/Lot(s): Lot 03173-4 and Lot 03173-5

Manufacture Date(s): June 10, 2024 (Lot 03173-4)
July 1, 2024 (Lot 03173-5)

Test Substance Characterization

Test substance characlerizalion as to identity, strength, purity, stability and uniformity, as
applicable, according to 40 CFR, Part 160, Subpart F (160.105), was documented prior to
its use in the study. The Test Substance Certificate of Analysis Reports may be found in
Altachment |.

Test substance manufacturing information such as the manufaciure and expiration date{s),
chamical identity, characterization, and stability included in this report was provided by the
Sponsor unless otherwise indicated. Element Materials Technology Eagan is not involved in
manufacturing of the test substance(s) used in this study, and therefore, the Sponsor is
r&sgnnsihle for ensuring the accuracy of the information for the test substance(s) used in this
sludy.

STUDY DATES

Date Sample Received: June 13, 2024 and July 10, 2024 (Test Substance)
May 11, 2023 (Test Device)

Study Initiation Date: August 15, 2024

Experimental Start Date:  August 20, 2024 (Start time: 11:05 am)

Experimental End Date: Saptember 10, 2024 (End time; 2:30 pm)

Study Completion Date:  See Page 1 of Report
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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 porous surfaces.

SUMMARY OF RESULTS

Test Substance: VigorOx Liquid Sanitizer and Disinfectant
(Lot 03173-4 and Lot 03173-5)

Dilution: 19.2 oz/gallon defined as 19.2 oz test substance + 108.8 oz starile
delonized waler

Test Organisms: Aspergillus niger (ATCC 6275)

Exposure Time: 60 minutes (15 minute devica run ime + 45 minute dwell time)

Total Cycle Time: 3 hours 56 minutes 48 seconds - 4 hours 32 minutes 51 seconds

(from activation to completion of aeration)
Exposure Temperatura: Ambient temperature (20.2-23.0°C)
Exposure Humidity: 55.5 - 65.5%
Organic Soil Load: 5% fetal bovine serum

Murmber of Camiers: 22 per cycleforganism

Efficacy Result:
Test Results
Test Substance Name: VigorOx Liquid Sanitizer and
Test Organism Disinfectant
Lot 03173-4 Lot 03173-5
Aspargilius niger Pass Pass
Conclusion;
Test Substance Test Organism Efficacy Performance
I"r'g”;nﬂ: ggmg:nmlﬁzer Aspergilius niger Requiremeants met
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TEST SYSTEM
Test System/Growth Media
Incubation
Test Organism ATCC # Growth Medium Parameters?
Sabouraud Agar . .
Aspergillus niger 6275 (Modified) 25-30"C, aerobic

The test organism{s) used in this study was/were obtained from the American Type Culture
Collection {ATCC) Manassas, VA,

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

STUDY MATERIALS

Recovery Media
MNeutralizing Subculture Medium: Sabouraud Dextrose Broth + 0.07% Lecithin +
0.5% Tween 80 + 0.01% Calalase

Agar Plate Medium: Sabouraud Dexirose Agar

Reagent(s)
Organic Soil Load Descriplion: 5% fetal bovine serum (FBS)

Fabric Preparation
The fabric used for tesling was a plain cotton weave containing approximately
80 x 80 threadsfinch.

A scouring solution was prepared by adding 5.7719 grams of NazC0;and 5.8012 grams
of Triton X-100 1o 11.5 L of deionized water. 1154.59 grams of test fabric was added to a
11.5 L volume of scouring solution.

The solution was allowed to beil for approximately 60 minutes. The fabric was removed
and rinsed by first placing the fabric into boiling water for a minimum of 5 minutes and then
placing the fabric into cold water for a minimum of 5 minutes. During the rinsing procedure,
the fabric was mixed in order to help remove the wetting agent. The fabric was allowad to
air dry for at least 1 day ensuring that the material was completely dry.

Carrier Preparation

Fabric swatch carriers of approximately 4 inch x 1 inch were cut from the scoured fabric.
Prior to sterilization, the fabric swalches were taped to clean 3 inch by 1 inch glass slides.
The fabric swatch carfers were autoclave sterilized and were allowed to coolfdry at room

tempearature prior (o use. Each carrier was transferred into a sterile Petri dish matled with
2 pieces of filter paper.

ELERSEMT EAGAN | (BT} 287-B3T8 | contact usielemant com | Elsenenlonm
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TEST METHOD

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

Preparation of Test Substance
Tha test substance was prepared as directed by the Sponsor as described below.

Test Substance Preparation
il
Dilution Prepared Test Subs
Defined Dilution Homogeneity
AIGUNL T DEY Amount Determination

Substance {mL) |  Diluent (mL)

19.2 oz/gal defined as
19.2 oz of test substance + B6T.T 3217.2 Homogenous
108.8 oz deionized waler

Equipment Preparation
The prepared test substance was added 1o the fogging device by the sponsor. The
fogging device was placed in the middle of the testing room by the sponsor.

Preparation of Test Organism(s)

A culture of Aspergillus niger was prepared by inoculating a sufficient number of agar plates
(25 plates) using a slock cullure and incubating at 25- 30°C for 10-15 days.
Tha mycelia were removed from sufficient plates using a slerile device. The mycelia weare
transferred to sterile glassware containing glass beads at a ratio of 25 mL of sterile saline or
saline/Mriton Solution (0.85% Saline + 0.05% Triton X-100) per 5 plates harvested and
agitated. The cullure was filtered through slerle gauze to remove hyphal fragmenis.
The density of the initial conidial suspension was determined by serial dilution and plating.
The culture was stored at 2-B8°C prior to use.

ﬂﬂ“;;:a'"ﬁ"b;“““ Diluent Added | Viable Cell Count | Refrigeration Time
Salina/Triton

i 11 days (8/20/2024)

fg-ﬂd;?ml’ %‘;‘I'-'kfl{g-ggﬁ 4.4 % 107CFUImL | 18 days (8/27/2024)

: ! 18 days (8/28/2024)
Triton X-100)

The culture was adjusted to meet the carier population control acceptance criteria. The
cullure was adjusted to contain 5% fetal bovine serum organic soil load. The final test culture
was mixed thoroughly prior to use.
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For testing performed on 8/20/2024

Culture Concentration Addition of Organic Soil Load
Test Organism Starting Final Voluma FBS Culture
Volume (mL) (mL) "'?r':i';'“ ""?'":'L““]
Aspergifius niger 15.0 3.0 0.10 1.90
Centrifu ; B
Pawmtag:s 1700 {g) for 20 minutes
For testing performad on 8/27/2024
Culture Concentration Addition of Organic Soil Load
Test Organism Starting Eiral Volura FFIES 1IEull:t.lrﬁ
(mL) (mL})
Aspergillus miger 10,0 5.0 0.10 1.80
Centrifu .
stk HE; 1700 (g) for 20 minutes

Far tasting performed on B-.I'EB.I'EIJH

Culture Concentration Addition of Organic Soil Load
Test Organism Stating | Final Volume iy L
Volume (mL) (mL) ""'f["w"':_':._” “‘;‘#‘Jm
Aspergillus niger 8.0 40 0.10 1.90
Eam“'“ ¥ .t'“““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
end of the slide in a Petri dish. Following inoculation, the carriers ware allowed (o dry for

30-32 minutes at 35-37°C (36.0-36.2°C) and 49.5-54.5% relative humidity.

ELEMINT EAGAN | [8TT] 28T-8378 | contnct usllelemanroom | Elameal. oam
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Preparation of Enclosed Space

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

The actual dimensions of the tesling room enclosure wera: 21.5' x 15" x 12" {length x widlh
x height), tolaling approximately 3870 feet® or 110 m?, therefore a minimum of 22 carriers
were raquired for testing, per test cycle. To meet these minimum requirements and to
ensure a single carrier was placed at each camier location, 22 carriers were evaluated,
per test organism, per tesl cycle when using the Element Materials Technology Eagan
biocaerosol room. An additional location has been added to achieve the minimum required
number of test carriers. See Figure 1.

Method to Monitor the Concentration of Active Ingredient
Using Element provided PortaSense Il Gas Deteclors, the aclive ingredient was measured
at the end of the device run time.

Test Date | TYdrogen Peroxide (H:0;) Level | Peroxyacetic acid (PAA) Level at

at end of device run time end of device run time
812002024 12.9 ppm 44.8 ppm
8/28/2024 16.2 ppm 38.8 ppm

Carrier Placement in the Enclosed Space

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

All cormers

Central locations on all wall faces
Central locations on the floor
Muliple locations and heights
Underneath horizonial surfaces

LA 0 g

Each carrier was orented horizontally with the inoculum facing up. This was accomplished
by placing the Petn dish containing the carmier in the enclosure with the dish lid removed.

ELEMENT EAGAN | (BT} 2RT-EITE | contet usi@elementcom | Blement com



Progact Mo, A30340

Profocol Mumber: PURDOGOT 1824 FROT.A

Pure Mainionance LLC @ element

Paga 13 of 46

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

15 _~

a1

i

18§

Figure 1: Mustration of a lesting room, not 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 direclly under a viewing window). Spaces 9-12 represent the lower comers of the room.
Spaces 13 and 14 on a 3-er laboralory carf represent spaces underneath horizontal
surfaces. Spaces 15 and 16 represent central locations very near the floor. Spaces 17 and
18 represent upper cantral wall faces, spaces 19 and 20 represent lower central wall faces
and space 21 represenls & central focation on the lop of the laboralory card. Space 22
represants an upper corner beneath the festing room exhaws! refurn. Location 22 was added
o ensure 22 carriers could be evaluated in testing.

ELEMIEMT EAGAN | (B77) 187-BATE | comtact usi@elementcom | Eleenen.com
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Exposure Conditions

Once the required environmental conditions were achieved (ambient temperalure) and the
camers were positioned, the HVAC syslem and exhaust fan were tumed off to ensure the
vents dampers were closed. The exhaust fan was confirmed to be off. The technicians
immediately exited the room. Device operalion was performed by the Sponsor.

The fogging device was run for the 15 minute devica run time, followad by a 45 minute dwell
(exposure) time. After complation of the dwell time, the exhaust was tumed on high.

For VigorOx Liquid Sanitizer and Disinfectant (Lot 03173-4), the total time from activation
o the completion of cycle was 4 hours 39 minules 51 seconds. The cycle included a
15 minute device run time, a 45 minute dwell time and a 3 hour 38 minute 51 second aeration
time to assure the technicians could safely enter the room.

For VigerOx Liquid Sanitizer and Disinfectant (Lot 03173-5), the tolal time from activation
to the completion of cycle was 3 hours 56 minules 48 seconds. The cycle included a
15 minute dewvice run time, a 45 minute dwell time and a 2 hour 56 minute 48 second aeration
time to assure the technicians could safely enter the room.

The Element provided PortaSense Il Gas Detectors was used to monitor Peroxyacetic acid
and Hydrogen Peroxide to determine when it was safe to enler the testing room. The reading
on the Peroxyacetic acid meter was =0.4 ppm prior o re-entry. The reading on the Hydrogen
Peroxide meter was s1 ppm prior to re-eniry.

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 tubes using
sterile forcaps.

Incubation and Observation

All subcultures were incubated for 44-T6 hours al 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 subculluras 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
29.0°C/
Subculture Plates 465 | Not Applicable
Bl2002024 EIQ 0ol
Subculture Tubes 10 days Mot Applicable
Subculture Plates 29.00°0 Not Applicable
45 hours
812712024 29.0°C/
Subculture Tubes 10 days Mot Applicable
Subculture Plates ff?f“ﬂ" Not Applicable
Ours
8/28/2024 29.0°C/
Subculture Tubes 10 days 3 days

ELEMENT EAGAN | {B77) 287-HITH | conact.us@element com | Elemment com
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s NTROLS

Study controls were performed the same on each test date, unless otherwise noted.

Purity Control

A “streak plate for isolation® was performed on each organism cullure and following
incubation examined in order to confirm the presence of a pure culture, The accaplance
criterion for this study control is growth of a pure culture demonstrating colony morphology
typical of the lest organism.,

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

Neutralizing Subculture Medium Sterility Control
A repraseniative sample of each uninoculated neutralizing subeulture medium was incubated
and visually examined. The acceplance criterion for this study control is lack of growth,

Viability Control

One representative incculaled carrier, per test organism, was added 1o a vessel containing
subculture medium. The vessels conlaining each carrier were incubated and visually
examined for growth. The acceptance criterion for this study conirol is growth in the
subculture medium.

Carrier Sterility Control

A reprasantalive carmier used in testing was added to a tube of neulralizing subculiure
medium, incubated and visually examinad. The acceptance criterion for this study control is
lack of growth.

Initial Population Control

A control was performed o assess the level of test organism present immediately following
drying. Three inoculated carriers for each organism were individually assayed just afler
drying.

Each inoculated carrier was subcultured into 20 mL of neutralizing broth and immediatety
vorlex mixed for 12025 seconds. Following mixing, the contents of the three subcultured
carriers, per test organism, were pooled (60 mL). Appropriate serial ten-fold dilutions were
prepared and the duplicate 0.100 mL aliquots of the 107 through 10 dilutions were spread
plated on the recovery agar plate medium, and incubated.

Following incubation, the resulting colonies were enumeraled and the CFU per carrier
calculated. The individual CFU per carrier set results were calculated, and the Logovalue of
each carier sel determined. The acceptance criterion for this study control is a minimum
Logiwe value of 4.0

ELEMENT EAGAN | (B77) 287-8ETH | contact.usielement.com | Elemant.com
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Carrier Population Control (post-testing)

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

Each inoculated carrier was subcullured inte 20 mL of neutralizing broth and immediatety
vortex mixed for 12045 seconds. Following mixing, the contents of the three subcultured
carriers, per test organism, were pooled (60 mL). Appropriate serial len-fold dilutions were
prepared and the duplicate 0.100 mL aliquots of the 107 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 carrieér set results were calculated, and the Logip value of
each camer sat determined. The acceplance criterion for this study control is a8 minimum
Log value of 4.0,

MNon-Active Treatment Control

A control was performed to evaluate the reduction of the test organism after exposure to
slerile deionized water, In a separate test cycle, the room was prepared in a manner
consistent with the test cycles.

A total of three inoculated and dried carriers, per test organism, were avaluated in this
control al localions representative of the test cycle. The first carrier was placed at location
#1, the second carrier was placed al location #7 and the third carrier was placed at location
#15 to represent each orientation at high, mid and low locations around the room. All
carriers were oriented horizontally with the inoculum facing upward to simulate tha fesl
cycla orientations (Refar to figura 1).

The carmers were exposed to the non-active solution in a manner consistent with the
intended test cycle parametars at 20.2-21.2°C and 60.4-80.7% relative humidity. The total
cycle time from activation through completion of aeration was 5 hours and 52 minutes.
After the completion of the cycle, each inoculated carrer was subcullured into 20 mL of
neultralizing broth and immedialely vortex mixed for 12045 seconds.

Following mixing, appropriate serial ten-fold dilutions were prepared for each individual
camier and duplicate 0.100 mL aligucts of the 10° through 107 dilutions were spread plated
on lhe recovery agar plate medium, and incubated. Following incubation, the resulling
colonies were anumerated and the CFU per carrier calculated. The individual CFU per carriar
results were calculated, and the Log:,value of each carrier was determined. The acceptance
criterion for the non-active treatment control is a minimum logs value of 3.0 for each test
organksm.
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Neutralization Confirmation Control

Concurrent with testing, a neutralization confirmation control was performed. More than
ona organism dilution was used in this contral.

The neutralization of the test substance active was confirmed by exposing sterile camiers
lo the test substance, To represent worst-case scenario, these carriers were oriented in
a horizontal position during exposure and were placed next to the test davice application.

Following exposure, the carrers were transferred to subcullures containing 20 mL of
neutralizing subculture medium as in the test assay. The subcultures were inoculated with
a larget of 10-100 colony forming units {CFU) of each lest organism, incubated under test
conditions and visually examined for the presence of growth. A standardized spread plate
procedure was performed concurrently in order to enumerate the number of CFU actually
added by plating identical aliquots, in duplicate, onto the recovery agar medium. The
acceplance criterion for this study control is growth in the subculture broth following
inoculation with =100 CFL.

STUD CE CRITERIA

Test Substance Performance Criteria
In order to be considerad aeffective for fungicidal efficacy, the test substance must kill the
organism on all 22 carmers.

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

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 protocel 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 testing in the Additional Testing Room Satup
Requiraments saction an page 11 of the protocol from 1 1o 0,

b. Due to typographical error, the protocol is amended lo change the reading of
peroxyacetic acid for Safe re-enlry into the room on page 12 of the protocol from
=4 ppm to 20.4 ppm.

3. The protocol is amended for the following:
a. Due to typographical emor, page 2 of attachment | is changed from "a single
carriar will be evaluated in each of twenty designated locations” 1o “a single carrier
will be evaluated in each of twenty-two designated locations”,

b. Due to lypographical error, page 3 of attachment | is updated to remove reference
#3 bacause il is a duplicate of reference #2.

ELEMENT EAGAN | (BTT] 287-8178 | comtact.usi@element com | Elementcom
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¢. Dua lo lypographical error, the proposed completion date on page 2 of the
protocol is updated from “August 16, 20924" to "August 16, 2024°.

d. Due lo lypographical eror, the Sponsor address on protocol amendments 1-2
ara corrected o the following:

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

Protocol Deviation(s):

The protocol states lo prepare the organism “the conidial concentration will be estimated by
counting in a hamacytomeater”, The fungal suspension used for all three lest dates had the
concentration estimated by plating the fungal suspension on agar plates. Since the initial
suspension was still able to be determined and the carier population controls met the
acceplance criteria before and after testing, there is no impact on the overall intent of the
protocol,

N UMSTANCES

Mo unforeseen circumstances occurred during this study.

DATA ANALYSIS
Calculations

The CFlcarrier in the Initial Population Control, Carrier Population Control (post-testing)
and non-aclive treatmenl confrol was determined using all average counis betwaen
0-300 CFU as follows:

CFUcarrier = [{avg. CFU) for 80} + (avg. CFU for 10-7 ) + (avg, CFU for 10)] x (Violume of neutralizer)
(10 + 10 + 109 x (Volume plated) x (# of camiers per sel)

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

Statistical Analysis
Mone used.

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 internal
SOP ALS-0032. The original data includes, bul is nol limited to, the following:

ELEMENT EAGAN | [E7TT) TRT-R378 | conactumBsloment. com | Elmeent, coen
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REFERENCES

1. Association of Official Analytical Chemists (AQAC) Official Method 955.17, Fungicidal
Activity of Disinfectanis. In Official Methods of Analysis of the ADAC, 1955 Edition.

2. US. Environmental Protection Agency, Regisiration Division, Office of Pasticide
FPrograms, Draft Protocol “Protocol for Sterlization of Porous and MNon-Porous
surfaces within Sealed Enclosures using Vaporized Hydrogen Peroxide”,

3. U.5. Environmental Protection Agency, Office of Chemical Safety and Pollution
Pravention, Product Performance Test Guidelines, OCSPP 810.2000: General
Considerations for Testing Public Health Antimicrobial Peslicides — Guidance for
Efficacy Testing, February 2018.

4. US. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Performance Test Guidelines, OCSPP B10.2200: Disinfectants
tor Use on Environmental Surfaces — Guidance for Efficacy Tesfing, February 2018,

5. U.5. Envionmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Perdormance Test Guidelines, Seres 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 Diluenis 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
subculture medium sterility, carrier sterility, initial population, carrier population, non-active
treatment control and neutralization confirmation controls were within acceptance criteria.
For Test Results, see Table 5.

Key for Control and Results Tablos:

CFU = Colony farming unit(s)
T=  Colonies were too numerous 1o count (>300 colonies)
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ANALYSIS

The results of VigorOx Liquid Sanitizer and Disinfectant (Lot 031734 and Lol 03173-5)
diluted 19.2 oz/gal defined as 19.2 oz of test substance + 108.8 oz deionized water, exposed
to and Aspergillus niger (ATCC G275), in the presence of a 5% fetal bovine serum organic
soil load at room lemperature (20.2-23.0°C)and 55.5-65.5% relative humidity for a 15 minute
davice run time followed by a 45 minute dwell time (3 hours 56 minutes 48 seconds - 4 hours
34 minutes 31 seconds total cycla time) were as follows:

Lot 031734 demonstraled no growth of Aspergilus niger In any of the
22 subcultures,

Lot 031735 demonstrated no growth of Aspergifus niger in any of the
22 subcultures.

STUDY CONCLUSION

Under the conditions of this investigation, VigorOx Liguid Sanitizer and
Disinfectant, 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 (3 hours
56 minutes 48 seconds - 4 hours 39 minutes 51 seconds total cycle time) when
tested at room temperature (20.2-23.0°C) and 55.5-65.5% relative humidity.

In the opinion of the Study Direclor, there were no circumstances that may have adversealy
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 parmission of Element Materials Technology Eagan.
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TABLE 1: CONTROL RESULTS
The fellowing results from controls confimed study validity:
Results
Test Date | Type of Control Aspergillus niger
(ATCC 6275)
Purity Control Pure
Viability Control Growth
82012024 Organic Soil Sterility 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
B2TI2024
Carrier Sterility
Control No Growth
Nautralizing
Subculture Madium Mo Growth
Sterility Contral
Purity Control Pura
Viability Control Growth
Organic Soil Sterility No Growth
B/28/2024 e
r Sterility
Centrol Mo Growth
Neutralizing
Subculture Medium No Growth
Sterility Control

ELEMENT EAGAN | [E77] 287-8378 | contact.usielament.oom | Element.com
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TABLE 2: INITIAL POPULATION & CARRIER POPULATION CONTROL
{POST-TESTING) RESULTS

Test Date: 8/20/2024, Lot 03173-4

Test Organism: Aspergillus m’gurMTct: 6275)

Volume Plated: 0.100 mL

Carrier Dilution Factor CEU/
set 10° 101 102 10 10 carrier | L09
Initial
P lation T.T 61, 64 11, 11 3,1 0,0 1.4 % 10° 515
Post- =
t&SﬁnE T.T 46, 53 10, 5 0,0 0,0 1.0x10° 5.00
Test Date: 8/28/2024, Lot 03173-5
Test Organism: Aspergillus niger (ATCC 6275)
Volume Plated: 0.100 mL
Carrier Dilution Factor CEUS o
aat 10° 10" 102 | 10° 104 | Ccamier
Initial
Population T.T 39, 29 2.0 0,0 0,0 B.3x10¢ 4.80
Post-
testing T.T 39, 44 7,1 1,1 0,0 | 85x10* | 4983

TABLE 3: NON-ACTIVE TREATMENT CONTROL RESULTS

Volume Plated: 0.100 mL

Test Organism: Aspergillus niger (ATCC 6275)

Dilution Factor

CFU/

; L
10° 10 10% 10 10+ carmier s
48,55 (14,14 2.1 0,0 0,0 1.2 % 100 4,08
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TABLE 4: NEUTRALIZATION CONFIRMATION CONTROL RESULTS

- Subculture Tube
<] Results
Test Substance | TestOrganism | § AGEFIU | Aw (One Tube
& Inoculated per
Dilution)
VigorOx Liquid 104 T.T =300 Growth
Sanitizer and Aspergillus niger
Disinfectant, (ATCCe275) | 10°| 35.41 | 38 Growth
Lot 03173-4 10% 6, 4 5 Growth
‘uggamﬂx Liguid 10 T.T =300 Growth
nitizer and Aspergillus nigar T
Disinfectant, (aTCC6275) | 10°| 53,71 62 Growth
Lutﬂﬁi?_a-ﬁ 104 8,14 12 Growth
TABLE 5: TEST RESULTS
Number of Carriers
Test Substance | Test Organism | Test Cycle time Showing
Exposed | G/ ouwthe
VigorOx Liguid ,
Sanitizer and Aspergillus niger 16 mﬁﬁ?ﬁ:ulm 22 0
Disinfectant, (ATCC 6275) A5 s ks
Lot 031734
VigorOx Liquid :
Sanitizer and Aspergilius niger L mﬁ: *;?H::Iwma 29 0
Disinfectant, [ATCC B2T5) 45 minut ;w "
Lot 03173-5 AN

* Number of carriers showing growth of the test organism.

ELEMENT EAGAN | [877) 18T-B378 | contact et pelement.oom | Elemant.com
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ATTACHMENT I: TEST SUBSTANCE CERTIFICATE OF ANALYSIS
Lot 03173-4

@ evonik o=

i $ T Er e o ey

Farsggany, Kl 09124

FOR CUSTOMER SERVICE PLEASE CALL: 1-856-850-4760
Certificate of Analysls

" Evonik Order 8 EAMPLE
Eleenaert Eagan Comtomar PO S EANPLE
i8S Corporate Camer Qe
Sidte 110

MM 5513

Product: VigeeDy 5%

[Property Specification | BATCHMIg DI | BATCHMIG D1 BATCHMWIg. Dt |

Inapeciion Mathod 631734 ;
10-Jun.24

B, W 70N W s

aCnTE

Fydrogen Peroside, K 14.70% Wi, ey

Q0TS

Autherispd By:

Tmirinag
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TEST SUBSTANCE CERTIFICATE OF ANALYSIS
Lot 03173-5

@ evonik

FOR CLESTOMER SERVICE PLEASE CALL: 1.808-880-4 760

Certificate of Analysis

Hhipped ka; Evonik Qudar & EARIME

Elewserd Eagan Curslomer PO # BANURE

1285 Caiporabo Contizr Drive

e 110

Eagasn, BN 55121

B Date: 05 ful -2 Contificain Dat: 014024

Product: Wigosou 5%
[Proparty |Specification | BATCHMIg Dt | A

TCHIMIg Dt 7]
Inspeciion Wethod 031735 o03TyE .
01 -Ful-24 0 Juil-34

Pasay, % LR ars a7s

00T

tpdeagin Prmaide, N O . 1581 19,72

RT3

Asaranged By

|brdiermaly

ELEMENT EAGAN | [277) 257-B378 | comtact.us@elemant.com | Element.oom



Projuct No. A39340 Pure Maintenance LLC
Protocol Numbar: PURDOG0T 1924 FROT. 1 Paga 26 of 46 @ element

@ element

AMENDMENT TO GLP TEST PROTOCOL

Amendment Ne.: |
Effective Data: Seplembar 18, 2024
Sponsor: Pure Maintananca LLC
334 Marshall Way, Sute D
Layton, UT 84041
Test Facility: Blament Materials Technology Eagan
1285 Corporate Cenber Drive, Suile 110
Eagan, MM 55121
Protocal Title: Efficacy of & Disinfectant Appliad to a Fioom via & Fogging,
Misting or Vaparizing Devica for Fungicidal Disinfaction
Protocol Numbar: PURDDGOT1924. FRDT A
Project Number: A39340
Modifications to Protocal:

Th profocol Is amended for the fallewing:

& Due io typographical smor, page 2 of attachment | is changed from “a single carier will ba
evaaluabisd in each of twenty designated localions” io "a singla camier wil be evaluaied Ineach
of twanly-bwo designated calions”,

b. Due 1o typographical error, paga 3 of sfachment | is updated to remove referance #3
bBeciese il is a duplicate of relerence 2.

c. Due to typographical eror, the proposad complition date on page 2 of the profocol is updated
Trom “August 16, 209247 o “August 16, 2024",

d. Dua lo typographical eeror, tha Sponsor address on prolocol amendments 1-2 are
cormecied 1o S8 fllewing:

Pure Malknlgnance LLC
334 Marshall Way, Suite D

Layton, UT 84041

é&d@) F-24-24
tudy Diractor Datn

ELEWD WY FiiaM || (BT7) JET-A378 | combect usivlpmant oo | D cim
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AMENDMENT TO GLP TEST PROTOCOL

Amendment No.: z
Effactive Date: August 20, 7024
Sponsor: Pure Mainlanmnos LLC
244 Marshall Way, Suite D
Layton, UT 84041
Test Facility: Elamani Materials T)
1285 Corporate Center Drive, Suibe 110
Eagan, MHN 55121
Protoceol Tithe: Efficacy of a Diginfectant Applied Io a Rioom via a Fogging,
' Misting or Vaporizing Devica for Fungicidal Disinfection
Protocol Humbar: PURDDGOT 1924 FRDT.
Project Mumber: A38340
Madifications to Protocol:
The pretocol is amended for the fllowing;

a. Per sponsor request, the prefocel is amended to change the number of supglemantal fands)

o be used in lesling in the Addiional Tesling Room Sefup Reguirements section on
g 11 of the proloced from 1 to QL

b Due fo typographical errce, the profocol i amended 1o change the reading of perocyacetic
#cid for Safe re-eniry into the room on page 12 of the protocol from 54 ppm to 50,4 ppm_

/ga.#« m B=Li-pi
tudy Director Daie

By FRERT P | T3 WP TR § sreslin® 1n dslerrsi reew | Plasans o

ELEMENT EAGAN | (BTT) 187-8178 | comactus@element.com | Elemenlocom
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AMENDMENT TO GLP TEST PROTOCOL

Amendment Mo, 1
Effective Date: August 16, 2024
Sponsor: Pure Mainlenance LLC
344 Marshall Way, Suita D
Layton, UT 84041
Test Facility: Element Materlals Techrology Eagan
1285 Corporale Cenler Drive, Suite 110
Eagan, MM 55121
Protocol Title: Efficacy of a Disinfectant Appled ko a Room via a Fogging,
Mezting or Vaporizing Dieavica for Fungicidal Disinfection
Protocol Humber: PURDOEIT 18524 FROT.A
Project Humbar: AZE3A0
Modifications to Protocol:

f;fmmuiﬂ. tha protocal is amanded 1o change the devies run lima friom 30 minsdes (o
iminutes,

mqm n;ﬂ;ﬂ.r#e;#

NLEMIDNT AN | [RT7] 387-R10 || comiioL id @bchril com | Ebevssindl com
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PROTOCOL

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

Tast Organism(s):
Azpergiius niger (ATCC G2T5)

PROTOCOL NUMBER
PURDDEOTIE2.FROT.A

SPOMNSOR
Pure Maimenance LLG
X34 Marshall Way, Sule D
Laydon, UT 84041
PERFORMING LABORATORY

Elamenl Malerials T Eagan
1285 Corporate Carter Drive, Suite 110

Enagan, MN 55121

DATE

duty 18, 324

Tewplope: Ja7.0 Rew G0N Pags t ol 18

1A Corporitn Coster Owe, Soitn 110 » ilagen, BRI SIE2Y o BTV RNPEATS o 855 EMRATI0 o FEpwws sereet com
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Efficacy of a Disinfectant Applied to a Room via a Fogging, Misting or
Vaporizing Device for Fungicidal Disinfection

PURPOSE
The purposs of s sssay s o ovaluale he efficacy of a mom dsinfecion sysiem apphed by 8 Sging, mising or
waporizing device for fungicldad disinfaction mm—mﬁ, surfaces.

ity

For L %Y Eanegl, Tl Haoq-T=
-“-I:l:l:lltl'liI-D"D'EFH.F'HI'HM.EIJJFHFi1m.1ﬂﬂ-iﬂmm“nm,mm.

solubility and compasition, as applicabls, shail be documented bedors Bs usa in this study, Tra stabity of the jest
subsetanca shal be determined jprice 1o o concumently with this sludy, Pertinent indormation, shich may affect the
cutcome of ihis study, shall be communicated in weitng |6 the Siudy Directar upon sample submission 0 Elsment
Materials Technology Eagan. Elemenl Materials Tochnology Esgen wil append Sponsor-provided Carlifcates of
HArsahysis (T of A) bo this study report, if requesiod and supplied. Charscterization and siability studies ral poromes by
o et e dirsction of Elemnent Materials Technology Eagan will be noled in the Good Labomiory Pracice complanca

LI MARRANT

Exparimanial 5o dates are genaraly schaduled on a fisb-comeTrst-serve boss onca Elemen Malsrisls Technolgy
Eagan meohas he Sponsor spprovedicompleled pralocol, signed fon schedule and comespending lest substance{s).
Basod on &l required maserials baing received al this fme, the proposed experimonial sta date B August 2, 2004
Werbal results may be given upon complation of e sludy with o witien report 1o liow on the preposed completion
date of August 18, 208304, To esxpodie scheduling, please be sure all required paperworc and [eal subsiance
dooumeritation is comploteicounie upon armval sl Elsmend Malsdals Technology Eagan,

H & fast must be repeated, of o parion of I, dus o fallure by Element Mabedals Technology Eagan io pdhers i
sppcified procedure, il will ba repsaled fres of charge, o 8 best must be repsaled, or o portion of B, dua to tailum
al inbarral conliol, el be repealed free of charge. “Mathods Devalopment” fees shall be assewsad, however, i
the test subistance andior last system require modiications due b complexity and dfficulty of testing,

IT the Sporsar requests & repeat (ast, thay will be chargod for an additions test. Nsither the name of Elamant
Matarials Technology Eagan ror any of its employees arg 10 ba used in adverising or olher promotion withcud

final repori by the regulsting agencies concerming repor formal, pagination, s4e. To prevent rejection, Sponsor
should carefully review the Elemand Materisls Technology Engan final repon and notify Element Matorials
Technology Eagen of any porceived doficientss in hese aras bofors submission of the repert i the reguiatory
agency. Elgmaon! Materials Technology Esgan will maks reasonable changns deemad necessany by the Sporscor,

BEONCHES thad specific dsinle o for disindectant products and bio-ceconiamination
systoms intonded for use on hard surfaces be supponied by appropriate sclenific dats demonsirating the eficacy
of ther product and delivesy sysbem against the clemed tes! organism, Testing ts accomplahed in e laboratony by
treating the iast cepganism with the tes! subslance under condiSions which smulate as closely & posslils ihe schual
condiions under which the test substancs ks designed 10 be used. For fogging or misting bio-deconamination
devices which uliize a disinfectand, efficacy bisting is perfamied 1o determing that all axposed, hard, non-porous
surfnces within Fa anciosu are offactively irealed with the disinfectant. This protocol has bean reviewsd by the
U5, EPA and daterminad to b adequain for esting e efficacy of a disinfectant on hard, mon-perous surfaces in
a room treated via a fogging, misting or vaponzing device (MRID 433879-01). Fungicidal disinfection cisims can
be made only after dsinfection of tha requingd organisme (e.g. 5 aureus, 5 onferica andior P, genvginosa) has
ﬂmm Agditional fiekd shudies not sddressad heren may slso be required by regulatory agercies for

Towpiotg: JT-T Rew GOHE -w}ﬂ:‘nﬂ--
1205 Corpeam G Crve, Suitn 193 » Bagies, b 8037 o BFFIETHI70 o GELATANHID & My s Heves oo
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JEST PRINCIPLE

Incculated glass camian ard approphiale chemical indcalors or acive ingredient detection probas ane placed at
dhvere locations within he sealed mom. Tha inoculated camers and indicators/deinction probes will be apased
b the beeal substance lor @ specilied axposure Sma, Afler exposuns, tha caminrs are iransdamed i vessels conlaining
resuialining suboutune mads and assayed for sunvivors.  Apgeopriste culfure parniby, shesdity, vabd®y, inilial
peprutalion, camar populaticn, ron-acie ealment and neutralizasion confirmation controls will b parformad. The
curreni resision of Standsrd Opsaraling Procedure CET-0028 reflects te mothods which shall be used in this study.

IEFT METHOD
Table 1:

Test Organism Designatian # Garoeth Madiem Incubation Paramoters
Aspergillus nigar G275 Sebowrnud Agar (Modifed) 25-30°C, aerobic
The licht GrgANiSMIs} 4o bl used i this Study washwens cbtained from the Amerscan Type Culture Colloctan (ATCC),
kianassan, VA

Meutrakizing Subcudiue Medium! Approprists to neutralize the test substance active Ingredient mnd reccer this best
afGHNiEm

Recovery Agan Sabounud Daxiross Agar

Proparation of Test Onganism

The Aspargiius niper conkdial suspension will be prepared by inoculaing a lask of Sabournud agar (Modited) (aks
Mecpapians aga) and incubating for T-10 days al 25-30"C. Following incubation, sterie saling or saknaTrilan Sclution
Mm+ﬂmmx—1WFWMMMMiﬁdhhﬂﬂuhﬁhwnm
myealiptconidia from e agar. Tha conidia susgnsion 18 aspirated Fom the lask and passed hrough sterdle gauze ta
remowve hyphal ragments. The conidal concendraiion s estimaiad by counting in 8 hemacyinmeter and the oibem
may be adiusied s necsssary, Cullures may be refrigerabed up o 4 weeks prior 1o uss. An ofganic scll load wil
ber acided to the best culfure per Sponsor’s request, Tha Tinal test cufture will be mixed theroughly prior o wse,

Canrlors
To represent non-pofous surfsces and o ersure compabibikty weth the placement of the surtaces o the testing
room, Hee indh by one inch cléan glass microscope slides wil be ullized B the carmars in this study. Clean slides

will b slam sterlized or slerlized in a hol air oven af =180°C for 22 hours. One sterde glass siide will be iransfemed
inke & sarils Pt diah matbed with 2 pisces of fier paper,

Contaménation of Carriors

The glass shde cariers will each be inoculated with 10 yL culture, using a 4 mm leop of calibrated pisetior unifommy
spraading the culiune over &n approximate 1 inch x 1 inch ares on e and of the side in 8 Peir dish. Follbwing
Incoulation, the canfers will be dried for 30-80 minutes at 35-37°C.

Preparation of Enclosed Space

A wishiy chean enclosure will be used. Dwepending on B application, this may be reprasanted by an entiee room or
large chamber. Shehees with supports, laboratory cans of ather sullabls mesns of supporting the les) cariers wil
ba positioned within the enclosure. The endosue will be approprialely saaled prior 1o lesting in order ko isclate the
snnca in which the lest substancs will ba applind. Al & minkmuim, this will inclide confirming the saal on e doors
and any venls or pors within the enclosure, Vond daspars ane used lnside room endodunss 1o saal She standard
HWAC system contained in the room. A humidifiar or debumidifien miy bs used, by Sponase request, o reach tha
dasied anvironmental concitions. In addition, supplamaental fans may be wied (o seais) with distibution of ta test
subsiance al Fa Sponsor's nequsst

For supplsmaniad organismis inciuding fungd, 8 single carmier at a minimum of wenky designated locations, ialing
30 fesl camers por test grganism, are mguired o subsianbate efficocy claims. The locations that have bean
m“w b grvalisade o paremes of the encloture. Rafer 1o figune 1 for an example of o room desgn
thal may ba :

Tha szl volumsa ol ha 12sting anclosuns will ba nsporied.
Timglakt: M7T-| B (0F8 - Pay i el

128% Cowporsés Camier Desen, figitw 110 = fagan, G §51E1L o BTTBAPART o 8510005500 o bl Feern slerram oo
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Mrthod to Monltor the Concentrathan of Active Ingredient

T ersure the minimum concentrtion of actha is delened o the room, the Sponsor is responsibls for providing

mefhod fo moniior the lrvel of achw ingredmnt present in e room during each ies) opde.  Chomical indicatons o

defection device(s) may be used. A3 minium, an indicator of dstection devicalprobe wil be placed Bl | locakon
whern the concenirafion of aciive |5 sspacied iobe ihe lewest jwosl-cass condiian).  The detectad bevel

of sctive will be repoied. B a deleciion method is not svmfiable o detect the spechic sctive ngradient, the Sponser |s

respormibie fof praviding jusiication ss o the level of sciive ingredieed appbed in each bedl cytle

Test Substance and Equipment

The bered subslanca and devics o be assayed wil be used as drocted by the Sponscr. The speropriabe volumea of
sl sulriiancs will be Bdded |o the Sponsar provided device and the denvice will ba ecliveied per Spansar's instruction,

Carrier Placseant In s Enclossd Space

For all supplamaenial ofganisms inchatng fungi. for sach baich of tesl subsiance, 8 single camiee will be evaluated
i aach of bty designabid kocatiohs, desttibed in figure 1, yelding 20 tesi caeriers pae inal organiem, These
fczalions arg designad 1o evaluata the followirg areas of B oom:

1. Al comars

2 Cenfsl locations on ol wall faces

3. Cenfral loca$ons on the floor

4.  Multipls iacations and hoights

B Undermeath honzontal surfooss
Ench carier will ke afanled horinormally with the inooulum facing . Thia will ba accomplshed by placing e Petl
dish eonlaining e camier in The endosuns with the dish id remoead.

Figurs 1: Samphs Dingram of Carmier Placement In a Room Enclosurs

i i7 3

ey yr s

4 7
L 8 17

/ 4

} H
13
15 16
0 12

Figure 1: Mustrafion of ihe tasting room I3 nol necessarly fo scale, Sheivas 1-4 represen unper comens
of [hae room. Shabag 58 mpressn! contral locatians on of wall focos.  Spaces 9412 represant th kewer
corres of fha room,  Spaces 13 and 14 an & J-ber laborafory can reprosont Spaces nCETIETT hodnonial
aurfaces. Spaces 15 end 18 repressnl condral localions on or naor the fioor. Soaces 17 &' 18 represanl
g central wad feces and spaces 19 and 20 raprasev lower contral wal faces on or near [he oo,

Exposurne Conditicns
Fimplag: MT-i Rev IR - Frogeiatany Ihisrruon -
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Once the requinsd amvironmental condiions have bean achisved and he camiars heve been posBonad, fe HVAD

w::ﬂu'rd exhauat [an will be toned off b ensure the vents dampors @ closed. Thay eshaust fan will be confirmed
L] 3

Ths cipca wall B pBovead 00 Soninue LRl compleSon. Tmm]mmmuwm‘:lqﬁﬂ b

Thas Spansor will ba responsbie for ensring hene & a mechaniam in place 1o confirm safe re-aniny into the foom. I
mddilion, ths moom exkeis] will b Lemsd on high {ceanng aboul 1000 cubic feet par mingde or 28 cubls melsrs par
minuie] for ol loast 8 moew minules price o eniry,  This will claar e moom af leas) 2 §mes.

Test System Recovery
Afor the cycla has boen comgploted, the reated carbern will be indbadually ransfered o 20 ml abquats of
neualizing suboifure medium contained in 38 mm x 100 mim fubes wsing sbadils forens.

Il nesutralization & of concern, camiers may be transferned inle ndvidual secordary subcullures contadning
20 mL aliguats of nowtraliring subeullure medium approdimabely 25-60 minubas aller primary transler,

Tha rasuls of the chamicsl indicaiors or delecSon probes will be documanted and mpartsd.

Incubation and Olsorvation
incubale the subculiure plates 8t 25-30°C for & micdmum of 44-78 hours,

incubate thi broth subculiums i 25-30°C for 10 devs of 2-3 days (C. albicars),

if necessary, the subculiures may be refrigemnted at 2-8°C for up to three days prior ko examination.  Following
incubation, the subodturses vl be visually axamined S growth and Subculus plates will be enumensied, Bs

Raprasentate iesl subouiurns showing growih wil be subcultueed, stained andior biochemically
assayed to confim o ndie out the presenos of tho st onganiem.

STUDY CONTROLS

Purity Contral

A "slreak plale bor iolstss” will be padfarmed on Ehe arganism culhure and faliowing incubsieon examingd in order
fa confifm U presence of 4 purs culture. The acceptance criterkon for this study control s growth of & pure culiure
demersirating colory momphology typical of the test organism,

Owganks Soil Sterility Contral
Pt 16 oo COnciren with baaling snd @ applicable, e soum used for e onganic sl load will be cullured, incubaiod,
ond visually axsmined fof lack of growih. The scceplance criterion for this study conlrod (s kack of growh,

Nemitralizing Subswhune Medium Sesility Control
Price b2 of conoumen] with @iing, & representative sample of uninooudmied neufraiizing subculiure medium will bs
incubatad ared visually examingd. The scceptarce criterion for this study conteol bs lack of growih

Viabilty Contral

Onies rapresontathe inocudaled caner will be added to a vesssl containing each type of subculirs madium. I sscondary
subcultunes are performed wsing a diferent media type, one camier wil be placed i the pimary suboubos mediom
and one carrier will b placed in Bw sscondary subcuture medium.  Tha vessels containing sach carmer will ba

incubsied and visually examined for growth. The acceplance criterion for this study condrol i growth in e subouore

Tomplaiy. 27-T Rew, D018 -w-
K5 Carpoaws Crm Osva, Tae 130 o Bagas, B 5500 » AFPSEPEITE o 800 0FE410 o« Felpy e samant cos
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Larrbar Storility Contrel
Prior to of concument with issSng. & rprasentafe carier used in lesting will be added 10 B b of 3

Pk alizng
subculiure madium, wil be incubaiod and visualy axamined. The acceptance crileron for this study control & lack of

Initial Population Control

A oontrol will be parformod fo a5sess the lovel of best cegantsrm prosend immediately foliowing dndng. Thres inocutaisd
carriers for each organism will be: indvidually assawed jus! after drdng.  This control may ba evaluated (rocassed)
cancurrent with iest cyclo axposune.

Each inoculated camier will be subculiured info 20 mil of neulraliring broth and mmedisbely vorinx mixed for
13045 seconds.

Faliowies) mixing, the corents of Bie thiee subculbred camers, por st coganisan, will bs pecled (80 mL). Appropriain
sarial ben-fokd diluton wil be prepaned snd e duplicats 0.1 mL aliquots of the 107 hiowgh 10 diluicns will be sproad
plabed on (he recovedy gt plals medum, and incubated. H serial diutions are red performed and ploted immediaiol;
felloaing mixing, #ha vessels may b religerated ol 2-5°C for up o 2 houm prior o diction,

Fodicsing incubadon. the resuling colonies will b enumeabed and the CGFU per carmor calculaind, The indhvicdusl CFU
pear camier sal resulis will o caicilaied, and the Lagse valus ol each camier sel determined.  Tha scceptance criledon
for this siudy coninol bs @ ménimum Logw value of 4.0,

Carrler Population Control {post-testing)
bn ondar o engure the: minirum camier poputation pad reguined for valid disinfection was present ol the end of tha 1es
cyde, & carier populafion contnol will be porformed jus alier the completion of each iest cyde.

T irssal e cafrion bof wach ooganism vwill be individually asseyed just sfier sach tesi cyde s completed by holding
e dried carriars ok room bemperatune oulside of the: testing noom or snclosuns.

Emrmmwmhmmz:mdmmmwmmmu
12045 saconds.

Following miing. thas conlents of the Dves subculiured cariers, por test organism, will ba pooled (80 mL). Appropriste
sawind ban-fodd diutions wil e prepaned and the duplicale 0.1 mL alquoss of the 10° Sough 107 diufions wil ba spread
platnd on e recovory agar plate medum, and incubaled. B serdal diutions ans nol prrformad and plated inrmadiately
following mixdng, the vessels may be mivigemsted al 2-8°C for up lo 2 hours prior o diosion,

Folloredng incaibation, tha resulting colontes will be enumerated and the CFU por caror calcuaied. Tha individusl CFU
par cosminr set resulls will ba caloulalod, end the Logw vslue of sach camier sot delemmined.  The cycle parameters
{inchuding length of time) maust ba carshully considernd ba ensuns s conirol mosts the designaied sccaptance critesian,
Thie accsptance criteion for this shudy conred is.0 mindmim Lede varkos of 4.0,

Mon-Active Treatment Contral

A control will be peformed fo evaluate the reduction of e lasl organism after exposure fo 8 Sponsor-provicied
fermulation containing no actve ingrediont. If such 8 formidaten cannat be provided, steril delonized waler may
ke umad in is place. | Is recomenondad {hat this control ke perfermed prior to Sesting o erswne tha Bocepbancs
criterion can be mat The test cpche parsmation (includking length of Bme) must be cansdully considensd fo ensuns
this contod meets the designaind apcoptanca crilanon,

Iri o soparate test cyde, tha room wil ba prapaned in 8 masner cansistant wigh the st cycles.
A iotal of three inoodated and dried camiors, per les) crganism, wil be evalusted in this conirod at lacations
representative of the fest cyde.  The first camrar will b placed 8% lscalion 81, the second casmar will ba placed al

location #T and the third camer will be placed & locaton 815 o fepresent each orentation ak high, mid and low
locations around the room, (Ralor 1o figure 1)

Templais: T-3 Rev 2013 - Pramirtay dnbsmutin -
THEE gt Casiber Db Tosie V00 o Ragas, WA 39020 o BFTTARTE + 434 P55 o g e Sere=icon
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All caeniers wall be ongnited harzorially with th incculem Bcing upward o simuiate the e cycle siestabons. The
nciual locaSons and orieniations will bo documaniad and reporied.

The carrers will be exposed fo the non-actve solufion in @ manner consistent wih the intendsd tesl cyde
parnminrs.

Al the campletion of the cycls, aach inoculabed camer will be suboutiuned inlo 20 mL of neuiralizing beosh and
irnmediataly vorex mbosd for 12045 seconds. Folkmwing mixing, the contents of the three suboubared camiers, per
bt agganiasn, will be poded (80 mL).

safial tan-fold dilitions will be prepamd and the daplcals 0.1 mL algquots of Ga 100 thrcugh

104 dibuonp vl b spesad plated on the recovery agar plate modium, and incubabed, B sedial dilutions are nal

ol plated immadialely foflowing mixing, the vossels may be refigerstsd at 2.8°C forup ta 2 hours priee

to dilution. Follraing Incubation, e resulting colonies will be enumaraid and the CFL per camer calouated. Tha
individual CFU per cariser sed resulis will be calculated, and the Legw vales of esch carier se1 detesmined,

The scceptance crisenon for Ehe ron-gciive reatmant control Is @ minimum kg value of 3.0

Moutralization Condirmation Contral

Concurmnn with besting or price &0 tesling. & nowirplizaSon confirmabion conirol will ba paefomsed, Mo than ono
ceganism dilution should bo wsed In this contul. |f all tha organism dilution(s) used in this contrel 18l |s provide
edequiia nismibers {10-100 CFU}which coincides in 8 fallure io mest the acceptance orilerion for this by control,
4 conirol may be repeatod in fis entiedy. Only tha mest concentraled fest substance dilution andior longes)
Enposiie Bne naeds io be evalisated in this confeol,

Thie fisulrBENGn of e B8 subitands octhve will be confimed by sxposing siere cariers ta the iest subslance,
To répresent warsl-case scanano, these camiers will ba crianbad in @ horipantal position during exposers and wil
e placed a1 s naar ha baak dindics application silo.

Following exposure, the carrsns wil bb translerred fo primary subculbures conlaining 20 ml of neutralizing
subcultorn madium 88 in e est assay.  Caries may be trenslered fom primary subcistures. inks individual
sacondany subtuituneg baginning approximalely 25-80 minubes following the primary fransier.

Thi subculiures will ba inoculatsd with 8 tangsl of 10100 colony forming units (CFU) of sach iest arganism,
incubated under test conditions and visually examinesd for the presence of growth, A slardandized spread plate
proceciure will ke performed concurmangly in ondes ba enumerate te numbaer of CPU actunly addad

Tha acceptance critericon for this study contrel I8 grawth in the final subculiura broth, einimally, fellowing inoculabion
with 5100 CFU.

Fliais Bling Protedures (S0Ps] relative to efficacy tesiing
shudwes. Efcacy Desling & periarmed in siiof adherence io these S0Ps hove been corsbucted o cower &l
aspects of the warkl including. bul net Bmiled i, recalpl, log-n, and iracking of biclogical reagents inchading lest
it sinaing lof purposes of ienfication, receipt and use of chemical resgents. These procedunes s desighed
o document sach e of afficaty besling sludies. Appropriaie relenerces o mediom, baich number, aie, am
dacumentid in he ree daln collected duding the course of aach shudy,

Adiifcrally, aach alficacy bt is ssaigned 8 urigue Project Humbaer when e prolocod for the study & Inftased by e
Study Director, This number is used for identfication of the test subouilres, elc. during the courss of e st Tas!
subculirat o S0 el vith referencn bo the fest organism, expedimental start date, and best product,

Micronsopis
afdior matioscapic aahalions of positve subculbores are performed i order o confiom the dendty of the 1
prganim. Thess measumss are designed io document the idontty of th lest system.

Teaplue N1 Rev. (040 = Fropesy Byl
128 Corpovain Coften Drive Jaste 175 » Rigas, MR TELY + ETTTVEIME o U0 EPRA41I0 o iipwww seranscom
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ETUDY ACCEPTANCE CRITERIA

Test Substance Perfarmance Criterin

In orded 1o b considersd efiective for fungicidal efficacy, The test substance musl kil te tesi ongarism on all
20 incifBied CaTaeE,

Contral Accepisnce Crijeria

This iy cosients mist parfcrm acoonding bo the oriteda detatied in the study controls description saction. IFany of the
corinl accapiance oriferia e not metl, the ios may be epeated under the cument probocol omber. [ e acceplonce
eriterion for the neutralzation confirmaltion contnol, ingial population coninol or cormler populaiion contol (post-testing) s
el mal and tha test substance fails (o mess the test substanco performance criteris, no repeal tesling = neceszany,
Ay posithe test cariens confirmad 2% a contaminamnd will be reporied. Ay besl camier ©81 §i demonsirates & rumber
of confaminaled tubes thai condribuies to resulls thal coceed the produc] pedformancaiiuccess oileds may be
invalidated per Sponsor’s requas and may b re-tesied.

H mny portian of the proiocal is axecubed incorectly warsanting repeal lestng, the st may be rapeated urder e
ounrent prodocal rumber. I the populstion conired fails to mest the minimum reqpdrement or f S reulrolization
WMWMHMMLWHHMMHMHMEMMHMWWhM

METHOD FOR CONTROL OF BIAS: 1A

REPORT

Tha repoer wil include, but nol be Emiked fo, iderification of the sample, dale received, nitiabon and completion
dales, idantfication of the onganism strains used, descripion of media and roagents, desoripbion of the methods
m%%ﬂﬂm-llmwhmdhmﬂﬂMMﬂmw
40 it a

PROTOCO]
1ﬁmmhmwhhww fhe fevision Brd reasans fof charges will be
documanted, reparted 1o e Spondcr ard will become a parl af the parmanent e for that sludy. Simitarty, the
Bponsor will be naliied a8 Saon as poashls whenever an evend occurs thal may hise &0 sfest on the validity of
the study.

ﬂg:a«muﬂnﬂhﬂyﬁlhhmmmmnhm al th work, Ay
mirsaf cheanges ba this study) of methods used will be documantsd in e rew data and approved by S
Study Direcior.

lhmmmumﬂmﬂu«uml aample of the test substance. Al unused inst substanco will

be discanded following study complaticn unless cihenwise indicabed By Sponsor,

BECORD RETENTION

Study SpecHic Documants
All tha orgiral faw data developed sechishmely for e study shall ba archived at Elamen Malnrials T)

echnalogy
Emgan Tollowing tha record retention policy cufined in tha intemal S0P ALS-0032. Those orginal data include, b
are reo limie 10, e following:

p

Al hancharitian raw dada for conlnd ard lesl subkiamcas inciuding, bal not mBed 1o, notebooks, data
forene and calculations,

Ay proloeod aemendmen sideviation nalificatons,
All mpasured date used in ioemidaling the fnal reperl.

Memaranda, specihcations, and other sludy speclic codrespondance relafing o Interpretation and
evalualion of data, olhar San those decumants comained in tha fingd shady repor,

Cvigginad sigred profocal,
Cartfiad copy of final study report.
Saudy-specific SOP devialions made during the shudy.

Templais- 2471 B, DOTR - Feoprwiry it -
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Facility Specific Documants.
Thes Todkrwving reconds shall siso ba srchived Bt Elemant Malerials Technology Eagan. Thase documents indude,
Bl Bea mal leniad fo, B following

1.
z
]
4
L.
i

50Ps which partain to the study conduciad.

Ron-study-specific S0P deviations made during the course al this study which may affect the resuhs
obiaingd during this sludy,

Mathods which wane used or referencad in the shedy conductad

iy raports: for each O inspection with commants,

Faclity records: lemperafurs logs (amblent, incubator, efc), instnemond logs, califwation, &nd
mainienance reconds.

Cumrent curticulum witas, faining records, and job descriptions for all pesonnel invobeed in o shody,

1. MHTWHWMMHEJWHMBHHEWMFMH
Disrlectants. in Oihcial Maihads of Analgais of the AOAC, 2012 Edition

E Assocsiion of Oficcal AnalySical Chamisis (AQAL] Official Method 55517, Fungicidal Activity of Disinlectants.
I O#fzinl Mastheds ol Anadesis of the ADAC, 1855 Edition.

3. WS Emdronmental Proleclion Agency, Raegisiation Diision, Office of Peaticada Programa, Dralt Protocol
WMdewmwmummmmw

Hydrogan Pancedda”,

S, Emdrcremortal Prodeclion Agency, Office of Chemical Salety and Poluton Prevenion, Prodict

Wm;mm#mmmamcmhmamwm.

5§ WS, Envircnmental Prolpction Agency, Office of Chomical Safety and Poliuion Frovenion, Product
Perfcrmance Test Mmm“.mmu B0 2200: Disinfectants for Use on Hard Sufsces. Efficsey Dsta

Becommerdations,

DATA ANALYSIS
Calculations

Dwlerming the CFLUcariar in $w Inilial Population Contrel, Cardes Populalion Conlrol ([post-lesting] and
nion-aciive estment confrol using all average counts between 0-300 CFL as follows:

|1u--1n-r+ mq:wmm: I8 of cartors par aet)
whars 107, 1077, and 10 are exsmple Giulions that may ba used

Batistical
Mon Lised

Templsie; T4T-] Rev, 0018 - Fepesh BV -
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STUDY INFORMATION
(AR blank ssoions s vered by ke Sponsoror Sponsor Repmsastolve @ Enked 1o Med spnades, ks olhersiin aciod )
FeggimgMistingVaperizing Device komity {axactly as it should appess on final report):
—The VaPuns Dknace

Test Substance {Hamp & Batch Humbens o it should o ffinad
T Marma
Liquid and Desirdnotond OHITa4

[infEe ]
ﬁm%mm“w for regisiration purpases. The requirement fo test af the lowar

cartifbeo Wenid (LGL} for regrisfration has ool yaf een oeflned for (fhs orgaiism by o LS. EPA; however, lesting
at ifve LEL s recommamded,

O Cumdernary ammsonia B Poracadc acad 0 Bodfium hypochiarnie
M Prroaddi O CHhar

WMMEMMHMWMHMMMHMH“TMW

4 - . Percoyacobc acid = §.1%
(Thee valu by used for npcirsdralion planang oy, This wide & ol individd fo rprasand chamchvizafion vl
Maorefctive Contral Bubstance (Mame & Batch Mumbers) oxactly as i should appaar an fins report:

OR
[ Uze Sterile Deionized Water

Houtralization’3ubsulbure Broth: = -
B Bemenl Materiol Technology Engan Discrosion. By chacking, ha

epniEa piof o keafing io delerming the most appropriata neutralizer

(S0 Fes Schedula).
@ Condfticns: Hazards:
EFoom Tamgsaaiure 2 Mioré krvown: Liss Standond Precautions
Q28 B Maberisl Safaly Data Shesl, Attached for nach proguct
Q Othar; Q As Follows:

Product Preparation
O Mo dilusion reeuned, Use a3 receied (RTLU)
E"Diution(s) 1o ba tested:
182 cpigalon ___defnedss__ 1824 .
[eaarngio: 1 azfgalion] (ameunl of lest substance]  (amount of dilsent)
& Duworiizad Water (Filer o Auticlig Stedlized)
O Tap Witer (Fiter or Autociave Sherlized) - All tag water it soflened: the waler hardness for the batch of tap
it ussted will bs darlarmingd Bnd eponed
O ADAC Synthetic Hard Walsr: PPM
O Cehar
"Nate: An squhvelent difulion may b mace imiess ofbervise requested by the Spansor.

Teat Organiam: B Asparpillus niger (ATCC 8275)

Carrier Number: 23ipydaiorganism
Owganéc Soll Load: :
gwmﬁwwm:wmmmm ba inchaded in tha lest onganiam srssension
Temglote: 147-1 Rev. (04B - Propristany Ionsion -
1784 Componin Crrtan Deten, Solin 110 o Cagar, WM 3AAI0 & DIT20700TE ¢ @VLITRISIE & AU Mot hEmasn D0
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Estimated Cyclo Paramotens

Estimated Cycle Time from acivalion io 6o

Expocted Exposure time nthecyde 30 roin dovice runime + 45 mindwellfme

Desired Temperaiure at the Start of Exposure,_______ Ambien! conditions {18-25'Cl e
NOTE: The HYAC systam will be [umned off during erpomrs io enswro e venls e sealed  Eloment Matenals
Tachnalagy Esgan con only larged the Sosked empscafure al the sterf of sach sycls.

i Check if aoplicabie: The equipment will be opermied by $h Sponsor or Sponsor Repesentative on e day of esing.
{Thia will b el A it GLP compliance stademant of the GLP finad report. )

O Mot applicsbia
B _1 (¥ supplamontal fan{s) shall be usod to ald with best sukbstancs dstribution,
I A huméifar should ba ploced in the roam o 1arget a minimum of 50 %% relathen Biumidiby prior 1o the stan of

tha cychn
nwh:MthhmmﬂME % relathen homidity prior to the start af the
Tomplaie: 2470 Rev. D018 = Provvistiy ihiimaton -
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Active ingredient Menitoring During Tesd Cygles
Tha faliawing Sponstr-provided chomical ndicatar wil ba used

hA

oR

Tha following Spansar-provided detection probeldesice will ba used:
HA

irstructions for use of the indcalors. or dedection probo (Includs instructions for usa and evaluation
A,

Expociod concemimdion of active ta be achlovwed in the tost cyde based on tha indcater or proka:

Eer..l' Ficard Ik i T - i al g o e Foa e |
Eaf T-0E-TH el —a F- oF -7

Safe re-ondry into the reom
B Tha room sxhaust will be bumed on high (ceaning about 1000 cubic feet per mirie or 28 cublc molers
mirana) for at lesst § mare minubes prior 1o entry.  This wdll clear the room al least 2 imes.

The fallowing Sponsaf provided monilanng device will be used on the day of testing 1o ensura sals re-shiry inlo
he room:

Thee reading misl be al or below & resding of
Poroxdes Iy anlar T nooe.

Timmplatg: J1-1 Rev 0018 - Progrrasy B -
T3 Corpadmun Cornr Drwy Tasaw 100 + Engaen, bbb B5ARE & 77 MATHITE & GRL ATOEGLD & Ao serand oo

ELEMENT EAGAN | (B77) J8T-RATE | comtact usi@element.com | Elemeni.com



Project Mo, A38340 Pure Maintenance LLC @ element

Protecol Mumber; PURDOENT 1924 FRDT 1 Pagea 41 of 44
Protocol Mumber: PUROGERDT 184 FROT.Y Pura Makdanmon LU
s @ element

Carrier Placament
0 Carriars will be placed as cufined in figurs 1 wifin the profocol

OR
B The follewing modfied lecations will be made: Sea protocod asachment |

Room Modifications (i appicable)

O The Element Mobsrials Technology Eagan’ fosting room will bo used for testing.  The schusl dimensions of the
qumn:mm een: TEE5" ¥ 168" x 11°0" {lerighh x width ¥ height), otaling approvimately 38537
Teset® or 104 m.

oR
B Tha fellowing medifications wil be made 1o the room: See orotacal afachmert |

Tomgalaie. D71 Raw OFI8 - Froprecary Fuormuios -

1286 € pwpemurin Corer Dty s 110 @ aggar, WiH 020 & BTTITRITE + 631 ITREEN] & I sess: Sumsnl. 0
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O Test Zubstance ta be hand-delbered (must semive by noon ol leasl one day prior i WBaling o ol
arangemeants made with the Study dinscior)

COMPLIANCE
Study 10 ba porfermend under EFA Geod Laboratory Praction regulations (40 GFF Pan 150) and in accordance 1o
Eaandarnd PrOGAunES.

ldardEy. strongth, purigy, and unifammity, 85 appScable, of the best lobs has bean or will be completed peior fo efficacy
tosting: B Yes O Mo O Mot required, Mon-GLP teating requasted
Il yyua, honding was of will be padarmed koliowing 40 CFR Par 180 S0P reguiatians: 8 Yes O Mo®

B-F-nl'ﬁnllrmn‘f-i,'lm hlrpm'-ml-d for nach iof of iest subsiance. I provided, the Col A
wil be appended In the

Paport.
O Teating has bean o will be canducted under prodocal or study &

testing of the famulation has been or will bo complated prios fo o concusmant with allicacy lesting:
B Yes O Me* O Mot required, Hon-GLP testing roguestad

B yes. lesling was or will be performed foliowing 40 CFR Part 160 GLP reguelatons: B Yes O Mo®

ity e By comp
DTﬂumw“Hhmwummwmr

“If tmating information & nef prosicied o i ol pefarmed fofowdng GLP regulations, dhis wil bo indicated in e GLP
compiance slafemant of e final repon

PROTOCO ATTACHMENTS
Supplemental Informaticn Form: Atached - B Yas O No

il'nl_ph'r. 24Tf Baw. N_.h! = Frogresy iibvono -

L8 Copawite Cosior Db, Sasile 100 « Dagan, WU 35121 + ATPATRITE & ESNAPNNI0 & g es Samas [
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PROPRIETARY INFORMATION

THIS DOCUMENT IS THE PROPEATY OF AND CONTAMWS PROPRIETARY INFORMATION OF ELEMENT
MATERIALS TECHNOLOGY EAGAN. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED
HERETN IS TO BE REFRODUCED OR DISCLOSED TO OTHERS, W WHOLE OR IN PART, NOR USED FOR
ANY PURPOSE OTHER THAN THE PERFORMANCE OF THIS WORK ON BENALF OF THE SPONSOR,
WITHOUT PRIOR WRITTEN PERMISSION OF ELEMENT MATERIALS TECHNOLOGY EAGAN.

TITLE ___CEQ

pare_Tf22f2.M

Eltall:_  brndonfiporemainisrgnog.com.

Far confieniially purposes, Eforematiov: will ba meisased only o the spensoninprpsentadive sioning Mo
mmmmﬂm ane speciically Bfwrized i1 wiking b recedvn Sy Informaton,

Oiphar individvals artfonred to recefve informalion rgdaing dhis sty 0 Spa Adinchad

MAME: Tarair Sdravs

Shudy Declor
mmnnaE?'z‘g,.,-. m e _3-cS-FY
Study Director

Tewplaer 2471 Riw. S0UR y — ——
Y o Lot [vb, Sl 113 & agas, Wi 30000 « FPIATRINN & BELATRANID & i) fows slamumi: covm
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elernent
Fabric Preparation @
Propare a scouring sokifion by sdding approdmataly 1.5 gaens Na2C03 and appredmalely 1.5 grams of Triton X-100
to appradmabaly 3 L of deionized waior (or equivalond diution). Thao iesl fabric will be plain cotion weave containing
mm;mmmmmmdwhwnmumdmm
Alkrey the sobuticen B0 bodl for apgemdmately 60 minuies, Remove the fabrio and rinse by placing first in
bﬂmmwm-munwmhmammmmmmfr-nﬁmmﬂhr-h.m Chring tha
rinsing procedura, mix e iebic in the waber in order io hilp remove the wolling ogent. Adow the fabic to air dry undes
ambier condiisns lor at leasl 1 day orsuring thal tha material & complately dry. An abemaia fabric type may be
evalunted by Sponsor requasl.

Carriars.
Tuwmmwhﬂm“mmﬂmuw#hmmnmmhﬂ
inch by one inch fabric camiers will be wrapped around fres inch by one inch dissn ghins microecope dides. Clean
wlhdes armd fobric cariers will be steam sledlized or slerfized in & hol air oven 8t 2180°C lor 22 hoiae, Oné prépansd
carmiar will be franslered Info a sierle Pald dsh malled with 2 pleces ol ier pagar.

Centamination of Camiers
Ths cambprs will sach be inoculated with 10 pl cullure, using & 4 mm oD of caliralnd pipaRor uniomily spreading e

culbsre ower an appraximats 1 inch x 1 ineh sfes on B end of the abide i a Patr dish, Foliowing incculalion, th chemiers
vl b dlried for 30-80 minutes a1 35-37°C.

Proparation of Enclosed Space

A visibly clean and sealed biassrasol room of approcimeately 3,870 B will bo used for Sesting. Tho room will ba
approprialely sealed prior (o lesting ta (Solate the space in which $ho Sest substancs |s inreduced. AL o minkmum, this
walll include s initial e punge 16 replace airwithen (b rooam with HEPA, fiteeed air. Tha room will be conditionsd 1o kg
the mequestsd eenparatue and nadathve humidity conditions.

Shesbves with supports, laboratary carts or other suitable means of suppoaring the 1esl carmars will be positoned within
1 EfciGauTe:

For poem sizes <100 m?, o minimum of 20 cafriss must ba svalanisd pef sk organism, par 851 oypdie. Triphcale camian
&l 8 marimam of brenty designated loca¥ons recuived 10 substantiale elfcacy dairs.

Thea lesting room enclosure is appeosimately 2.5 1 15" & 12° Bength x width x hoighl), botaling appeoximately 3,670 RY
{110 m7}, theredare a minimwm of 22 carviers weald Ba requined for testing, per cycla, An additional lacation has bean
adoed i achieve the minimum required number of teel camers. Sen Figure 1 balow on the foliowing page.  Tha les)
crilnria for passing the besd remains the same far 22 camiers.

Thar acual volume ol tha lesling enciosurs wil be mponed

Page 1ol 3
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"T.lk_r"‘l"lrhl

Carrier Plasement in the Enclosed Space @ element

Far all supplemantal ofjantsms inchuding fungl, for cach babeh of best substance, a single carmer will ba evalzated in
emch ol twenly designated locations, described In figore 1, yiskding 22 lesl cartiers per lesl organism,  Thase keeations
ang dedigned 10 evibulle the lollowing arsas of the room:

Al comers

Condral locaBors on ol wall faces
Contrl lcaions on e floor
mmﬁmm
Unclserssath horzpntal suefaces.

e

Ench cosmiar will be orenbed horzontally with the ineculim Facing un, This will be sccomplished by placing the Pedr dish
contining the camiar in $a enclosuna with the dsh ld removed.

Figure 1: Sampés Diagram of Carrier Plocemend in a Room Enclosure

- v
| i)
¥ N
f“”f i

m_ u

- ol
e 1]

-F___.-"'--- w

L@i.'wﬂlm%mw?:ﬂ; Shalvas 1-4 repressnl poper cormarg of the room. Shelvas
TSR Cor EpCationd ot {"Ehalf dirpctiy undar @ vigwing Spaces §-12 tha
foswnr comars of the room, &mﬂ&ﬂﬂmuaﬁrmmmmmwwm.m
Spaces 15 and 10 regresen chaired locatians very nsar the foor. Spaces 17 and 78 reprasant upesr cenkal wal faces.
spaces T8 and 20 reprosent kv cavirad wall faces and spoce 24 ropresonts & cantral ncalion on U ap of e nboratony
cart, Space 23 represels &0 upper corner baneath fe tesfing room exbaus! retun. Localion 22 was sddad o ensure 37
camers oo be ovaluaied i feafing.

Page 2ol 3
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Exposure Conditions

O the requined ermdronemantal condilions har been achisved &od e carriers han besn posionad, e HVAG syslem
and exhaust fan will be wmed off jo ensure the vents dampers g closed. The exhaust fan vell Bo confirmed 1o b alt

The lest denvice will be acivaied por Sponsor diredtion and the ichnician wil immediately ol the room,

The cycle will be alowsd o continue undl complotion.  Tre Sotad lime from scivalion io the complietion of cycle will be
docursented.

Ths Speeniar vl b respansible fof enswing e = a mechanism in place 16 confirm sale e-enlry into the reom,  In
adifiticn, B room exkdsl wil be wimed on bigh (clearing about 1000 cublc feat per minute or 28 cubic molors per
minula) for AL lesst 5 e minubes priar o enty. This will clear the mom 58 keast 2 Gmes, Tha Spansor may supply &
resn gerubiber or other seraticn divice b aid in dearing the room o speed up re-endry. An intermal purge cycls with ugp
I 5 gir champes pae hour may also be used s desmad neosssary by e Study Direcsar.

Test Subsiance Performance Criterin

In crder do0 be considered effeciive for fungicdal efficacy, the test substance must kB the iest organism on al
22 inoculaded camors,

LS. Envircomental Prosection Agency, Registration Division, Office of Pesticide Programs, Draft Brotocol *Praiscel
ko Sanilization of Porows and Mon-Porous Surfaces within Sealed Enclosures using Vaporied Hydrogen Parosids’

U5, Environmental Profection Agency, Registration MMﬂme.Mﬁmm

L
L
L

Tos! Guidalines, DCSPP B10.2000: Genaral Consideratians for Tesing Public Health Antimicrobisl Pasticdes. —
Guidanca for Efficacy Tasting, February 2015,

& US Emﬁmmw OHfica of Chemical Safaly and Polision Praveniion, Product Performance
Teal Guidelngs, DCSPF B10.2200: Diginfectants for Use on Envionmaentsl Sisfaces — Guidance for Efcacy
Tasting, Fobmaary 2013,

B U5 Erironmantal Prolecion Agency, Offica of Chemical Safoty and Poliution Prevention, Product Pedsrmance
Test Guidslings, Serias 810 Guidelines FAG, August 2018,

7. 5. Environmental Praleciicn Agency, Office of Pesticide Programs S0P Number: MB-30-03, Preparation of Hard
Water and Other Diusants for Praparstion of Antimicroblal Prodhucts, November 14, 2022,

Paga 3o 3

ELEMENT EAGAN | (BTT] 287-E378 | confact usi@elsment.com | Elemsed, oom



