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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 document. I acknowledge that information not designated as within the
scope of FIFRA sec. 10(dX1XA), (B), or (C) and which pertains to a registered or
previously registered pesticide is not entitled to confidential treatment and may be
released to the public, subject to the provisions regarding disclosure to 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 with the following exceptions:

The following studies were not performed following GLP regulations: characterization and
stability of the compounds.

Su Date

Sponsor:

Study Date: -t5-
Jamie Hezan, B.S
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QUALITY ASSURANCE UNIT SUMMARY

Study: Germicidal and Detergent Sanitizing Action of Disinfectants

The objective of the Quality Assurance Unit is to 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. ln accordance with Good Laboratory Practice
regulation 40 CFR Part 160, the Quality Assurance Unit maintains a copy of the study
protocol and standard operating procedures and has inspected this study on the date(s)
listed below. Studies are inspected at time intervals to assure the integrity of the study.
The findings of these inspections have been reported to Management and the Study
Director.

Quality Assurance Specialist: ôr,^.-jr^,,|.--- oate: \I-\S'\(,

Phase lnspected Date of Phase
lnspection

Date Reported to
Study Director

Date Reported to
Management

Critical Phase Audit:
Exposure
Conditions

October 10, 2016 October 10,2016 October 12,2016

Critical Phase Audit:
Exposure
Conditions

November 2,2016 November 2,2016 November 3,2016

Critical Phase Audit:
Exposure
Conditions

December 6, 2016 December 6, 2016 December 8,2016

Final Report December 13,2016 December 13,2016 December 15,2Q16
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STUDY REPORT

GENERAL STUDY INFORMATION

Study Title: Germicidal and Detergent Sanitizing Action of Disinfectants

Project Number: 421809

Protocol Number: DSSO1072816.GDST

Sponsor: DeconT Systems, LLC
8541 E. Anderson Dr, #106
Scottsdale, AZ 85255

Test Facility: Accuratus Lab Services
1285 Corporate Center Drive, Suite 110
Eagan, MN 55121

TEST SUBSTANCE IDENTITY

TestSubstance Name: D7 Part 1 Lot 16-353, Parl2 Lot 16-450, Part3 Lot 18840
D7 Part 1 Lot 16-354, Parl2 Lot 16-451, Part 3 Lot 18840
D7 Part 1 Lot 16-355, Parl2Lot16-452, Part 3 Lot 18840

Test Substance Gharacterization
Test substance characterization as to identity, strength, purity, solubility and
composition, as applicable, was documented prior to its use in the study, however, not in
accordance to 40 CFR, Part 160, Subpart F [160.105]. The Test Substance Certificate of
Analysis Reports may be found in Attachments lll-lV.

STUDY DATES

Date Sample Received:

Study lnitiation Date:
Experimental Start Date:
Experimental End Date:
Study Gompletion Date:

September 2, 2016 (Test Dates: 10110116 and 1112116)
and December 6, 2016 (Test Date: 1216116)
September 22,2016
October 10,2016 (Start time: 9:52 am)
December 7 ,2016 (End time: 3:30 pm)
December 15,2016

OBJECTIVE

The objective of this assay was to determine the efficacy of a product to sanitize pre-
cleaned, nonporous food contact surfaces using the AOAC Germicidal and Detergent
Sanitizing Action of Disinfectants method. This method is in compliance with the
requirements of the U.S. Environmental Protection Agency (EPA).

l2SSCorporateCenterDrive, Suite 110 Eagan, MN 55121 . 877.287.8378 . 651.379.5510.www.accuratuslabs.com
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SUMMARY OF RESULTS

Test Substance

Dilution:

Test Organisms:

Exposure Time:

Exposure Temperature:

Organic Soil Load:

Efficacy Result:

D7 (Part 1 Lot 16-353, Part2 Lot 16-450, Part 3 Lot 18840)
D7 (Part 1 Lot 16-354,Part2Lot16-451, Part 3 Lot 18840)
D7 (Part 1 Lot 16-355, Part 2Lot 16-452, Part 3 Lot 18840)

Equal parts Part 1 and Part 2 and 2o/o Part 3 defined as 49 oz
Part 1 + 49 ozParl2 + 2 oz Part 3

Escherichia coli (ATCC 11229)
Staphylococcus aureus (ATCC 6538)

30 seconds

25t1"C (25.0'C)

No organic soil load required

D7 demonstrated efficacy of three batches against Escherichia
coli, and therefore, meets the performance requirements set
forth by the U.S. Environmental Protection Agency following a

30 second exposure time at 25t1"C (25.0'C).

D7 demonstrated etficacy of three batches against
Staphylococcus aureus, and therefore, meets the performance
requirements set forth by the U.S. Environmental Protection
Agency following a 30 second exposure time at 25+1"C
(25.0'C).

TEST HISTORY

Testing performed on October 10,2016, resulted in a neutralization confirmation control
failure for test substance, D7 Part 1 Lot 16-353, Part 2 Lot 16-450, Part 3 Lot 18840
against Staphytococcus aureus. Due to the neutralization confirmation control failure
testing of D7 Part 1 Lot 16-353, Parl 2 Lot 16-450, Part 3 Lot 18840 against
Staphytococcus aureus was repeated on November 2,2016 using a different neutralizer.
Testing performed on November 2,2016. resulted in another neutralization confirmation
control failure for D7 Part 1 Lot 16-353, Part 2 Lot 16-450, Part 3 Lot 18840 against
Staphytococcus aureus. Testing of D7 Part 1 Lot 16-353, Part 2 Lot 16-450, Part 3

Lot 18840 against Staphylococcus aureus was performed a third time on

December 6, 2016 using a different neutralizer which resulted in valid results and are
presented in the body of the report. Results for testing of D7 Part 1 Lot 16-353 , Part 2
Lot 16-450, Part 3 Lot 18840 against Staphylococcus aureus performed on

October 10, 2016 and November 2, 2016 are invalid and presented in Attachments I and
ll, respectively.

i 28S Corporate Center Drive, Suite I 1 0 . Eagan, MN 55121 ' 877 .287.8378 651 .379.551 0 ' www.accuratuslabs.com
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lncubation
ParametersDesignation # Growth MediumTest Organism

35-37'C, aerobic11229 NutrientAgarA&BEscherichia coli

NutrientAgarA&B 35-37"C, aerobic6538Staphylococcus aureus

STUDY MATERIALS

Test Media

The test organism(s) used in this study was/were obtained from the American Type

Culture Collection (ATCC), Manassas, VA.

Recovery Media:
Neutralizers:
D/E Neutralizing Broth + 0.01o/o Catalase (Test Date 10/10/16) and
D/E Neutralizing Broth + 0.28o/o Lecithin + 2.0o/o Tween 80 + 0.1% Sodium Thiosulfate +

0.1o/o Catalase (Test Date 1216116)

Subculture Agar Medium: Tryptic Soy Agar + 5% Sheep's Blood

TEST METHOD

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

Preparation of Test Substance
Fortesting performed on 10/10/16, an equivalentdilution of equal parts Part 1 and Part2
and2o/o Part 3 defined as 49 ozParll + 49 ozPart2 + 2 oz Part 3 was prepared using

147.0 mL of Part 1 ,147.0 mL of Part2 and 6.0 mL of Part 3. The solution was mixed and

allowed to stand for 5 minutes prior to use in testing. For testing performed on 1216116,

an equivalent dilution of equal parts Part 1 and Part2 and 2o/o Part 3 defined as 49 ozParl
1 + 49 ozPart2 + 2 oz Part 3 was prepared using 98.0 mL of Part 1, 98.0 mL of Part 2 and

4.0 mL of Part 3. The solution was mixed and allowed to stand for 5 minutes prior to use

in testing. The prepared test substance was homogenous as determined by visual

observation and was used within three hours of preparation. A 99.0 mL aliquot of test
substance was transferred to a sterile 250 - 300 mL Erlenmeyer flask per test organism,
per lot. Each flask was placed into a water bath at 25.0"C and equilibrated for
>10 minutes.

l2B5CorporateCenterDrive,Suitell0.Eagan,MN55l2l '877.287.8378 651.379.5510 www.âccuratuslabs.com
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Preparation of Test Organisms
For Staphytococcus arlreus (ATCC 6538) and Escherichia coli (ATCC 11229), a loopful
of a thawed cryovial of stock organism broth culture was streaked to a Nutrient Agar A
slant medium and was ¡ncubated at 35-37'C for 24x2 hours. For the final test culture,
5.0 mL of Phosphate Buffer Dilution Water (PBDW) was added to the Nutrient Agar A
slant, following incubation. Using a sterile loop, the growth was dislodged from the agar
surface. The mixture was collected, transferred to a vessel containing 99.0 mL of PBDW
and mixed thoroughly. A total of 10 Nutrient Agar B plates were inoculated, per test
organism, using 200 ¡"rL of culture, spreading the inoculum to create a lawn of growth.
The plates were incubated at 35-37'C for 24x2 hours. Following incubation, 5.0 mL of
Phosphate Butfered Saline + O.1o/o Tween 80 was added to each plate. Using a sterile
rod/plate spreader, the culture was gently dislodged from the agar surface avoiding
disrupting the agar. The culture was collected, combined, and then mixed thoroughly.
The collected culture was filtered through sterile Whatman #2 filler paper using a
vacuum source. For testing performed on 10110116 and 1216116, the Escherichia coli
culture suspension and the Staphylococcus aureus culture suspension, respectively,
were adjusted using phosphate buffer dilution water to target I x 10e to 1 x 1010 CFU/mL
(9-10 logs/ml). For testing performed on 10110116, no adjustment was made to the
Staphylococcus aureus culture suspension. A spectrophotometric analysis was
performed using a wavelength of 620 nm. For testing performed on 10/10/16, the final

absorbance value was 1.392 for Staphylococcus aureus (ATCC 6538) and 1.405 for
Escherichia coli (ATCC 11229). For testing performed on 1216116, the final absorbance
value was 1.334for Staphylococcus aureus (ATCC 6538)

Exposure Conditions
Each flask containing the test substance was whirled stopping just before the suspension
was added, creating enough residual motion of liquid to prevent pooling of the suspension
at the point of contact with test substance. A 1.00 mL aliquot of culture was added midway

between the center and edge of the surface with the tip of the pipette slightly immersed in

the test solution. Touching the neck or side of the flasks was avoided. Each flask was
swirled to thoroughly mix the contents and was exposed for the 30 second exposure time at
the exposure temperature 25t1'C (25.0'C).

Test System Recovery
Following exposure, 1.00 mL of the inoculated test substance was transferred to 9 mL of
neutralizer. The neutralized material was vortex mixed. The neutralized contents
corresponded to the 10r dilution. Four 1.00 mL and four 0.100 mL aliquots of the
neutralized materialwere spread-plated onto the subculture agar medium.

lncubation and Observation
All subculture plates were incubated for 24-30 hours at 35-37'C. Following incubation,
the subculture plates were visually examined for growth.

1285CorporateCenterDrive,Suite110.Eagan,MN55121 '877.287.8378'651.379.5510 www.accuratuslabs.com
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STUDY CONTROLS

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

Purity Gontrol
A "streak plate for isolation" was performed on each organism culture and following

incubation examined in order to confirm the presence of a pure culture. The acceptance

criterion for this study control is a pure culture demonstrating colony morphology typical of

the test organism.

Neutralizer Sterility Gontrol
Concurrent with testing, the neutralizer used in testing was evaluated for sterility. A
representative sample of neutralizer (1.00 mL), was plated onto the subculture medium as

in the test. The plate was incubated and visually examined. The acceptance criterion for

this study control is a lack of growth.

PBDW Sterility Control
Concurrent with testing, the PBDW used in testing was evaluated for sterility. A
representative sample of PBDW (1.00 mL), was plated onto the subculture medium as in
the test. The plate was incubated and visually examined. The acceptance criterion for this

study control is a lack of growth.

Test Substance SterilitY Control
A representative sample of prepared test substance (1.00 mL), per lot used in testing, was
plated onto the subculture agar medium as in the test. Each plate was incubated and

visually examined. This control is for informational purposes and therefore has no

acceptance criterion.

Numbers Gontrol
A gg.O mL aliquot of PBDW was transferred to a sterile 250-300 mL Erlenmeyer flask,
per test organism. Each flask was equilibrated in a water bath at 25.0'C for
i1O minutes. Each flask was whirled and 1.00 mL of culture was added as in the test
procedure. Each flask was swirled to thoroughly mix the contents. Within approximately

b0 seconds, 1.00 mL of the contents was transferred to 9 mL of neutralizer. The

neutralized contents correspond to the 10-1 dilution. Ten-fold serial dilutions were prepared

to 10-6. Four 1.00 mL and four 0.100 mL aliquots of the 10-6 dilution were plated onto the

subculture agar medium as in the test. This resulted in the 10-6 and 10-7 dilutions,

respectively. The plates were incubated. The acceptance criterion for this control is a

minimum value of 7.0 logro.

Neutralization Gonfirmation Control
The following neutralization confirmation control was performed concurrent with testing.

Each prepared test culture was diluted to target 1x10a - 1x105 CFU/mL (to target a result of

10-1OO CFU plated in each control run). Multiple organism dilutions were prepared.

Test Culture Titer (TCT)

n O.1OO mL aliquot of diluted test organism was added to 10.0 mL of PBDW and was

vortex mixed. The mixture was held for a minimum of 2 minutes and duplicate 0.100 mL

aliquots were spread plated as in the test. The acceptance criterion for this study control is
growth.

l2BSCorporateCenterDrive, Suite l1O.Eagan, MN 55121 ' 877.287.8378 ' 651.379.5510 www.accuratuslabs.com
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Neutral ization Confi rm ation Control Treatment ( N CT)
A 1.00 mL aliquot of test substance, per lot, was added to 9 mL of neutralizer and was
vortex mixed. Within approximately 30 seconds, 0.100 mL of diluted test organism was
added to the neutralized contents and was vortex mixed. The mixture was held for a
minimum of 2 minutes and duplicate 0.100 mL aliquots were spread plated as in the test.
The acceptance criterion for this study control is growth within 1 logro of the test culture titer
(rcr).

Neutralizer Toxicitv Treatment (NTT)

A 0.100 mL aliquot of diluted test organism was added to 10.0 mL of neutralizer and was
vortex mixed. The mixture was held for a minimum of 2 minutes and duplicate 0.100 mL
aliquots were spread plated as in the test. The acceptance criterion for this study control is
growth within 1 logro of the test culture titer (TCT).

STUDY ACCEPTANCE CRITERIA

Test Substance Performance Criteria
The efficacy performance requirements for food contact sanitizer label claims state that
a product must show a minimum 5 logro reduction of the test organism as compared to
the numbers control.

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

PROTOCOL CHANGES

Protocol Amendments:
No protocol amendments were required for this study

Protocol Deviations:
No protocol deviations occurred during this study

1285 Corporate Center Dr¡ve, Suite 110 . Eagan, MN 55121 ' 877.287.8378 ' 651.379.5510 www.accuratuslabs.com
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DATA ANALYSIS

Galculations

The CFU/mL for the test sample and numbers control was determined using counts of
0-300.

CFU/mL = (averaqe CFU for 10-") + (averaqe CFU for 10-v)

(10{ + 10r¡

where 10-" and 10-v were the dilutions plated. ln the test procedure, these dilutions
corresponded to 10-1 and 10-2 and in the numbers control; these dilutions correspond to
10-6 and 10-7 for the 1 mL and 0.1 mL plates, respectively.

Logro Reduction =
Logro (CFU/mL in the numbers control) - Log (CFU/mL in the test sample)

Logro Difference in the Neutralization Confirmation Control =
Logro (Average CFU in TCT) - Logro (Average CFU in NCT or NTT)

An appropriate dilution was used to determine the logro difference in the neutralization
confirmation control. A value of <1 was used when no survivors were found in both test
dilutions.

Statistical Analysis
None used.

STUDY RETENTION

Record Retention
All of the original raw data developed exclusively for this study shall be archived at
Accuratus Lab Services, 1285 Corporate Center Drive, Suite 110, Eagan, MN 55121 for a
minimum of five years following the study completion date. After this time, the Sponsor
(or the Sponsor Representative, if applicable) will be contacted to determine the final
disposition. The original data includes, but is not limited to, the following:

1. All handwritten raw data for control and test substances including, but not limited to,
notebooks, data forms and calculations.

2. Any protocol amendments/deviation notifications.
3. All measured data used in formulating the final report.
4. Memoranda, specifications, and other study specific correspondence relating to

interpretation and evaluation of data, other than those documents contained in the
final study report.

5. Original signed protocol.
6. Certified copy of final study report.
7. Study-specific SOP deviations made during the study.

Test Substance Retention
The test substance will be discarded following study completion. lt is the responsibility of
the Sponsor to retain a sample of the test substance.

1285 Corporate Center Drive, Suite 1 1 0 Eagan, MN 55121 . 877 .287 .8378 651 .379.551 0 www.accuratuslabs.com
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RESULTS

For Control and Neutralization Results, see Tables l-3.
All data measurements/controls including the culture purity, neutralizer sterility,

Phosphate Buffer Dilution Water (PBDW) sterility, neutralization confirmation and

numbers controls were within acceptance criteria.

For Test Results, see Table 4.

ANALYSIS

D7 (Part 1 Lot 16-353, Part 2Lol 16-450, Part 3 Lot 18840; Part 1 Lot 16-354,Par12
Lot 16451, Part 3 Lot 18840 and Part 1 Lot 16-355 , Part? Lot 16452, Part 3 Lot 18840),

diluted equal parts Part 1 and Part2 and 2o/o Part 3 defined as 49 ozParl l + 49 ozPart2
+ 2 oz Part 3, demonstrated a >7.70 Log10, >7.7Q Logro and >7.70 Logro reduction of

Escherichia coli (ATCC 11229), respectively, following a 30 second exposure time at

25t1"C (25.0"C).

D7 (Part 1 Lot 16-353, Part 2Lot16-450, Part 3 Lot 18840; Part 1 Lot 16-354,Paft2
tot ìO¿St, Part 3 Lot 18840 and Part 1 Lot 16-355 , Parl2 Lot 16452, Part 3 Lot 18840),

diluted equal parts Part 1 and Part 2 and 2o/o Part 3 defined as 49 oz Part 1 + 49 oz Parl2
+ 2 oz Part 3, demonstrated a >7.34 Logro, >7.68 Logro and >7.68 Logro reduction of

Staphytococcus aureus (ATCC 6538), respectively, following a 30 second exposure time

at25t1'C (25.0'C).

1285 Corporate Center Drive, Suite 110 . Eagan, MN 55121 877.287.8378 ' 651.379.5510 www.accuratuslabs.com
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CONCLUSION

Under the conditions of this investigation, D7, diluted equal parts Part I and Part2
and 2o/o Part 3 defined as 49 oz Part I + 49 oz Part 2 + 2 oz Part 3, demonstrated
efficacy against Escherichia coli as required by the U.S. EPA following a
30 second exposure time at 25tl'C (25.0'C).

Under the conditions of this investigation, D7, diluted equal parts Part I and Parl2
and 2o/o Part 3 defined as 49 oz Paft 1 + 49 oz Pa¡t 2 + 2 oz Part 3, demonstrated
efficacy against Staphylococcus aureus as required by the U.S. EPA following a
30 second exposure time at 25t1"C (25.0"C).

ln the opinion of the Study Director, there were no circumstances that may have adversely
affected the quality or integrity of the data.

The use of the Accuratus Lab Services name, logo or any other representation
of Accuratus Lab Services without the written approval of Accuratus Lab
Services is prohibited. ln addition, Accuratus Lab Services 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 Accuratus Lab Services.

1285 Corporate Center Drive, Suite 110 . Eagan, MN 55121 877.287.8378 651.379.5510 .www.accuratuslabs.com
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TABLE 1: GONTROL RESULTS

The following results from controls confirmed study validity:

PBDW = Phosphate Buffer Dilution Water

Test Date: 10110116

Type of Control

Results

Escherichia coli
(ATCC 112291

Staphylococcus
aureus

(ATCC 6538)

Purity Control Pure Pure

Neutralizer Sterility Control No Growth

Test
Substance

Sterility
Control

D7
Part 1 Lot 16-353, Part2

Lot 16450, Part 3 Lot 18840
No Growth

D7
Part I Lot 16-354,Part2

Lot 16451, Part 3 Lot 18840
No Growth

D7
Part 1 Lot 16-355,Part2

Lot 16452, Part 3 Lot 18840
No Growth

PBDW Sterility Control No Growth

Test Date: 1216116

Type of Gontrol
Results

Staphylococcus aureus
(ATCC 6538)

Purity Control Pure

Neutralizer Sterility Control No Growth

Test
Substance

Sterility
Control

D7
Part 1 Lot 16-353,Part2

Lot 16450, Part 3 Lot 18840
No Growth

PBDW Sterility Control No Growth

1285CorpofateCenterDrive,Suite110.Eagan,MN55121 '877.287.A378' 651.379.5510 www.accuratuslabs.com
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TABLE 2: NUMBERS CONTROL RESULTS

Test Date: 10110116

Test
Organism

Survivors (CFU)
Population Control

ResultVolume plated
1.00 mL (106) 0.100 mL (10'?)

Escherichia coli
(ATCC 1122e)

56,44,39, 40 12,8, 11,8
5.0 x 107 CFU/mL

(7.70 Logro)

Staphylococcus aureus
(ATCC 6538)

53,40, 46,46 7,6,6,7
4.8 x 107 CFU/mL

(7.68 Logro)

Test Date: 1216116

Test
Organism

Suruivors (CFU)
Population Gontrol

ResultVolume plated
1.00 mL (106) 0.100 mL (10-7)

Staphylococcus aureus
(ATCC 6538)

25, 16,27,18 3, 1,0,2
2.2x107 CFU/mL

(7.34 Logro)

CFU = Colony Forming Units

l2B5CorporateCenterDrive,Suitell0.Eagan,MNSSl2l'877.287.8378'651.379.5510'www.accuratuslabs.com
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TABLE 3: NEUTRALIZATION CONFIRMATION CONTROL RESULTS

Test Date: 10110116

Test Organ¡sm: Escherichia coli (ATCC 112291

Gontrol ldentity
or Test

Substance
ldentitv

Dilution Survivors
(cFU)

Test Culture
Titer (TGT)

Logro
Difference

Pass/
Fail

(t I Logro)

Neutralizer
Toxicity

Treatment (NTT)

10-4 T,T T,T
-0.11 Pass

10-5 47,46 33, 39

D7
Part I Lot 16-353,
Part2 Lot 16-450,
Part 3 Lot 18840

for NCT

10-4 82,82 T T

0.33 Pass

10-5 16,17 33, 39

D7
Part 1 Lot 16-354,
Part2 Lot 16-451,
Part 3 Lot 18840

for NCT

10-4 138,128 T,T
0.52 Pass

10-5 13,9 33, 39

D7
Part 1 Lot 16-355,
Parl2Lot16-452,
Part 3 Lot 18840

for NCT

10-4 76,94 T T

0.52 Pass

10-5 11, 11 33, 39

NCT = Neutralization Confirmation Control Treatment
CFU = Colony Forming Units
T = Too Numerous To Count (>300 colonies)

1285CorporateCenterDrive,Suite1l0 Eagan,MN55121 '877.287.8378 651.379.5510 www.accuratuslabs.com
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TABLE 3: NEUTRALIZATION CONFIRMATION CONTROL RESULTS - CONTINUED

NCT = Neutralization Confirmation Control Treatment
CFU = Colony Forming Units
T = Too Numerous To Count (>300 colonies)

Test Date: l0/10/16

Test Organism: Staphylococcus aureus (ATCG 6538)

Controlldentity
or Test

Substance
ldentity

Dilution Survivors
(cFU)

Test Culture
Titer (TGT)

Logro
Difference

Pass/
Fail

(t I Logro)

Neutralizer
Toxicity Treatment

(Nrr)

10-4 T,T 144,140
-0.24 Pass

10-5 53,50 27 33

D7
Part 1 Lot 16-354,
Parl2 Lot 16-451,
Part 3 Lot 18840

for NCT

10-4 11 I 144,140
1.00 Pass

10-5 3,3 27,33

D7
Part 1 Lot 16-355,
Parl2Lot 16-452,
Part 3 Lot 18840

for NCT

10-4 10,8 144,140
1.00 Pass

10-s I 4 27 , 33

Test Date: 1216l,16

Test Organism: StaPhYlococcrrs aureus (ATCC 6538)

Gontrolldentity
or Test

Substance
ldentity

Dilution
Survivors

(cFU)
Test Gulture
Titer (TGT)

Logro
Difference

Pass/
Fail

(t I Logro)

Neutralizer
Toxicity Treatment

(Nrr)

10-4 162,250 178,192
-0.09 Pass

10-s 29,25 22,21

D7
Part 1 Lot 16-353,
Part2 Lot 16-450,
Part 3 Lot 18840

for NCT

10-4 45,82 178,192

0.49 Pass

10-5 5,8 22,21

1 28S Corporate Center Drive, Suite 1 1 0 . Eagan, MN 55121 877 .287.8378 651 .379.551 0 www accuratuslabs.com



Project No.421809

Protocol Number: DSSO1 07281 6.GDST

DeconT Systems, LLC

Page 20 of 37
AGGURATUS_LAB SERVICES-
.THE 

ANTIMICROBIAL AUTHORITY#
TABLE 4: TEST RESULTS

CFU = Colony Forming Units
A value of <1 was used in place of zerc f$ calculation purposes.

Test Date: 10110116

Test Organ¡sm: Escherichia coli (ATCC 112291

Test Substance

Survivors (CFU)

Test Results Logro
ReductionVolume plated

1.00 mL (10r) 0.100 mL (10-2)

D7
Part 1 Lot 16-353,
Part2 Lot 16-450,
Part 3 Lot 18840

0,0, 0,0 0,0,0,0
<1 CFU/mL

(<0.00 Logro)

>7.70

D7
Part 1 Lot 16-354,
Part2 Lot 16-451,
Part 3 Lot 18840

0,0, 0,0 0, 0,0,0
<1 CFU/mL

(<0.00 Logro)

>7.70

D7
Part 1 Lot 16-355,
Parl2Lot16-452,
Part 3 Lot 18840

0,0, 0,0 0,0,0,0
<1 CFU/mL

(<0.00 Logro)

>7.70

Test Organism: Staphylococcus aureus (ATCC 6538)

Test Substance

Survivors (CFU)

Test Results Logro
ReductionVolume plated

1.00 mL (l0a) 0.100 mL (10-2)

D7
Part 1 Lot 16-354,
Part2 Lot 16-451,
Part 3 Lot 18840

0,0,0,0 0,0,0,0
<1 CFU/mL

(<0.00 Logro)

>7.68

D7
Part 1 Lot 16-355,
Parl2Lot16-452,
Part 3 Lot 18840

0,0, 0,0 0, 0 0 , 0

<1 CFU/mL

(<0.00 Logro)

>7.68

Test Date: 1216116

Test Organism: Staphylococcus aureus (ATCC 6538)

Test Substance

Survivors (CFU)

Test Results Logro
ReductionVolume plated

1.00 mL (l0a) 0.100 mL (10-2)

D7
Part 1 Lot 16-353,
Parl? Lot 16-450,
Part 3 Lot 18840

0, 0,0,0 0,0,0,0
<1 CFU/mL

(<0.00 Logro)

>7.34

l2S5CorporateCenterDrive, Suite 1l0 Eagan, MN 55'l2l ' 877.287.8378 651.379.5510 www.accuratuslabs.com
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ATTACHMENT l: INVALID DATA - TEST DATE 10110116

NOTE: Due to a neutralization confirmation control failure, testing of test substance D7
Part 1 Lot 16-353, Part 2 Lot 16-450 and Part 3 Lot 18840 against Staphylococcus aureus

was repeated.

Date Performed:
Test Substance:

October 10,2016
D7 Part 1 Lot 16-353, Part 2 Lot 16-450 and Part 3
Lot 18840
Equal parts Part 1 and Part 2 and 2o/o Part 3 defined
as 49 oz Parl 1 + 49 oz Part 2 + 2 oz Part 3
Staphylococcus aureus (ATCC 6538)
NutrientAgarA&B
D/E Neutralizing Broth + 0.01% Catalase
No organic soil load required
30 seconds

Dilution

Test Organism:
Growth Medium:
Neutralizer:
Organic Soil Load:
Exposure Time:

NEUTRALIZATION CONFIRMATION CONTROL RESULTS

NCT = Neutralization Confirmation Control Treatment
CFU = Colony Forming Units

TEST RESULTS

CFU = Colony Forming Units
A value of <1 was used in place of zero for calculation purposes.

Test Organism: Staphylococcus aureus (ATCC 6538)

Gontrol ldentity
or Test

Substance
ldentity

Dilution Suruivors
(cFU)

Test Culture
Titer (TCT)

Logro
Difference

Pass/
Fail

(t 1 Logro)

D7
Part 1 Lot 16-353,
Part2 Lot 16-450,
Part 3 Lot 18840

for NCT

10-4 10,9 144,140

1.18 Fail

10-5 1,2 27,33

Test Organism: Staphylococcus aureus (ATCC 6538)

Test Substance

Survivors (CFU)

Test Results Logro
ReductionVolume plated

1.00 mL (10{) 0.100 mL (10-2)

D7
Part 1 Lot 16-353,
Part2 Lot 16-450,
Part 3 Lot 18840

0, 0,0,0 0,0,0,0
<1 CFU/mL

(<0.00 Logro)
>7.69

l2SSCorporateCenterDrive,Suitell0'Eagan,MN55121 .877.287.8378 651.379.5510.www.accuratuslabs.com
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ATTACHMENT ll: INVALID DATA - TEST DATE 1'112116

NOTE: Due to a neutralization confirmation control failure, testing of test substance D7
pa¡t 1 Lot 16-353, Pañ 2 Lot 16-450 and Part 3 Lot 18840 against Staphylococcus aureus

was repeated.

Date Performed:
Test Substance:

Dilution:

Test Organism:
Growth Medium:
Neutralizer:

Organic Soil Load:
Exposure Time:

CONTROL RESULTS

PBDW = Phosphate Buffer Dilution Water

November 2,2016
D7 Part 1 Lot 16-353, Part 2l:ot 16-450 and Part 3
Lot 18840
Equal parts Part 1 and Part 2 and 2o/o Part 3 defined
as 49 ozParl l + 49 ozParl2 + 2 oz Part 3
Staphylococcus aureus (ATCC 6538)
NutrientAgarA&B
D/E Neutralizing Broth + 0.07o/o Lecithin + 0.5%
Tween 80+ O.1o/o Sodium Thiosulfate + 0.01o/o

Catalase
No organic soil load required
30 seconds

Type of Gontrol
Results

Staphylococcus aureus
(ATCC 6538)

Purity Control Pure

Neutralizer Sterility Control No Growth

Test
Substance

Sterility
Control

D7 Part 1 Lot 16-353,
Parl2 Lot 16-450 and

Part 3 Lot 18840
No Growth

PBDW Sterility Control No Growth

l2SSCorpofateCenterDrive,SuitellO.Eagan,MN5Sl2l 877.287.8378 651.379.5510 www.accuratuslabs,com
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NUMBERS CONTROL RESULTS

CFU = Colony Forming Units

NEUTRALIZATION CONFIRMATION CONTROL RESULTS

NCT = Neutralization Confirmation Control Treatment
CFU = Colony Forming Units
T = Too Numerous To Count (>300 colonies)

TEST RESULTS

CFU = Colony Forming Units

Test
Organism

Suruivors (CFU)
Population Gontrol

ResultVolume plated

1.00 mL (106) 0.100 mL (10-7)

Staphylococcus aureus
(Arcc 6538)

T,T,T,T 316,354,272,
264

3.02 x 10e CFU/mL
(9.48 Logro)

Test Organism: Sfapfiylococcus aureus (ATCC 6538)

Control ldentity or
Test Substance

ldentity
Dilution Survivors (CFU)

Test Culture Titer
(rcr)

Neutralizer Toxicity
Treatment (NTT)

10-3 T,T T,T

10-4 T,T 236,187

10-5 40,49 38 26

D7
Part 1 Lot 16-353,
Parl2 Lot 16-450,
Part 3 Lot 18840

for NCT

10-3 0,0 T,T

10-4 0,0 236,187

10-s 0,0 38,26

Test Organism: Staphylococct s aureus (ATCC 6538)

Test Substance

Suryivors (CFU)

Volume plated

1.00 mL (104) 0.100 mL (10-2)

D7
Part 1 Lot 16-353, Parl2

Lot 16-450, Part 3 Lot 18840
0,0,0,0 0,0,0,0

1285CorporateCenterDrive,Suitel10 Eagan,MN55121 877.287.8378 651.379.5510 www-accuratuslabs.com
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ATTACHMENT III: TEST SUBSTANGE CERTIFICATE OF ANALYSIS - PATt I

8130t2016

Certificate ofAnalysis DeconT Part 1

DeconT Part I contains 2 quatemary ammonium compounds. The active [Alþl Dirnethylbenzyl
Ammonium Chloridel is added the production batch first, then the batoh is assayed for Quat. concentration
usingmethodBCQCSP-2.11lattached]. Expirationdatetoall produotis03/2312017.

batoh nunÈer %wt. Alkyl Dlmôthylbenzyl ArTûþnlum Chlorlds

16-353 3,05

16-354 3.04

16-355 3.06

LCL

3.04

3.04

3.04

UCL

3,36

3.36

3.36
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EXACT COPY

rNlrlALS*lì DATE É-151 L',
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ATTACHMENT lV: TEST SUBSTANCE CERTIFICATE OF ANALYSIS - Pa¡t2

813012016

Corti{ioate ofAnalysis DeconT Part 2

DeconTPart 2 is assayed for Towt.HzOz using method BCQCSP - 6.44. Expiration date to all
product is 08/19/2017.

batch nunùer

16-450
16451
16452

7owt. HzOz

7.53

7.55

7.542

LCL

7.51

7.51

7.51

UCL
8.3

8.3
8.3

EXACI CuPt

tNITtALS+ll-D6ç 6 tâ-t5 - I (o
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'fôtAO(plto.Þ5ãol þoo ot l'u
JLH ìa-(]ø-rro PROTOCOL

Germicidal and Detergent
Sanitizing Action of Disinfectants

Test Organism(s):

Escherichia coli (ATCC 11229)
Staphylococeus aureus (ATCC 6538)

PROTOCOL NUMBER

DSSo1072816.GDST

PREPARED FORYSPONSOR

DeconT Systems, LLC
8541 E. Anderson Dr, #106

Scottsdale, M- 85255

PREPARED BY/TESTING FACILITY

Accuratus Lab Services
1285 Corporate Center Drive, Suite 110

Eagan, MN 55121

DATE

July 28, 2016

Revised August 3,2016

Page 1 of 12

FX/rCl- CCPY

I N ITIALS:[]!¡¡1 ¡' lÊ- l.5' I to

#**ç#H

P ROPR iE-TARY I N FO RM AT I O N

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS LAB SERVICES'

ñËii¡r?n rHilóocuMENT, r.¡on l¡¡Êonrr¡nrroN coNTATNED HERETN ts ro BE REPRoDUcED oR DlscLosED To oTHERs, lN

ùtiöiË òn iñ Fnru, ñón ùseo Êoa¡r'ly puRpoSE orHER THAN rHE PERFoRMANCE oF rHls woRK oN BEHALF oF rHE

ðÞõr.r-5oC. wir¡roui palon wntrreN PERMlssloN oF AccuRATUs LAB sERVlcEs'

Template: 250-lO
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Germicidal and Detergent Sanitizing Action of Disinfectants

PURPOSE
îË-ir:rp*" of this assay is to determine the efficacy of a product to sanitize pre-cleaned, nonporous food contact

.urf"ããJ rring the AOAó Germicidal and Detergent Sanitizing Action of Disinfectants method. This method is in

óðÀpt¡un"" *in the requirements of and may be submitted to, one or more of the following agencies as indicated by

the Sponsor: U.S. Environmental Protection Agency (EPA) and Health Canada'

TEST SUBSTANCE CHARACTEFIZATIOj¡,
160.105]testSubstancecharacteriZat¡onastoidentity,strength'pur¡ty'

roluü¡l¡iy""n¿ corposition, as appl¡cable, shall be documented before its use in this study. The stability of 
-the 

test

substance shall be determined þrior to or concurrently with this study. Pertinent information, which may affect the

;;t;il of this study, shall be iommunicated in wrìting to the Study Ðirector upon sample subm¡ssion to Accuratus

Lab Services. Accuiatus Lab Services wìll append Sponsor-provided Certificales of Analysis (C olA) to this study

ãport, ¡t requested and supplied. Characterization and stability studies not performed following GLP regulations will

be noted in the Good Laboratory Practice compliance statement'

SCHEDULING AND DISCLAIMER OT WABRAI{TY
nafirSt.come/f¡rst-SerVebaSisonceAccuratusLabServices

reieives the Sponsor approuãd/co*[leted protocol, signed fee schedule and corresponding test substance(s).

Based on all required materials being received at this time, the oroposed experimental start date ls August 12' 2016

ùÀrbal results may be given upon cõmpletion of the study with a written report to follow on the oroposed completion

Oãiã ãf Supt"rnér g, iOtO. 
'To 

expedite scheduling, please be sure all required paperwork and test substance

documentaiion is complete/accurate upon arrival ât Accuratus Lab Services'

lf a test must be repeated, or a port¡on of it, due to failure by Accuratus Lab Services to adhere to specified

procedures, ¡t will be repeated free of charge. lf a test must be repealed, or a portion of it, due to fa¡lure of

internal controls, it will be repeated free of charge. "Methods Development" fees shall be assessed, however, if

tne test substaÁce and/or tåst system require modifications due to complexity and difficulty of testing. lf .the
épon.o.. requests a repeat test, ihey will be charged for an additional test. Neither the name of Accuratus Lab

Sã*ia". nor uny of its'employees are to be used in advertising or other promotion without wr¡tten consent from

Ãccuratus Lab bervices. fhe Sponsor is responsible for any rejection of the final report by the regulating

uõÀn"iåi-"ãn""rning report formät, pagination, etc. To prevent rejection,-sponsor should carefully review the

ñilr"tù" Lab Servlces final report añd notify Accuratus Lab Services of any perceived deficiencies ¡n these

"rLãi 
U"tor" submission of the ieport to the iegulatory agency. Accuratus Lab Services will make reasonable

-h"ng"r 
deemed necessary by the Sponsor, without altering the technical data.

JUST|FTCATION FOR SELECTION OF Tll=E TFET SysrEM
nitizerintendedforuseonfoodcontactsurfacesbe

,up"p"rtéO Uyäppropriate scientific datå demonstrating the efficacy of the product against the claimed test organism.

ini, i. ucoírËtisneO Uy treating the target organisrñ with the test substance under conditions which simulate as

.d"it; po.r¡ne, ¡n tlhe aboåtory, hãactuá conditions under which the sanitizer is designed to be used' -For
,rït¡J"iprããrðtiìntenoea rg,r ,iãóÅ food contact surfaces, a suspension method is used in the generation of the

,üpòãñi"ä Oãi". The experimental design in this proiocol meets these requirements. The test system to be used in

th;|ïö;i¡ i;lrow gre'noÁð àpprove? method for the determination of the Germicidal and Detergent Sanitizing

À;ti",ry;i ó'ir¡nt".tuntt. A consistent subculture agar medium will be used to recover survivors in the test, population

control and neutralization .onfnrnát¡on control to ðliminate recovery variability that may be associated with multìple

ãéäi ä"¿iã. Ân 
"g", 

med¡um w¡th additionat neutralizers may be used to further assist with neutralization. Health

Cånadarequ¡res tfrä proOuciUe à broad spectrum or hospital giade disinfectant before sanitizer claims may be made'

Templale: 250-lo - Êopr¡dãy lnformation -

l2SSCorporatecstqDrive'Srite110 ' Eagan,MN 5512'l ' 8772878378 ' 651 3795510 ' Fa¡:6 51.379.5549
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TEST PRINCIPLE
Ãlißp"rsbn ,-f t"st organism cells is exposed to the test substance for a specified exposure time. After exposure,

;;iil;i ;i tne expoðed suspension té transfened to vessels containing neutral¡zer and assaved for survivors.

Ã;ñ;;ir;.;;¡årå, culturá furity, steritity, an-d neutralization confirmation controls are performed. The cunent

'Jr,-Ët,i. 
ãi-St""Oard dperating Þrocêdrru CGT-0024 reflects the methods which shall be used in th¡s study.

TEST METHOD

test be study obtained from Type

(ATCC), Manassas, VA.

Suqqested Subculture Aqar/Platino Method: 
- -fryptoneCtucose Extract Agar / Pour-plating OR

fryþtic Soy ngar + 5% Sheep's Blood / Spread-plating

Preparation of Test Organ¡sm
Fot Staphytoco""r" rr.ur"-1ÁTCC 6538) andlor Escherichia coli (AICC 11229), streak a loopful of a thawed

õ.ri;ñi'.i""k ãig"nÈ* brôth culture toi Nutrient Agar A slant medium. lncubate at 35-37"c for 24t2 hours'

For the final test culture, add 5 mL of phosphate Buffer Dilution water (PBDW) to the Nutrient Agar A slant,

ift;;' ì*"bãi¡on. U"¡nð 
"-ster¡fà 

toop,'dislodge growth from the agar surface. Collect the m¡xture and

irä.ii"it" á vessel conta¡ning 99 mL of peow and m¡i thoroughly. lnoculate a minimum of 5 Nutrient Agar B

öfriã, ,.¡"ózo0 ¡.rL of culturei.pr.à¡"g the ìnoculum to create ã tãwn ot growth. lncubate the plates ât 35-37"c

for 24*2 hours.

Following incubation, add a minimum of 5 mL of Phosphate Buffered saline +-0.1% Tween 80 to each plate'

Ûrìnl å Ët"rir" rodipíate 
"pr"áour, 

gently dislodge the_culture from the agar surface. Avoid disrupting the agar'

Collect and combìne tne culfurelÅeïril tnoro,ignty. Filter the collected culture lhrouoh sterile Whatman #2 filter

paper using a vacuum roritu.' Standardize tné iulture, as necessary, to target I i tOs to 1 x 1010 CFU/mL

[S-iö f"õiläLl. The use ot ã-spectropnotometer is recommended. Afplicable culture dilutions will be prepared

using PBDW.

AnorganicsoilloadmaybeaddedtothetestcultureperSponso/srequest.

Preparation of Test Substance
The test substance(s) to ue åiiayeo witl be used as directed by the Sponsor. .tf a dilution of the test substance ls

requested by the Sponsor, t¡,å ãiirte¿ test substance(s) shall be used within three hours of preparation' Transfer

99 mL of test substance to å .t"i¡ru 250 - 300 mL Erlenmeyer flask per test organism. Place the flask ¡nto a water

¡åtn at üre sponsor specified exposure temperature and equilibrate for >10 minutes.

Exposure Conditions
The flask containìng the test substance will be wh¡rled stopping just before the suspension is added, creating enough

residual motion of liquid to pi"ueni pooling of the suspeniìonã the poìnt of co¡tact with test substance A 1'0 mL

aliquot of culture will ¡e aooãJ mio'vüav beîween tlre cänter and edge of the surface with the tip of the pipette slightly

immersed In the test sotutioÀI i;hñs the neck or side of the flaisks will be avoided. swirl the flask to thoroughly

rii tn" 
"ont"ntt. 

Allow the solution to expose for the exposure time'

Template: 2s0-1 0 - Êopr¡ot*Y lñformation -

'I 285 Corporate C6te¡ Dr¡ve, Srìtet10 . Eæm,MN55121 ' A77.2A7.8378 ' 651 3795510 ' Fu:651 3795549

lncubation
Parameters

Rocommênded
optical densitY
tarsot at 620nm

Designation # Growth MediumTest Organism

1.3-"1 .535-37'C, aerob¡cNutrientAgarA&B11229Escherichia coli
1.3-1 .535-37"C, aerobicNutrientAgarA&B6538Staphylococcus aureus

1285 Corporate Center Drive, Suite 1 1 O . Eagan, MN 55121 877 .287 .8378 ' 651 .379-551 0 www.accu¡atuslabs.com
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Test System Recovery
Following exposure, 1.0 mL of the inoculated test substance will be transferred to 9 mL of neutralizer. The neutralized
material will 6e vortex mixed. The neutralized contents correspond to the 10-1 dilution. Four I .0 mL and four 0.1 mL
aliquots of the neutral¡zed material w¡ll be transferred to ìndividual sterile Petri dishes and pourplated us¡ng an
appropriate subculture agar medium. Alternately, the aliquots may be spread-plated onto an appropriate subculture
agar medium.

lncubatìon and Observation
All subculture plates are incubated under the conditions listed in table 1 for 24-3O hours. lf applicable, pour-plates
will be allowed to solid¡ñ/ and will be inverted prior to incubation. Additional ¡ncubation may be followed if colonial
growth is difficult to visually detect. Subcultures may be stored at 2-8'C for up to 3 days prior to reading. Following
incubalion (or incubation and storage), the subculture plates will be vìsually examined for growth.

Representative subculture plates show¡ng growth will be stained and/or biochemically assayed to confirm or rule
out the presence of the test organism. Additional subculturing may be performed, if necessary.

STUDY CONTROLS

Purity Gontrol
A "streak plate for isolation" will be performed on the organism culture and fol¡ow¡ng ¡ncubat¡on examined in order
to confirm the presence of a pure culture. The acceptance criterion for this study control is a pure culture
demonstrating colony morphology typical of the test organism.

Organ¡c Soil Sterility Control
Prior to or concurrent with testing and if applicable, the serum used for the organic soil load will be cultured,
incubated, and visually examined for lack of growth. The acceptance criterion for this study control is lack of growth.

Neutralizer Sterility Gontrol
Prior to or concurrent with testing, the neutralizer used in testing will be evaluated for sterility. A representative
sample of neutralizer (1.0 mL), per lot of neutralizer used in test¡ng, will be plated onto the subculture agar medium as
in the iest. The plate will be incubated and visually examined. The acceptance criterion for this study control is a lack
of growth.

Test Substance Diluent Sterility Control
Prior to or concuÍent with testing, the test substance diluent used in testing will be evaluated for sterility, if applicable.
A representative sample of test substance diluent (1.0 mL), per lot used in testing, will be plated onto the subculture
agar medium as ¡n the test. The plate wi¡l be ¡ncubated and visually examined. The acceptance cr¡ter¡on for this study
control is a lack of growth.

PBDW Sterility Control
Prior to or concunent with testing, the PBDW used in test¡ng will be evaluated for sterility. A representative sample of
PBDW (f .0 mL), per lot used in testing, will be plated onto the subculture agar medium as in the test. The plate will
be incubated and visually examined. The acceptance criterion for this study control is a lack of growth.

Test Substance Sterility Control
A representative sample of prepared test substance (1.0 mL), per sample or lot used in testing, will be plated onto the
subculture agar medium as in the test. The plate will be incubated and visually examined. This control is for
informational purposes and therefore has no acceptance criterion.

Tenolate:250-lO . Rop.¡etãv lnformation -
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Numbers Control
Transfer 99 mL of PBDW to a sterile 250-300 mL Erlenmeyer flask. Equilibrate the flask in a water bath to the
specified exposure temperature for >10 m¡nutes.

Whirl the flask and add 1.0 mL of culture as in the test procedure. Swirl the flask to thoroughly mix the contents.

Within approximately 30 seconds, transfer 1 mL of the contents to 9 mL of neutralizer. The neutralized contents
correspond to thê 10-' dilut¡on.

Prepare ten-fold serial dilutions to 10s. Plate four 1.0 mL and four 0.1 mL aliquots of the 106 d¡lution onto the

subculture agar medium as in the test. (This results in the l0'and 10-'d¡lutions, respectively.) lncubate the plates.

The acceptance criterion for this control is a minimum value of 7.0 logls

Neutralizat¡on Confirmation Control
The following neutral¡zat¡on confirmation control will be performed prior to testing or concurrent with testìng. Only the
most concentraled test substance dilution needs to be evaluated. Serially dilute the prepared test culture lo target
1x104 - 1x105 CFU/mL (to target a result ,of 1O-1OO CFU plated in each control run). Multiple organism dilutions may
be prepared. (Typicatty the 104 and 10-þ dilutions will provide a culture in range. Alternate dilutions may be used
where appropriafe.) lf all the organism dilution(s) used in this control fail to provide adequate numbers which
coincides in a failure to meet the acceptance criterion for this study control, the control may be repeated in its
entirety.

Test Culture Titer (TCT)

Add 0.1 mL of diluted test organism to 10 mL of PBDW and vortex mix. Hold the mìxture for a minimum of 2 minutes
andspreadplateorpourplateduplicate0.l mLaliquotsasinthetest. Theacceptancecriterionforthisstudycontrol
is growth.

Neutralization Confirmation Conlrol Treatment (NCT)

Add 1.0 mL of test substance to 9 mL of neutralizer and vortex mix. Within approximately 30 seconds, add 0.1 mL of
diluted test organ¡sm to the neutral¡zed contents and vortex mix. Hold the mixture for a min¡mum of 2 minutes and
spread plate or pour plate duplicate 0.1 mL aliquots as in the test. The acceptance criterion for this study control is
growth within 1 logls of the test culture titer (TCT).

Neutralizer Toxicitv Treatment (NTT)

Add 0.1 mL of diluted test orgånism to 10 mL of neutralizer and vortex mix. Hold the mixture for a minimum of 2

minutes and spread plate or pour plate duplicate 0.1 mL allquots as in the test. The acceptance criterion for this study

control is growth within 1 logl¡ of the test culture titer (TCT)'

Tentplate:250-lO Floprid*y lîformal¡on -
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pRocEpuRE FOR lDENTlFlcATloN qF THE rEST SYSTEM
Procedures(sQes)relatiVetoefficacyteSt¡ng

,ìràì"r. Èm"".y testing is performed in strict adherence to these SOPs which have been constructed to cover all

;.p";i. 
"l 

iù worX ináuOing, bul not l¡mited to,.receipl, log-in, and tracking of biglogical reagents including test

àröan¡sm strains for purpo."iof identification, receipt and use of chemical reagents. These procedures are designed

ió"J""rrnã"i ã"c¡r iteó oT effìcacy testing studies. Appropriate references to medìum, batch number, etc. are

Jocumented in the raw data collected during the course of each siudy'

Additionally, each efficacy test is assigned a unique Project Number when the protocol for the study is initiated by-the'Sù;;H;ä;; 
in¡t nrrb"¡. is used-for identification oi the test subcultures, etc. dur¡ng the course oJ the test. Test

.r¡li.rltrr"r are also labeled with reference to the test organism, experimental start date, and test

pi.O-"òì. ¡¡¡"r*copic andior macroscopic evaluations of positive subcultures.are.performed in order to confirm lhe

¡¿entity ot tne test órganism. These measures are designed to document the ident¡ty of the test system.

METHOD FOR CONTROL OF BIAS: NA

STUDY ACCEPTANCE GRITERIA

Test Substance Performance Cr¡teria
fñã 

"mcr"y 
peformance requirements for food contact sanitizer label claims state thal a product must show a

m¡nimum 5 iogl¡ reduction of the test organism as compared to the numbers control.

Control AccePtance Cr¡ter¡a
The study conìrols must perform according to the criteria detailed in the study controls description section. lf any of

tfru 
"onóf 

acceptance criteria are not met, ihe test may be repeated under the current protocol. !f the numbers

control exceeds an average loglo value of 8.0 and the test substance fails to meet the acceptance criter¡a, the

Sponsor may invalidate the study and repeat testing.

lf any portion of the protocol is executed incorrectly warranting repeat testing, the test may be repeated under the

ärìräni óroto.ãl nuóoer. lf the population control fails 10 meet the mìn¡mum requirement or if the neutralization

ããntioiå..àptrnce criteria is not met and the study fails to meet the efficacy requirements, repeat testing is not

requlred.

REPORT
ffiãrt will include, but not be limited to, identificalion of the sample, date received, iniiiation and completion

åålãs, iJànt¡fication of the ortun:m strains used, descrlption of media and reagents, description of the methods

;ok;ñã, tabulated results aîd conclusion as it relates to the purpose of the test, and all other items required by

40 CFR Part 160.185.

PROTOCOL CHANGES
lf it becomes necessary to make changes in the approved proto,col, the revision and.reasons for changes will be

ä"òrÃ..t.U, reported io the êponsor ãnd w¡ll become a pârt of the permanent file for that study. 
-Similatly' 

the

öpãî."i *ll'¡"'notified as soon ãs poss¡ule whenever an event occurs thai may have an effect on the validìty of

the study.

Standard operating procedures used ¡n this study w¡ll be the correct effectìve revision at the time of the work' Any

Ã'i*..ñ".ãå, to éöp" 6o, tm. 
"trovl 

or methods used will be documented in the raw data and approved by the

Study Director

TEST SUBSTANCE RETENTION
It is the responsibility of tne:Sponsor to retain a sample of the test substance' All unused test substance w¡ll
-¡elii"ar¿à¿ 

following study completion unless otherw¡se indicated by Sponsor'

Template: 250-t o - Ropriday lnformation -
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RECORD RETENTION

Study Specific Documents

All of the original raw data developed exclusively for this study shall be archived at Accuratus Lab services for a

minimum of five years for GLp .tudi". or. a minimum of six months for all other studies following the study

""rpi"ii"" 
Oåt" hfter tnis t¡r", tf'tã Spon.or (or the Sponsor Representat¡ve, if applicable) will be contacled to

Jåtéirninu the final disposition. ihese original data include, but are not limited to, the following:

.1. All handwritten raw data for control and test substances including, but not limited to, notebooks data,

forms and calculations
2. Any protocol amendments/dev¡ation notifications'

3. All measured data used in formulating the final report'

4. Memoranda, .puàm.åt¡on., and oth-er study specific conespondence .relating to interpretation, and

evaluation of data, other than those documents contained in the final study report.

5. Original s¡gned Protocol.
6. Certlfied copy of flnal study report'
7. Study-specific Sop deviations made dur¡ng the study'

Facility Specific Documents

The following records shall also be archived at Accuratus Lab Services. These documents ¡nclude' but are not

limited to, the following:

1. SOPs which pertain to the study conducted'

2. Non study-specific Sõp dev¡ations made during the course of this study which may affect the results

obtained during this studY'
3. Methods which were used or referenced in the study conducted'

4. QA reports for each QA inspection with comments'

S. Facility Recoros:-'Tìmñi"tr;¿ Logs (amb¡ent, incubator, etc.), lnstrument Logs, Calibrat¡on and

Maintenance Records).
6. current cury¡cutuni v]iáe, training records, and job descriptions for all personnel ¡nvolved in the study'

REFERENCES

1. Association of official Analytical chemists (49ÔC) Official Method .960'09, Germicidal and Detergent

iñË¡"tÁci¡on or o¡iiÅi"ðìå.ir lr¡ethod. rn òffÌciat il¡ethods of Analvsis or the AoAc, 2013 Edition.

2. U.S. Environme"td P;;ì;;ñ;- Àgén"y, office of Chemical Safety and Pollution Prevention' Product

performance rest eu¡ielinãs, ocõpp áìo.zooo' General considerations for uses of Antimicrobial Agents,

September 4, 201 2.

3. U.S. Environmental Protection Agency, olfç9-9f Chemica| Safety and Pollution Prevention, Product

performance Test cuù;l¡Ëã, oõsÞp'4r0.2300: sanitizers for use on Hard surfaces- Efficacy Data

Recommendations, September 4' 2O12'

4. Health Canada, ¡anrat!,ìôiÀ. óuidance Document - Safety and Eff¡cacy Requ¡rements for Hard Surface

Disinfectant Drugs.
5. ueàntr cana¿a, January, 2014. GuidAnce Document - Disinfectant Drugs.

Templale: 250- I O Êoprielðy lnformation
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DATAANALYSIS

Calculations

Determine the CFUimL for the test sample and numbers control using counts of 0-300'

CFU/mL =
+

(1 +1

where 10-" and 10-v are the dilutions plated' ln the.test

¡n'in. nrmu"t" control, these dilutions correspond to

Whut" no survivors are found in both test dilutions'

d¡lut¡ons are TNTC, substitute >300 at the highesi (most

orocedure, these dilut¡ons correspond to 10-1 and 10-2 and

io-6 and 1ó'7 for the 1 mL and 0.1 mL plâtes, respectively'

the f¡nal value will be expressed as <1 CFU/mL' lf both

dilute) dilution.

LogloReduction=Loglo(CFU/mL|nthenumberscontrol)-Log(cFU/mLintheteslsample)

Logro Difference in the Neutralizalion Confirmation Control = Logro (Average CFU in TCT)- Logro(Average CFU ìn NCT or NTI)

An appropr¡ate dilution will o" *ãã io à"t.rmine the loé.,0d¡fferènce in the neutralizatlon confirmatìon control'

Statistical AnalYsis;
None used

Template: 250- I o - ÊgprletdY lnformat¡on -
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STUDY INFORMATION

(All blank sections are completed by fhe Spo,soror Sponsor Representative as l¡nked to their signatute, unless othew¡se noted.)

Test Substance (Name & Batch Numbers) exactly as it should appear on final report:
D7 Part I Lot 1â-?5? Paft2 Lot 16-450. 3 I ot 18840
DTPartllotl Þart 2 I at 1â-451 Pàrf 3 Lot 18840

D7 Part 1 Lot 16-355. Part 2 Lot16452, 3 Lot 18840

Testing at the lower certified Iimit (LCL) is required for registration, no aged batch rs necessary.

Product DescriPtion:
EI Quaternary ammonia
EI Peroxide

tr lodophor

Test Substance Active to Accuratus Lab Services):

Quat. 7 Peroxide.99% Diacetin 3)

tr Peracetic acid
tr Sodium hypochlorite

Goncentration (upon submission

EI Other: Diacetin

(This value is used for neutralization plann¡ng only. This value is not intended to represent characterization values.)

Neutralization/Subculture Broth: tr
ø

Accuratus Lab Services, at their discretion, to perform neutralization

confirmation assays at the Sponso/s expense pr¡or to testing to
determine the most appropriate neutralizer. (See Fee Schedule).

Storage Conditions:
Ø Room TemPerature
tr 2-8'C
tr

Hazards:
Ø None known: Use Standard Precautions
E1 Material Safety Data Sheet, Aftached for each product

El As Follows:-
Product Preparation

tr No dilution required, Use as received (RTU)

El .Dilution(s) to be tested:
Mii equal parts of Part 'l and Part 2. Add 2o/o Parl3 to solut¡on. Mix solution and allow to stand for

5 minutes. Defined as 49 oz Part 1 + 49 ozPar|2 + 2 ozPaft3.
tr Deionized Water (Filter or Autoclave Sterilized)
tr Tap Water (Filter or Autoclave Sterilized) - All tap water is softened; the water hardness for the batch of tap

water used will be determined and reported.
E AOAC Synthetic Hard Water: 

-PPM

tr Other
*Note: An equivatent dilution may be made unless othemvise requested by the Sponsor.

Test Organism(s): Ø Staphylococcus aureus (ATCC 6538)
Ø Escherichia coli (AfÇC 11229)

Exposu re Time:--3Q-Seconds

ExposureTemPerature: ø25x1'C*
tr

Organic Soil Load (generatly not required for food contact sanitizer label claims):

Ef No Organic Soil Load Required
tr Minimum 5% Organic Soil Load (Fetal Bovine Serum)

Template: 250-1O - Propríetary lnlomation -
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ts purposes only.)

Test

t Test one day prior or other

arrangements made with the Study director),

COMPLIANCE
StudytobeperformedunderEPAGoodLaboratoryPracticeregulations(4ocFRPart160)andinaccordanceto
standard oPerating Procedures.
Ø Yes
O No (Non-GLP or Development Study)

REGULATORY AGENCY(S) THAT MAY REVIEW DATA

ø U.S. EPA
U Health Canada

PROTOCOL MODIFICATIONS

EI Approved without modification
El Approved with modification

PROTOCOL ATTACHMENTS

Supplemental lnformat¡on Form Attached - tr Yes El No

lnformallon -
250-l o - Ropriáty
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OR

o characterizationlstability testing is not required (For Non-GLP or Development testing only)

Physical & Chemical Gharacterization has been or will be completed prior to efficacy têsting.

E Test has been or will be conducted bY another facilitY under protocol or studY #:

f,¡ Test has been or will be conducted bY another facil¡tY under protocol or study #:

Template: 250-10 - Roprletdy lnformatlon -
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GLP comoliance status of ohvsical &,c,hernical,9hê!=æt9rization !e¡!no: . ..

@ing 40 CFR Part 160 GLP regulations

o ü ciäìäååität¡on ñu, nái ¡e"n or wiil not be performed followins GLP regulations

Cþlck and comolete the followino that applv:

ø A Cert¡fìcate of An"ty.ffiffiãfrîãprovided for each lot of test substance' lf provided' the C of

A will be aPPended to the rePort'

O 1"rii"é-r.¡r!.6g"n o, *¡ll U"ìonducted at Accuratus Lab Services under protocol or study #:

o physical & chemical characterizat¡on was not or will not be performed pr¡or to efficacy testing'

StaÞ,iflv Testino of the formulation

il'ooun,*stinghasbeenorw¡llbecompletedpriortoorconcurrentw¡thêf'icacytesting'

GLP comol¡ance status of stabilitY-te-slDq: . . ^.þtpffi¡;nce tsAø¡ed bv 40 c-FR eTrt r.all
E-TestingVÚu, o,,iiú" performed following 40 cFR Part 160 GLP regulations

O A S;";i;iy t"rt¡ng hàs-noi been or wilt not bè performed followlng GLP regulations

Check and complete the followino thal apoly:

El Testing h", b"enïñifËñãJãiãããi-Accuratus Lab Services under protocol or studv #:

o stability testing was not or will not be performed prior to or concufrent with efficacy testing'

/f fesf subslance characterization or stabit¡ty testing ínformation is not prouided or ¡s not performed fallowing GLP

';";;;"i¡r;;',1tí; *iit]á ¡na¡"ãü¿ ¡n tne etp compiance statement of the finatreport'

OAct¿{"c\ per phone C0n'{¿rsa}r'crn tro}9. Jurl q- tb-tþ
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ÀPPROVAL SIGNATURES

SPOIT/SOR;

NAME:

SIGNATURE

PHONE: (480) 339-2858

TITLE:

EMAIL: idrake@deconT.com

For confidentíatity purposes, study information w¡lt be reteased onty to the sponsor/representative signing the

pràø"it fãøäàÍirø'ss other individuals are specificatly authorized in writing to receive study information.

other individuals authorizd to receive information regarding this study: ü see Attached

Accuratus Lab Services:

NAME:
Study Dhector

e-

Templote: 2s0-t o - Èop¡ietay lnlormation -
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