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

160 with the following excePtion:

The following studies were not performed following GLP regulations: characterization of

the compounds.

GOOD LABORATORY PRACTICE STATEMENT

Date

, M.T

Submitter:

Study

1285CorporateCenterDrive, Suite 110 . Eagan, MN 55121 o 877.287 8378 o 651'3795510 ' wwwaccuratuslabscom



Project No. A22377

Protocol Number: DSS01 1 10416.AFLU'1

DeconT Systems, LLC

Page 4 of 34
AGCURATUS
-LAB SERVICES_
THE ANTIMICROBIAL AUTHORITYw

QUALITY ASSURANCE UNIT SUMMARY

study. Virucidal Efficacy of a Disinfectant for use on lnanimate Environmental surfaces

The objective of the Quality As¡urance unit is to monitor the conduct and reporting of

non-clinical laboratory riuo¡ét. This study has been performed in accordance to standard

;ó;r"ti.g procedures and the study protoóol. ln accordance with Good Laboratory Practice

äg;t"idn'40 CFR Þãrt fOO, the'Ciuality Assurance Un1 maintains a copy of the studv

piãto.ði"nO standard op"r"iing proce.dúres and has inspected this study on the date(s)

listed below. studiàs aie ¡nspãcied at time intervals to assure the integrity of the study'

The findings of these inspeitions have been reported to Management and the Study

Director.

Phase lnspected
Date of Phase

lnspection
Date Reported to

Study Director
Date Reported to

Management

Critical Phase Audit:
Preparation of Virus

Films
January 16,2017 January 16,2017 January 17,2017

Final Report February 8,2017 February 8,2017 February 9,2017

Date: 2-1-t 7
Quality Assurance SPecialist:
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STUDY REPORT

GENERAL STUDY INFORMATION

Study Title:

Project Number:

Protocol Number:

Sponsor:

Virucidal Efficacy of a Disinfectant for use on lnanimate

Environmental Surfaces

A22377

DSSo1110416.4F1U.1

DeconT Systems, LLC
8541E- Anderson Dr. #106
Scottsdale, M 85255

Testing Facility: Accuratus Lab Services
1285 Corporate Center Drive, Suite 110

Eagan, MN 55121

TEST SUBSTANCE IDENTITY

Test Substance Name: D7 Part 1 (16-194) D7 Part 2 (040516-7) D7 Part 3 (18840)

D7 Part 1 (16-202) D7 Part 2 (040516-8) D7 Part 3 (18840)

LoUBatch(s):

Test Su bstance 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 l-lll'

STUDY DATES

Date Sample Received: December 1,2016
Study lnitiation Date: December 20,2016
Experimental start Date: January 16,2017 (Start time: 10:07 a.m )

Exþerimental End Date: January 23,2017 (End time: 1:15 p'm')

Study Gompletion Date: February 9,2017
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OBJECTIVE

The objective of this study was to evaluate the virucidal efficacy of a test substance for

registrátion of a product as a virucide. The test procedure was to simulate the way in
wÑch the product is intended to be used. This method is in compliance with the

requirements of and may be submitted to the U.S. Environmental Protection Agency

(EPA) and Health Canada.

SUMMARY OF RESULTS

Test Substance D7 Part 1 (16-194) D7 Part 2 (040516-7) D7 Part 3 (18840)

D7 Part 1 (16-202) D7 Part 2 (040516-8) D7 Part 3 (18840)

1 (Part 1):1 (Part 2) + 2o/o of the total volume of Part 3

98.0 mL of Part 1 + 98.0 mL of Part2 + 4.0 mL of Part 3

Applied as a trigger spray

Virus Avian lnfluenza A (H3N2) Reassortant virus, ATCC VR-2072,
Strain AMashi ngton/897/80 x A/Mal lard/New York/67 50 17 8

Dilution

Exposure Time:

Exposure Temperature:

Organic Soil Load:

Efficacy Result:

10 minutes

Room temperature (20.0'C)

1o/ofetal bovine serum

Two batches of D7 [D7 Part 1 (16-194) D7 Part 2 (040516-7)
D7 Part 3 (18840) and D7 Part 1 (16-202) D7 Part 2 (040516-8)

D7 Part 3 (18840)l met the performance requirements specified
in the study protocol. The results indicate complete
inactivation of Avian lnfluenza A (H3N2) Reassortant virus
under these test conditions as required by the U.S. EPA and

Health Canada.

l2SSCorporateCenterDrive, Su¡te 110 . Eagan,MN 55121 o 877.287.8378 o 651.379.5510 . www.accuratuslabs.com



Project No. A22377

Protocol Number: DSS01 1 10416.AFLU.1

DeconT Systems, LLC

Page 9 of 34
AGGURATUS_LAB SERVICES_
THË ANTIMICROBIAT AUIHORITYffi

TEST SYSTEM

2

Virus
fnã nnruashington/897/8O x A/Mallard/New York/6750/78 strain of Avian

lnfluenza A (H3Ñ2) Reassortant virus used for this study was obtained from the

American Type Culture Collection, Manassas, VA (ATCC VR-2072). The stock

virus was prepared by collecting the supernatant culture fluid from 75-100%

infected culture cells. The cells were disrupted and cell debris removed by

centrifugation at approximately 2000 RPM for five minutes at approximately 4"C.

The suþernatant was removed, aliquoted, and the high titer stock virus was

stored at <-70'C until the day of use. On the day of use, an aliquot of stock virus

(ATS Labs Lot lA-78) was iemoved, thawed and maintained at a refrigerated

iemperature until used in the assay. The stock virus culture was adjusted to

coniain 1o/o tetal bovine serum as the organic soil load. The stock virus tested

demonstrated cytopathic effects (CPE) typical of lnfluenza virus on MDCK cells.

lndicator Cell Cultures
@ninekidney)cellswereoriginallyobtainedfromtheAmerican
Type Culture Colþction, Manassas, VA (ATCC CCL-34)' The cells were

píópagated by Accuratus Lab Services personnel. The cells were seeded into

muttiwlll cell culture plates and maintained at 36-38'C in a humidified atmosphere

of S-7o/o COz. On the day of testing, the cells were observed as having proper cell

integrity and confluency, and therefore, were acceptable for use in this study'

All cell culture documentation was retained for the cell cultures used in the assay

with respect to source, passage number, growth characteristics, seeding densities

and the general condition of the cells.

3. Test Medium
The test medium used in this study was Minimum Essential Medium (MEM)

supplemented with 2 pglmL TPCK{rypsin, 25 mM HEPES, O'2o/o bovine serum

albumin (BSA) fraction V, 10 pg/mL gentamicin, 100 units/mL penicillin, and

2.5 pg/mL amphotericin B.
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1

TEST METHOD

Preparation of Test Substance
ed 1 (Part 1):1 (Part 2) + 2o/o of the total volume of

Part 3 and applied as a trigger spray, as requested by the Sponsor. Each batch of

test substance was prepaied in an individual Accuratus Lab Services trigger spray

bottle.

One batch was prepared using 98.0 mL of D7 Part 1 (16-194) + 98'0 mL of D7

pà¡Z(040516-7) + 4.0 mL ot ÓZ part 3 (18840)rnq !" olher batch was prepared

using9.8.0mLofD7Part1(16-202)+98'0mLofD7Parl2(040516-8)+4.0mLof
D7 Part 3 (18840).

The prepared test substance was allowed to stand at least 5 minutes prior to testing

and was used within 3 hours of preparation. Each batch of test substance was in

solution as determined by visual observation and was equilibrated to the exposure

temperature Prior to use.

Preparation of Virus Films
Films of virus were-prepared by spreading 200 pL of virus inoculum uniformly

over the bottoms oi tfuee separate 100 x 15 mm sterile glass petri dishes

lwitnout touching the sides of the petri dish). The virus films were dried at 20.0'C

in a relative humidity ol 4oo/o until visibly dry (20 minutes)'

Preparation of Sephadex Gel Filtration Columns
rus-test substance mixture prior to assay of

virus, and/or to reduce the virucidal level of the test substance, virus was separated

from the test substance by filtration through sephadex LH-20 gel. on the day of

testing, Sephadex columnâ were prepared by centrifuging the prepared Sephadex

gel inãterile syringes for three minutes to clear the void volume. The columns were

then ready to be used in the assay.

lnput Virus Control (TABLE 1)

õñ-tne oav o testing, the stock virus utilized in the assay was titered by 1O-fold

serial diluúon and alsayed for infectivity to determine the starting titer of the

virus. The results of this control are for informational purposes only.

Treatment of Virus Films with the Test Substance (TABLE 2)
nce,onedriedvirusfilmwasindividuallyexposed

for 10 minutes at room temperature (20.0'C) to the amount of spray released

under use conditions. The carriers were sprayed until thoroughly wet, using

3 sprays at a distance of 6 to I inches, and held covered for the exposure time.

The viius films were completely covered with the test substance. Just prior to the

end of the exposure time, the plates were individually scraped with a cell scraper

to resuspenO tne contents and at the end of the exposure time the virus-test

substance mixtures were immediately passed through individual Sephadex

columns utilizing the syringe plungers in order to detoxify the mixtures. The filtrates

ifO, C¡trtion¡ wére tnén titerèd Oy tO-totO serial dilution to the 10-2 dilution. To aid

in remov¡ng tne cytotoxic effeðts of the test substance to the indicator cell

cultures, thé 1O-2 diiution for each batch of test substance was passed through an

individual Sephadex column. The filtrates (10-2 dilution) were then titered by 1O-fold

serial dilution and assayed for infectivity and/or cytotoxicity.

2

3

4

5.
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o Treatment of Dried Virus Control Film (TABLE 1)

One virus ¡tm waslffiãaslreviously described (paragraph 2)'. The virus

control ¡lm was 
"*poã"0'to 

2.00 mL of test medium in lieu of the test substance and

held covered for 10 minutes at room temperature (20.0"C) Just prior to the end of

the exposure time, the virus control *as åcraped with a cell scraper and at the end

;atË 
""porrr" 

time the virus mixture was immediately pa:s9.d through a

é"pnã0"*'column in the same manner as the test virus (paragraph 5) Tle filtrate

(10-1 dirution) was tnen titereo by 1o-ford seriar dirution to the 10-2 ditution. To mimic

ìnã tãli"iÅ:¿'iô1 ä,lutión was'passed throush a sephadex cotumn. The filtrate

iìó-;áirütion) was tnåltìtereo oy to+olo seriafd¡lution and assaved for infectivitv.

Cvtotoxicitv Controls (TABLE 3)

Each batch of the test substance was sprayed as previously described onto

separate sterile petri dishes and held coveied for the 10 minute exposure time at

ioå,.,.' t"rperature tzo ó,cl Just prior to the end of the exposure time, the plates

were individually sc'rapeO witfr a ceil .ctaper and at !he. 
e¡d of the exposure time the

contents were immãåiaiery passed through individual Sephadex columns utilizing

the syringe pfung"ir. iñJt¡itrates (10-1 diution) were then titered by 1g-fold serial

àit"ñd; iã tne rõ" ã¡trtion. To aid in removing lhe cytotoxic effects of the test

substance to the indicator cell cultures, the 10t dilution for each batch of test

substance *", p"r."ã ìnrough an individual Sephadex column' The filtrates

(10-2 ditution) were inllt¡t"t"O-by 1g-fold serial dilut'ron and assayed for cytotoxicity'

öVt"tãüCitV ôt tn" MDCK cell cultures was scored at the same time as the virus-test

substance and virus control cultures'

(TABLE 4)
Each dilution of the neutralized test substance (cytotoxicity control dilutions) was

challenged with an atiquot of low titer stock virus to determine the dilution(s) of test

substance at which vir"óiOâf activity, if any, was retained. Dilutions that showed

virucidal activity were not consideréd in dåtermining reduction of the virus by the

test substance.

using the cytotoxicity control dilutions prepared 9boY.", an additional set of

indicator cell culture, *"r inoculated with á 100 pL aliquot of each dilution in

äu"ãìup¡."t". n-ioo pL aliquot of low titer stock virus (approximately

ìó-intèLt¡ous units) wãs ¡ÅocutateO into each cell culture well and the indicator

cell cultures were iñcubated along with the test and virus control plates'

lnfectivitv Assavs
The MDCK cell line, which exhibits cytopathic effect. (cPE) in the presence of

Avian rnfruenza n 0.igñ21 Reassortant-virus, was used as the indicator cell line in

the infectivity assäys. Cells in multiwell culture dishes were inoculated in

örãOrupt¡."té with f'OO frf- of the dilutions prepared from. test and control groups'

The input virus control was inoculated in duplicate. uninfected indicator cell

cultures (cell contiòÈ¡ *"t" inoculated with test medium alone' The cultures

were incubated at 36-38'C in a humidified atmosphere o1 5-7o/o coz in sterile

JirporáOf" cell culture labware. The cultures were scored periodically for seven

ããü" tor the absence or presence of CPE, cytotoxicity, and for viability'

Statistical Methods: Notapplicable

7

I

I

10
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Calculation of Titers

Viral and cytotoxicity titers are expressed as -log1o of the 50 percent titration endpoint for

infectivity 1îCtDso) år cytotoxicity (TCDso), resfectively, as calculated by the method of

Spearman Karber.

-Logof lstdilurioninoculated - 
[(sumof 

%mgrtalryateactr¿itution)-rr)x(logarithmof dilution)]

PROTOCOL CHANGES

Protocol Amendments:
No protocol amendments were required for this study

Protocol Deviations:
No protocol deviations occurred during this study'

DATA YStS

Galculation of Log Reduction

Dried Virus Control Logro TClDso - Test Substance Logro TClDso = Log Reduction

STU DY ACCEPTANCE CRITERIA

U.S. EPA and Health Canada Submission
A valid test requires 1) that at least 4 logro of infectivity be recovered from the dried virus

control film; 2j that when cytotoxicity is evident, at least a 3-log reduction in titer is

demonstrated'beyond the óytotoxic-level; 3) that the cell controls be negative_ for

int".i¡uitv. Note: An efficacióus product must demonstrate complete inactivation of the

virus at all dilutions.
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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, 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. Originalsigned protocol.
6. Certified copy of the final study report.
7. Study-specific SOP deviations made during the study.

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

REFE ES

L Annual Book of ASTM Standards, Section 11 Water and Environmental Technology
Volume 11.05 Pesticides, Antimicrobials, and Alternative Control Agents;

Environmental Assessment; Hazardous Substances and Oil Spill Response, E1053-11.

2. Annual Book of ASTM Standards, Section 11 Water and Environmental Technology
Volume 11.05 Pesticides, Antimicrobials, and Alternative Control Agents;

Environmental Assessment; Hazardous Substances and Oil Spill Response,
E1482-12.

3. U.S. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Performance Test Guidelines, OCSPP 810.2000: General
Considerations for Uses of Antimicrobial Agents, September 4,2012.

4. U.S. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Performance Test Guidelines, OCSPP 810.2200: Disinfectants
for Use on Hard Surfaces - Efficacy Data Recommendations, September 4,2012.

5. Diagnostic Procedures for Viral, Rickettsial, and Chlamydial lnfections. Lennette, E.H.,

Lennette, D.A. and Lennette, E.T. editors. Seventh edition, 1995'

6. Blackwell, J.H., and J.H.S. Chen. 1970. Effects of various germicidal chemicals on

HEP-2 cell culture and Herpes simplex virus. J. AOAC 53:1229-1236'

7. Health Canada, January 2014. Guidance Document - Disinfectant Drugs.

B. Health Canada, January 2014. Guidance Document Safety and Efficacy

Requirements for Hard Surface Disinfectant Drugs.
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under the conditions of this investigation and in the presence ol a 1o/o fetal bovine

"".ùr 
organ¡c soil load, D7, diluted ì (p"tt 1):l (Part 2l + 2o/o of the total volume of

pã.t g anã applied as a trigger spray, demonstrated complete inactivation of Avian

innu"nr" A ifig¡lZl Reassoltant virus following a 10 minute exposure time at room

Ë;ú;irr" 1zo.oóc¡ as required by the U.s. EPA and Health Ganada'

ln the opinion of the study Director, there were no circumstances that may have adversely

affected the quality or integrity of the data'
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STUDY RESULTS

Resutts of tests with two batches of D7 [D7 Part 1 (16-194) D7 Part 2 (040516-7)

OZ p"rt 3 (1BB4O) ànd D7 Part 1 (16-202) D7 Part 2-(040516-8) D7 Part 3 (18840)l'

ã¡iuteo 1 (pärt rl:i ipãrt 2) + 2o/o oitne total volume of Part 3 and applied as a trigger

;ó;àt,'exposed ío Àviãn tnfluenza A (H3N2) Reassortant virus in the presence of a 1o/o

fetal bovine serum organic soil load'at room temperature (20.0"c) for 10 minutes are

shown in Tables 1-4. Ai cell controls were negative for test virus infectivity.

The titer of the input virus control was 4.50 logro. The titer of the dried virus control was

¿.S-O log.,o. fotbwiÀg exposure, test virus infectivity was not detected in the virus-test

substance mixture fo-r eitirer batch at any dilution tested (s1.50 logro)' T."tl.substance

"vtoto*i.itv 
was observed in both batches at 1.50 rogro. The neutralization control

iñon-u¡rr.íoal level of the test substance) indicates that the test substance was neutralized

àt <t.so logro for both batches. Taking the cytotoxicity and neutralization control results

into consideration, the reduction in viral titer was >3.00 logro for both batches.

nresentatioeroth reronamces pbLa Servi logo anye,AccuratustheeTh ofuse
Labratusuof Accthe written approvalwithoutLa ervicesb SAccuratusof rredrefem benotServ cesLabs ayAccuratunitioaddnts rohibited.rv¡GesSe p

milarn ro sadvertisi greleases,materials,nal pressrmfo ofto nI promotioany
means)or electroniconucomm n catiroadcast,bht,materia s pnby(whether

ServiLab ces.ratusAccuofrmissionwrittenthwithout pee expressed
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TABLE 1: Virus Gontrols Results

lnput Virus Control Resutts and Results of Avian lnfluenza A (H3N2) Reassortant

virus Dried on an lnanimate surface Following a 10 Minute Exposure Time

(+) = Positive for the presence of test v¡rus

igi = ruo test virus recovered and/or no cytotoxicity present

Dilution lnput Virus Control Dried Virus Control

CellControl

10-1

10-2

10-3

104

10-5

10-6

10-7

00
++

++

++

++

00

00

00

0000
++++
++++
++++
++++

0000
0000
0000

TClDso/100 PL 104.50 104.50
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TABLE 2: Test Results

Effects of D7 [D7 Part f (16-f 94) D7 Part 2(040516:7) D7 Part 3 (18840) and

D7 part 1 (16-2}il D7 part à (o¿osle-s) D7 Part 3 (18840[ Following a l0 Minute

Exposure to Àvian lniluenza n (ÈgNz) Reassortant Virus Dried on an lnanimate Surface

Dilution

Avian lnfluenza A (H3N2)
Reassortant virus +
D7 Part 1 (16-194)

D7 Part 2 (040516-7) +

D7 Part 3 (18840)

Avian lnfluenza A (H3N2)
Reassortant virus +
D7 Part 1 (16-202)

D7 Part 2 (040516-8)
D7 Part 3 (18840)

CellControl

10-1

10-2

10-3

104

10-5

10-6

10'7

0000
TTTT
0000
0000
0000
0000
0000
0000

0000
TTTT
0000
0000
0000
0000
0000
0000

TClDso/100 PL <101.50 <101.50

(0) = No test virus recovered and/or no cytotoxicity present

(T) = CytotoxicitY Present
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TABLE 3: Cytotoxicity Gontrol Results

Gytotoxicity of D7 on MDCK Cell Gultures

Dilution

Cytotoxicity Control
D7 Part 1 (16-194)

D7 Part 2 (040516-7)
D7 Part 3 (18840)

Cytotoxicity Control
, D7 Part.1 (16-202)
D7 Part 2 (040516-8)

D7 Part 3 (18840)

Cell Control

10-1

10-2

10-3

104

10-5

10-6

10-7

0000
TTTT
0000
0000
0000
0000
0000
0000

0000
TTTT
0000
0000
0000
0000
0000

Q000

TCDso/100 ¡tL 1 01.50 1 01.50

(0) = No test virus recovered and/or no cytotoxicity present
(T) = CytotoxicitY Present
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Dilution

Test Virus + Cytotoxicity
Control

D7 Part 1 (16-194)
D7 Part 2 (040516-7)

D7 Part 3 (18840)

Test Virus + Cytotoxicity
Control

D7 Part 1(16-202)
D7 Part 2 (040516-8)

D7 Part 3 (18840)

CellControl

10-1

10'2

10-3

104

10-5

10-6

10-7

0000
TTTT
++++
++++
++++
++++
++++
++++

0000
TTTT
++++
++++
++++
++++
++i+
++++

TABLE 4: Neutralization Gontrol Results

Non-Virucidal Level of the Test Substance (Neutralization Control)

(+) = positive for the presence of test virus after low titer stock virus added

(neutralization control)
(0) = No test virus recovered and/or no cytotoxicity present

(T) = CytotoxicitY Present

Results of the non-virucidal level control indicate that the test substance was neutralized at

a TClDso/100 pL of <1.50 logro for both batches'
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ATTACHMENT l: Certificate of Analysis - D7 Part I

ta

November 28,2016
Certificate ofAnalysis Decon 7 Part I

DeconT Part 1 oontains 2 quatefnary ammonium compounds. Tho active [Alkyl Dimethylbenzeyl

Ammonium Chloridel is piesent at 3.2% wt., N Alkyl pentamethy propane diamonium dichloride is present

at lYo wt, Total Quat. concentration is assayed using method BCQCSP-2.1 I '

batch
number

% wt, Total quaternary ammonium
comoounds

t6-194 4.13 I

16-202 4.24 I

t6-222 4.18 I

I

I

I

I

I

ËXAC] COPY

tNrrALSlbD ArEAa'l'7

cnr\
€o

otJ
c
l/ì
(n
i,ttt

tr
o
\J
(tt

L
¿
+av
16ta-

tr
{€
ã

.I
¡-
ot,tì
fu
U
¡tt\

E
-J
fu

00

\

I

r

il

\,c
E

o
tJ
o

"-1ì
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ATTACHMENT ll: Certificate of Analysis - D7 Part2

November 28, 201 6

Certificate ofAnalysis Decon 7 Part 2

Part 2 is assayed for o/owt.HzOz using method BCQCSP - 6.44. Expiration date to all product is

11t2812017.

batch numþer

040516-7
040516-8
040516-9

Yowt, Hz Oz

7.601
7.556

7.561

LCL
7.51

7.51

7.51

UCL
8.3
8,3

8.3

EXACI COPY

ItltTlALS nn DAT E 

^ 
-7 - I 

rl
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ATTACHMENT lll: Certificate of Analysis - D7 Part 3

an Ghemical Co ration
Avenue Telephone:

Ringwood, New JerseY 07456 Far 1 e6ås82Û
E-Mail: allanchem@allanchem"com

EOF

All
235

Product:
Manufacture Date:

Pronerh¡+

Appearance

Colour
Ã"iU¡tV (as aaetic acid)
Saponification Value
Water Content
Specific GravitY @ 2Ol2O C

t¿IritE ÇI¡Fcíficafiqn Results

Clear liquid, free from suspended Satisfactory
matter.
Hazen 10 max 3

% w/w 0.05 max 0.023
mg KOH/g U2- 605 574.2
%-wiw 0.2 max 0.03

1.180- 1.195 1.186

4

c

DIACETIN
ßt13115

Suggested Re-test Date; 1ÙnZfi7
Batch No: 18840

EXA.C] COPY

lNìnALs f p NrE t-9' ¡ rl
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PROTOCOL

Virucidal Etficacy of a Dislnfectant for Use on
lnanimate Environmental Surfaces

Virus: Avian lnfluenza A (H3N2) R€âssortant virus

PROTOCOL NUMBEF

DSSO,t11O418.AFLU,1

PqEPARED FORÆPONSOR

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

scottsdale, Az 85255

PREPAFED BY/TESTING FACILITY

Accuratus Lãb Services
'1285 Corporate Cenler Drive, Suite 1 10

Eagan, MN 5512'l

DATE

November4,201ô

EXACJ'COP'/

tNITIALSIDc\DÂTËã-?l?

P ROP R IEÍARY I N F ORMANA N

THIS DOCUMENT IS THE PROPERTY OF AND COI{TA]ì¡S-PROPRIETARY INFORMATION OF ACCURAIUS LAB SERVICES'

NEITHER rHls DocuMENr. HoniNËénîi¡iiôÑ crirq4¡H1o_rg¡erH-ls ro aE RËPRoOUc-E_D_oR DlscLosED ro orHERs. lN

wHoLE oR tN pARr, NoR useo Ëön*ÀîïþõnþôsË oi¡lEn ix¡Ñ rns penronulcnce oF rnls woRK oN BEHALF oF rHÊ

åilo'N"sol, wiirròÜi Þnion wnrnsN pERMtsstoN oF AccuRÁrus LAB sERVlcEs

|'enplare: I l0.lJ Peg6 1 of 12

1?Bg Corpryco Cols Þrivo. S,¡ie 1 1Û ' Eryr' MN 35121 ' 877 .?87 8378 ¡ B5l 370 õ510 . rffir-æ¡{d.d¡ùÅcûûl
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Page 2 ol 12 '*âçP,l*P*
vlrucldal Efllcacy of a Dlslnfectant for uee on lnanlmate Envlronmental surfaces

PURPO"SE
iñc-c of thi6 study is to evaluato the virucidal efficacy of e to6t substance.lor ¡egistration ol! a product.âs å

;¡rr-.:',d.: in" tort pro"uoure-it ìo simuletê the wey ¡n whicir thè product is ¡l!9nqâ9 tô bê usêd' Thi6 mcthod is ¡n

àårpäãn* 
"¡ti'- 

itrå r¿qu¡Gments oi ãna mav oe súrmittêd to, oni or morÊ ot thê itllowing acencios es indicetod by

úË Fipo[;r, U.S. enú¡ronmin-tar progct¡o'n Agency (EPA), Health Ganada and Australian Therapêutic Goods

Admlnisbat¡on (TGA).

TEST SUBSTANCE CHARAcTEH¡ZAT|ON
[160.105]tôstsub6tanc,chäräctêri¿etianastoidentity'strength'

pur¡ty, solub¡ity ano composition, as aàplica¡tà, shell bo documentèd beforo ¡ts u6. in th¡s studv' The stability of

it. ü"irr¡rrince shall ùo deteimineå'prior to or concurrcntly with this study. fortinsnt informetion, which may

änlði i¡,å ort*me of rtli6 stuãi, irrarr bò communicated in wrlting to thc Study Ðirector upon sâmple submisðion

to Accuretu' Lâb ssrv¡cc6. 
-Ãå"rr"trs 

Lab services will appeno sponsor-proridcd certiticåtes ot Añaly6is (c ot

Ãioiñi,,tr¿v report, ¡f ,oqr"s"o ánd supplied. Claracierization and stability stud¡es not pôrformêd lollowing

êLä rlôufatio'is wìll ¡e noted in the Good Laboratory Practicc compliancc stetemen¡

scHEpuLlNG AND DISCLAIMER qF wARFAt{rY 
^^^^ ^^^,,È,,,è r ah Q¡n¡i¡acafifst-comc/lirgl.5eNebesisonceAccurâtu5LsbseNicès

roceivcs the sponsor app*åut*mócioà prtocol, signed fee schcdule and corrcsponding têst substencs(s)'

Basód on elt required máirtái bcing loc€Ved at this t¡mo, th€ oroooppd exper¡mentel 6târt dato 
. 
is

ñãrã",æl zã, aOitj. vcr¡alãsutß may ú given upon completion of the study with a w.itten roport lo follow on the

ñ'ñ'oi.i*,"ptet¡on¿atcotOccem¡erio,zóto. ràcxpeoitêschcduling,pleascles.ureall rtquirodpeperworkând

Ëffii*.e Oocumentation is cðmplote/accurâté upon enivel el Accuratus Leb S€rv¡ces.

lf a tsst must be rêpêetcd, or e portion of it, because ot îâilufe by Accurâtus Lâb servieÆs to adhêfc to Êp6cil¡cd

p**ìur"r, it will úe repcaic¿ ircJ ot clraigc. lf a lcst must bè repceted, or a portion of it' due to fâilurs of

intemel conlrols, it w¡ll b6 råJ""tø rr"o or c-harga. "Mcthods Dcveloþment" lêor 6hall be asecssad' howêvcr, if

thê test subslencê and/or tcsi systcm require molifications due to complexity ând dilticulty ot le6t¡ng.

lf the sponsor requo6ts e rÇpeât test, thêy will be charged fof ân additional test.

Neither the name of Accuretus Leb serv¡ces nor eny of its employÊcs are to be used in advert¡sing or olher

promotion w¡thout writt6n consent from Aocuratus Lab Servlces'

The Sponsor is responsiblo for åny rêject¡on of thê f¡nel rêport by the reguletory egency of ¡ts submiss¡on

concemlng report formât, pãginatton, etå. to prÊvcnt rsjêct¡oi, Sponsor. 6hould-cârêfully rcviðw the Accurâtus

Laþ sèrvicê' t¡net r6pon a;T;;tit À;rratus Lab,services of any perceived deficienc¡es in these areâs þeforc

submisslon of the rêport to tnr'iãöílátolagincy. Accuratus Lab Services will mãke rèesonåble chenges deemed

neceisary by thê Sponso., without eltering the technical dela'

JUST|FICATION TOR SELECTION OF THE TEST SIFTEM

Rêguletorya9gnclrsrgqu¡@adisinlectantintendedicrusêonhardsurfacêsbc
supportcd by approprietô J"ì"ñi¡nJããiÀ ãemonstrating the eficâcy of ths tsÊt tubstenco egeinrt the clâimed

virus. Ëach âgency w¡tl 
".ðãpt 

ãäóqrãli data gena.ratãd by any appropriete tschnique in support ol a virucldal

cffcacy cleim. This ts ac"ãäptßhåã-¡v tr""ting. thc tergåt viius wittr tho dicinfcctant (tè61 6ub6tence) under

condltions, which simulatJ;;ä".;ly ãe possi6tc, in tfie laboratory, the Ectuâl conditione und'r which the

disinfectant is des¡gned to ¡o usá¿. Éor d¡s¡nfcctant products intcnded for usê on hard surfaces (dry, ¡nanimete

env¡ronmentåt surfaqcs), 
" 

ãr¡ãi r"tnoo is uscd in tlic generation ol the supporting v¡rologicãl dât?: 1!: M.D9K

cêil tine, which support6 tn" ãó-,tn "i 
tñi Ávian lnfluon¿ã A (H3N2) Reassortant virus' will bc used in this study

ä" ård"¡*"nt"lilsign in this protoool meels thÊsô requirements'

Ienplate: I l0'lJ Êopridûy lnformrl¡oñ

!285 Corpordo Cold Dtivc â,¡to 1 10' Ëryr' MN 6512f ' 877 2B?.8378 r 651.3?0.5510 . ün-ø{dlddÅtaÍr

l2S5CorporatecenterDrive, su¡te 110 . Eagan, MN 55121 t 877.287.8378 o 651.379.5510 . wwuaccuratuslabscom



Project No. A22377

Protocol Number: DSS01 1 I 041 6.AFLU'1

DeconT Systems, LLC

Page24 of34
ACCURATUS
-LAB SERVICES_
THE ANTIMICROBIAL AUTHORITY'w,

Protocot Nuñb€r: DSS01 1 10416'AFLU.I DeconT SystemE, LLC

Pagã 3 of 12 #âç+*ç.il¿t
TEST PRINCIPLE
Ãîfrñîì,fi-u6, dned on e glass surfecs, is expoeed to th6 tcst subslance f,cr a spccilicd exposurs time' At tho

"iä 
öri¡" àiË"iure timc, tlnc vlruc¡oar and cytàtoxic ãctivlt¡os erc rcmovcd from the virue'test subôtancê mixturê,

ãnJ it" *¡rtüre ¡6 as6åyld for vtrat infactiviiy by an eccðpted âssay mothod. Appropriate vlrus, te6t substenca

cytotoxiclty, end neutrelizat¡on control$ are run concuncntly'

STUDY ÞESIGN
õ'Ëãffi;nlnç 

",r¡ll 
bo prcparcd in pårellel and used as follows;

Tha appropriate number of flms for cach batch ol test subst|nce assayed por exPosuro timc reque6ted'

The appropriate number of films fôr viru6 control titration (titer of virus after dry¡ng) pðr exposure l¡ma

rêquasted.

îhe ¡noculated carrier6 are expoocd to th6 test substencê for thô sponÊor spêc¡lied sxposure tima' At the.endof

Ë#;m;J;rlosJra time, iäiusætdêd v¡rus-rsst substanc€ ñixtures will bs deloxified end mâde non-virucidal

üv i"i*iaiãt"l' aOcing tna åoÃicnts to a Sephadex gêl.flltration column followêd by 1O-lold 6cr¡âl dilullons in lost

"í.åirrr.- 
Êã.'n dilutiõn is inocutate¿ into indÌcatoriell culturês. The resuspcnded virus control film end êech

betch of tost substance 
"ronu 

*iif ùJtnated in oxactly the sâmo manner. For analysis of ¡nfðctlvity, culturês w¡ll

be held for tho eppropr¡âtê inrr¡.tion par¡od åt thc ¿nd of which timê eulturss will be scored lor the prsgêncÆ of

iñ, tõä u¡irl.-Cüliurå¡ wirr üã-mãn¡iorcà at ttrat time for cell viâbility. uninlcctod indicator cell cultures will be

äoiJã-¡n páotbt and eimiúñv ronitoi¡¿. For anatyeie of cytotoxiòlty, the viebility of culture6 lnoculated w¡th

ã¡ruïùn. oir".h tcst end c¡ôioi¡c¡tv controt wilt be ctctorminsd. ¡n âddition to the ebovc t¡tret¡ons lor infect¡vity

il";ii"t"ri.iit, ir," ,osiotiJu¡iuóiãai áct¡vitv or the t6st substânce eñêr ncutrallzetlon will b€ detcrmined bv

ãä¿i"riã tiltiiár ol 6tock v¡rus to eactr ditutio; of thê tcst Eubatencè (cytotoxicity control dllution6). Thô rcsult¡ng

mixturos of d¡lutions 
"r" 

arsàv"¿ lor infectivlty in ordcr to dolcrmine thô dilut¡on(s) of test substence at whi6h

virucidel activ¡ty, ¡f any, is retainod.

vrBus
îf;Ëãñasn¡nsron/Bg7/so x 

^,/Me¡ãrd/Nêw 
YorU8750f/8 strain of Av¡en lnfluenze A {H3N2} Rêa.s!9te1-v'lY:J9

be ussd ¡6r this otudy wa¡ o¡tainc¿ lrom thê Amcrican Type Culture-Colloction, Manassas, VA (ATCC VR'2072)'

éioåi-uiiu, is prepároO nV õii""ti,ig tne allantoic fiuiôfrom ¡nocùtäted 9-1't dav old fcrtili¿cci, ombryonatêd

;hËi; 
"¡gr. 

ini nuiO ¡riË¡nãã ¡i."ntrifugatlön, aliquotcd'ând mây be stond åt 3-70"C until tho dâv of use.

Altsmato mêthods ot v¡ra¡ 
-pööãõxtn t"v Éc ut¡ilzcd besed qn thê growth rèqu¡rêments of the virus The

päóäsår¡on r"thod witl uq åpó¡rñ¿ ¡n thc áw data and ln thã roport. on thc day. of use ths approp¡ate numbtr

ôf âttôuotÊ ara rcmoved, tn.rí"d, *m¡¡ncd (if applicabls) and maintaincd et e rêfrìoeråtêd tempefatufe until uEêd

il tä;ïö. ü¡i;-li i'nä spån.or roque6ts ân orsanic ôoil losd challenge, letál bovinc sêrum (FBs) or tho

ä.irãrt"oãrg.liã soil w¡lt ú"ìñ.orpo*tø tnto thc stõck v¡rus eliquot. Thê stock virus ellquot wlll be edjusted to

yicio tne percont organic 60ll loâd requrstad'

INDICATOñ CELL CULTURES
ffiêy)csllËwðreoriginallyobte¡nêdfrom1h9AmcricenTypêculturÊ'coll9ct¡on'
Måna6sås, VA (ATCC CCL-34). Tho côlls are propagaiod by Accuratus Lab^ Servicoå porsonnel' Thc cells€re

seedod into multiweil cefl cufiuó platcÊ end mai;uiÀð! et 36-38"C in a humidllled atrnosphsrê ol 5-7% COr' The

äd;nci;fthäiãiir 
"¡rr 

É;tpãù;1e d tre test vr'-n:rs, MDCK cells obtainèd hom en eìtemete, rcputable sourcc

rnãV ¡" ,éø, The sourca of th. cells will bc spocified in thê finel report'

All cêll culturê documcntation i6 roteinod for thê c€ll cultures uscd in th¡s â6say w¡th rospect to 6ourco' Pessâge

;;ñ.;r, ü*rth 
"tiractc¡st¡c*, 

;eeding densit¡cs end ths gsneral condition of thc colls.

lumplate: 110-lJ Ftoprìdry l¡formdlon -

t 285 CorPotdo Clìlt Orlvo årìro l t0 . ESú. Mil 55121 ' 877.287 837s ' 651 3?9 5t10 ' NLetraud{ùÂ60
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rggtuEplu¡û
iñfffi-cdi"m u6ôd for thi6 essay is Min¡mum E¡sentiel Medium (MEM) supplemented with 0'10% (vtu) hèât

¡nect¡vated fêtal þov¡nè scrum. Th6 msdlum may also bc supplemcntcd wlth one or morc oÍ ths following: 10 pC/mL

gentam¡cin, 100 units/mL pênic¡llin, 2.5 pg/mL âmphoteric¡n B, 1"0-2.0 mM L4lulamìne, end 0,5 * 5 pg/mL trypsin.

ifråãmporit¡on of lh€ teit medium may be alterod ba6ôd on the virus and/or c6lls. The composit¡on of the mldium

will bc 6pecilied in tho rew däta ånd in th3 reporl.

PREPABÂTION OF TEST SUBSTANpF
ffiusodasrecommendcdbythe9ponsor.Theproductwillbcpre.
Gquilibrâted to ths dcs¡red tèst tcmp€raturs lf âppl¡ceble.

PRÊPARATION OF VIRUg FILùIS
Fäñóf \rir,¡E w¡ll bê prrpâããTi spreaOing 200 ¡rL of virus ¡noculum uniformly over the bottom of lh! appropr¡âtc

numOcr of 100 X tS 
'mrñ 

sterile 
-glass 

petridishes (without touching the sidos of the pðtr¡ dish). Ths v¡rus wi'l bc

ã¡r{riêd at 10"C.30"C unt¡l visibly dry (à20 minutes). A callbratod timêr w¡ll be used foi't¡ming thc dry¡ng. Ïhê
ãry¡nO-.onO¡t¡ons (têmpcreture añO tium¡Oity) w¡ll bo appropdato fof the test v¡rus for the purposc of obtaining

måxiñrum 6urvivat follow¡ng dry¡n¡. The aclual dryinq conditions, drying timê and câlibratèd timer used will bB

clearly documêntcd.

One dried virus film per bâtch ot t6st substancê lvill be assaycd unless otheM¡se rcquested.

TEST METHOD

Prspar¡t¡on of Sephadex Gôl Flltratlon Column¡
fo-Iøuceìtracytotoxic lcvol of th6 virus-tcst substañcc ralxturc prior to lssay of virus, and/or to raducê the v¡rucidel

lcv6l of tho tc¡t iubstancc, virus iE 6eparôtcb from tne þ6t substanca by filtretion through Sephadex gê1, The typê.of

Sephadcx uscd will be spocificd in tha final raport. On thê dey of tosting, Sêphâd.x column6 arc prcparud by

*-'ürifønSthJ pnpârcd bophadex gel in sterilc syringcs br three minutès to cliãr the void volume. The columns

ere now rêady to bG used in thê atsay.

lñput Vlrut Control
óil¡aOaiof test¡ng, thê stock vlrus utilized in the assay will be titcrcd by l0-fold seriel dilut¡on and assayed for

¡n¡aäiu¡üío Oet"im¡ñc tnc sÞrt¡ng t¡ter ot lhê virus. Thc rêsults of lhi6 control erê lor informâtional purposes only.

Treatmont ot Vlru3 Fllms wlth lhe Tosl Substance
Foi cach batch of tost substâncê e6seyod, the appropriate number ol dried virus films eró individually exposed to a

Z¡ rl à¡iqrot of the usê dilution of lhcic¡t subEtnnco (liqu¡d productõ), or. to thg amount of 6pray Ëloa6êd undêr usê

änàit¡onci.prny products) end hêld covcrsd lor thc spccifièd ê¡posurc timc(s) and temperaturô' A celibratôd limsr

*ill b" rt"d ior iiriting tho cxposurô, Tho ectuel tompêraturo will be rccordad, Just prior to the ond of tha txpo6ure

mC tf'" pfat"r a¡¡ iñaiviOuaily scraped with e c€ll $cr¡por to rosuspond thê.Ænlsnts-and at the Gnd of lhc ôxposurt

t¡me the virus-tesl subslânco'mixtures arË ¡mmêdialely passc.d through ¡ndividual sephadex columns utlllzin¡ the

iyi¡næ plr.g"i ¡n ordor to dctox¡ty the mlrituro. Thc lìltratc (10'' dllution) is thon titsËd by ssrial dilution end âsBsyed

iói irifEriiu¡ty ã^álor cytotoxicity. îo further aid in the removing of thê cytotox¡c effêcts of ths têÊt substence to the

iñ¿icaioicei culturss, individuá ditutions mey be pessed through addiüonal individual sephadex columns'

Tcnplate; l !0-lJ ÊoprìdrY lnlortlc¡on

I2g5 CorporcoCðlr Ot¡s. 5r¡lô 1 I0' Fryr. MN 55121' 877 207 8378 051 37f.5610 . wrwrMfrld)û.s
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Psge 5 ol 12 *'e*ç#Æ
Troatment of Drled Viru¡ Control Fllm
Tnc appopriatc numb€r of virus film¡ arê prrper.d es dr6cÍibcd previously for each exposurê time essâycd. Ths

u¡*r-éént b films arc run in parallcl to the têst virus but a 2.0 mL aliquot of test mcdium is added ¡ñ lieu ol the têst

ôubs¡encc. Thc virus control films ere hcld @vertd end oxposcd to tho test mcd¡um for thê 6ams axposufr tim€ end

åt thg seme oxposurc tômporaturc es the tôEt l¡lmõ are exposed to the tost subslancc. A celibrated t¡mor wlll be usrd

fdr t¡m¡.g the ixpo¡uro and the actual tempêratuË will bê recorded. Just prior to thê end ol the €xposure time, the

virus filrñs arê ¡nd¡v¡dually scraped a6 prrviously dèscr¡bod ând at thc ond ol the exposurc lime the^mixturcs arc

¡;mcdiatcly paascd throúgh indlvidual Scphsdox column¡ utillzing the syringc plunger. The lTltretc (10"' dilution) i6

frân Utcrcd dV sorial dilutiõn end assayed ior infectivity. lf eddit¡onal Sephadex ælumns w6rê used lo further rêduce

t¡i cytotox¡c'cfncts ln the toôt subsiânc€ assåy, the sÉmc dllutions of tho viruE c,onfol will br pâ3àod through

additionel individual Sephadex columns'

Cytotorlclty Control
Ãi.ôãf aliquot ol each batch of tðst substanco (l¡quid products) or the amount of the test $ubstance rêcovered

,nflln sprayoà onto a sterilo pêtri dish (6pray products), i6 liltêßd through â Sêphedex column utilizing tho syringo

ptrng.r'"nd the llltrete is diiuted sorially in medium ând inoculetod ¡nto c6ll culturcs for assay of cytotox¡city

õàicïn"ntfy with thê virus control ând tcst subEtance-traated viruE semples. For spray p.oducts, thc cytotox¡city

control will bc held coverÊd ior thê longest requested Gxposuro tima et ths requested exposure tsmpcraturo. A

cal¡þrated timor will be used tor timing the exposure. lf edditional Sophadex column6 wero used to turthcr rêducê

ù.tî c¡ðior¡c cnecß in the t¿st subståfcc assây, lhc sämo d¡lutions ot tho c$otoxicity control will bc passed through

sdditionel individuel Sêphedcx column6.

Areay ol Non-vlrucldal Levol ot Tost Substanco (Neutrallzatlon Control)
Èã.f, änrtOn of the neutraüzèd test substånce (cy'tÕloxicity conhþl dilul¡ons) will bè chellangcd with ân aliquot ol low

Itãi sþof viruË to dêtêrm¡ns thê di¡ution(s) of test tubstenc¿ at wh¡ch viruc¡dal activity, if any, is retained' Þilutions

thet sho¿v v¡rucidal activity wlll not bê con6idcrcd in dêtormin¡ng rêduction of lhc virus by the tost substånce.

Using thc cytotoxicity control dilut¡ons prcpared aþove, an additional sot of ind¡cator cêll cultur.6 will be inoculatcd

*¡tf' ã f OO út- al¡quot of eech dilul¡on in quadruplicete. A 100 pL âliquot of low tilar Ètock virus will bê ¡noculatcd

into iacn ce¡l cutiure well and tho indicator cêll culturêE will bc incubated along with thc tè6t end virus contrôl

plates.

.. lñlsctlvlty Atttyt
The MDóK ceti l¡ne, which exhibite cytopâthic èff€ct (CPE) in the prsGôncc of Avian lnfluênze A (H3N2)

Reas¡ortånt vlrus, will be used as the iniicator cell lino ¡n thc infcct¡vity assays. C6lls in mult¡wêll cultufc dishês

"lfüã 
inórf"i"d in quadruplicate with 100 UL ot the d¡lutions propared from tosi end control groups. The input

u¡*i *ntrol will be inãculatàd in duplicåtc. Un¡nf6cted indicetor æll culturcs (cell controls) will bc inoculatcd with

tesi mcdium elone. Thê cultures are incubeted et 36-38"C in a humidificd atmæphêre ol 5'7o^ CO2 ¡n ste¡ils

¡i;ü;bi; ."ti culture labwere tor approximâuly.scvcn days. Periodicelly_ throughout the incubetion llmc]lÇ
;J[u¡¿; will b6 microscopically observàd for the absenc¡ or prosenc€ of CPE, cytotoxicity and for viability. Ths

obseNâtions will bo rccordsd on thÊ râw dãtâ workshocts: only tho rêsulls from thê tinâl obsetuåtions will bê

rcported.

DATA ANÀLY!ìIS

Calcultllon ot T¡tor!
ù¡ø ánA cytotoxiôity tit€rs w¡tl be oxprcssod es. -lo9ro of the 50 perc€nl t¡trâliorl endpoint for ¡nlectiv¡ty (TCID¡o) or

cytotoi¡J¡ti (TCDsoi, rospêctivcly, ai calculated by the mêthod of Spcermân Kärber.

.Logoflst<lilurionintxulatcrllttry)_'.'J"(l.unrirhrnr,fdituti.,rr)]

Calculatlon ol Log Roductlon
oriø v¡*l conroÏLogro TOlDso - Test Substânc8 Logl¡ TCID5¡¡ : Log Reduction

lf multipte dried virus control replicatês ârc pcrformed, thc evorege titèr oJ thê tcplicatos will bc calculated end th'
;ui.'.|j¡ Ut"i*iU Oc ussd to calculato thê log rûduction in viral titêr of ths individual te$t rrplicâtas.

Ienplnte: I l0-lJ - ftoÞidry lÕlotÍd¡on -
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Påg€ I of 12 #åcrlsçm
pBocEpuRE FOR ¡DENTIFIçÂTIoN pF TH,E TESI S)rgTç:lU

r¡tu5'LabscN¡ca¡maintain6stândafdopcret|ngProcedures
(SOpi) retat¡ve to virucidal efñcacy tort¡ng 6tud¡e6. Vifucidal aflicacy t!Êtino iÊ peflôrmod in strict adhèrêncs lo

incs" É¡Ops wh¡ch havð been constructeã lo covcr all espècts ol thc work Including, but not limitccl to' rscê¡pt.

iiõin, ã^a iiac¡tng of biologicål reagents including virus ånd cell $toÕks for purposss of ldêntificetion' recê¡pt and

uj" of ãtte*¡"al rãegents including-cell culture mgdium componênts, etc. Thesc procôdurðs are dc6ign6d to

ãõrm"nt cach rtep-of viruc¡del efficaey toEt¡ng studies. Appropriat¿ references to med¡um, betch number, etc

are documentod in th€ rew dete collectèd during tha cour6s ol Gech study'

Addit¡onally, êech virucidsl efficacy tèst i6 ess¡gnêd a-uniquo Project Numþer when thê Sludy Dircctor initieteô the

pfiocoi toiil,s study. This number is used for idontiñcâtion of thê test culture plato6, etc. dur¡ng thc cource of the

iost. Test culture plåtee are â160 lebêlcd with rsforônce to tho tê6t virus, cxperimentål start detc, end test product.

Thesc mcasurcs 8rc d!6i9ned to document thB identity ot th! t68t systêm'

METHOD FOR CONTROL OF BIAS: N/A

STUDY ACCEPTANCÊ CRITERIA

@¡tefieandreforenceslorthoreguletoryaconcyreviewingthedatâwillbe
includod in thê linel rêPort.

U.S. EPA, Health Csnada, and Ausr¡llån TGA Submls¡lon
À val¡d teát requiros 1) thet ât toast 4 logro of infectiv¡ty bê rêcovürcd from tho dr¡ed virus control film: 2) thet when

cvtotoxicity is èvident, at lcast a 3Jog rCduct¡on in titsr i6 dêmon6treted beyond the cytotox¡c levcl; 3).thät thc cell

é"1iàli Uã negative for tnfectivlty. lf any of ths prcvious rogu¡remcnt6 arê not met, thc test mey ba rspeetêd

undêr the curre-nt protocol number. Note: An efficacious product must demonstrete complBto inâctivetion of lhÈ

v¡rus et ell dilutions.

lf thc tgst substance fails to maet the tsst ecc€ptãnce çritêria and tho dried v¡rus control teils to mset thÊ control

ã.""pt"n"e criterie, thc study is considcred vilid and no Ëpêãt tosting is nccessâry, unless roqucsted by tho

Spon6or.

lf any portion of th. protocol is cxccutcd inconec{ly war.enting rspcat tosting, the test may bÇ repcatod under the

cuncnt protocol number.

FINAL REPORT
if,ã?õãñf¡it ñctude, but not bc limitecl lô, idênt¡ficetion of tho 6ampl6 and dete rec¿ived' detc8 on wh¡ch the

tesi *å. in¡tiåted and complêted, identillcatlon of the v¡rus strain used and compositìon ol th6 ¡noculum,

àãor¡ption Jf cclls, medlum'end rðegcnts, dêscr¡ption of the m€thods êmployocl, tebulettd rôõultrs, cslculâtcd

¡iers iãr infcd¡vity and cytotoxicity, anã e conclusion âs il rolâtôs to thô purposê of thð tost, A drâff rêport mey b€

iäãî".=tirä ol itre'spon'¡år. Thc final rêport wlll bê prêpercd once thc Sponsor has reviewed thc draft rêport ând

notificd lhc Study Dirêctor to complolê tho study.

PROTOCOL CHANGES
iiìîæmês necossary to mak€ changEo in thc approvd protocol, lhè revigion_ånd reesons br change will be

ilñ;19d, reportêd io the Sponsor ãnd will become e part ot lhe pêrmãnênl lilo flr that study. Similarty'-the

$f,f,iji ç;¡¡¡'b" hog¡cd as soon as po6sible whenevsr an evont oocurs that mey hevc en effÞct on tho välidity ol the

study,

Tem¡¡late: I l0-l.l RÐridtf lrlorñclon '
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Pagø7 ol 12 #åc*ç*w*
TEST SUBSTANCE RETENTION
Tcsr Eubstãncc retantion snãiç tho rssponsibility of the gpon6or. Unused tost substence will be ¡li¡ç¡¡¡[g]
following study çomplet¡on unless othen¡vise requcsted'

RECORD BETENTION

Study Spoclllc Documonts

All of th6 Orig¡nal rew dsta devêloped exclusivcly for th¡s study shall bc ãrchived et Accuretus Leb serv¡ces for â''ffiñ 
ãrîu" y""rr tor ctp étud¡es or a minimum of ¡ix months lor all othcr stud¡ss Íollowing the study

ämåtetion datc. Afler this time, thg Sponsor (or ths Sponoor Rêprêsentetive, ¡f applicable) will be contecled to

d"iäñi;; tüñ"i åiipoiition. inese drigtnal clata include, but an not llmited to, the following:

1. All hendwritt6n raw dãta lor control ând tê6t 6ubstiencês ¡ncluding, but nol lim¡ted to, notebooks' datå

form6 end calculations.
2. Any protocol emcndment6/deviation not¡ticâtlons'

3. All measured dåta u6ed ln formuleting th6 flnal rèport'

4. Mcmoønda, specincations, and other study Epscitic correspondênce rèlâting ¡o intorpreletion ând

evaluat¡on of datâ, othèr then tho66 documðnts contained in th6 f¡nal study report.

5. Orioinål signcd Protocol.
6. Ccrt¡fied cöpy of thc t¡nal 6tudy roporl.
7. Study-specific SOP dev¡etions made during the study'

Faclllty Spoclllc Document¡

The followinq rccords Êhell blso be archivcd et Accurâtus Leb Serv¡ces. These documonts include, but âr€ not

limited to, lhe þllow¡ng:

1. SOP$ which pêñâin to thc stucty conductcd'
2.. ñón stuoy-sóecÌ¡c Sòp devladons made during th€ course ol th¡s study, which mây effect the results

obtainÇd during th¡5 studY.

3. Mothods whlch wcrc usêd or refôrtncãd in thê study conducted'

4, QA reports lor €ach QA ¡nspêction w¡th commrnt8

S: nacitú Rccorcs, 
'iJrplråtrr. 

Logs (ambiont, incubator, etc.), lnstrumcnt Logs, câlibretion and

Meintenancc Records'
6. Currênt curf¡culum vitae, tfeinino records, ând joþ descfiption6 lor all pêrsonnel involv6d :n tho study.

PROPOSED STATISTICAL METHODS: N/A

Ropr¡!tûy lnformd¡oRI I0-l,l
1 285 Corpo.l. C&lq Dr¡w.ãril.l10.E4ú.MN55121'g77?8?83?8'651'3795510'wftr-s¡rjluÉ&Àmrl
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Protocol Number: OSS011 10418'AFLU.l

REFERENCES

1. Annual Book of ASTM Stande.ds, Scction 1 1 Weter end Environmentâl Technology Volumê I 1.05 Pêst¡cide6,

Ant¡micrcb¡els, and Altcrnativc Conlrol Agðnts; Envlronmental A66essmènt; Hazerdous Subståncès and Oil Sp¡ll

Responsc, Ë1053-11.

2. Annuat Book of ASTM Standards, Section 11 Wâtcr and Ënv¡ronmentâl Technology Volumo '11.05 Poslicides,

Ant¡m-tcrob¡els, ând AltGmativê Control AgentÊ; Env¡ronmontâl Assessment: Ha¡srdous Substânces and Oil Splll

Responso, 81482-12.

3. U.S. Ênvironmental Protection Agency, Office of Chomical Safety and Pollution Prêvcntion, Product
performancê leot Guidelines, OCSPP 810.2000: G€nerel Consideretions for Uses of Antimicrob¡äl Agentn

Scptembor 4, 2012.

4. U.S. Environmental Protection Agency, Oflice of Chemical Safety ând Póllution Prgvention, Product
performance TÊst Gu¡delines, OCSPP 8'10.2200: O¡sintêctants for Uso on Herd Surfâces - Êfficâcy Dete

Recommendat¡ons, September 4' 2012.

5. Dlegnostic procodures for Viral, Rickettsial, end Chlemydiâl lnfections, Lennettè, E.H., Lennetie, D'4. and

Lcnnette, E.T. editors. Scvènlh edition' 1995'

O. Blâckwoll, J.H., enc, J.H.S. Chcn. 1970. Effccts ol various germ¡c¡dal chemicâls on HËP-2 cell culturê and

Harpes timplex viru6. J. AOAC 53:1229'1236'

7. Hcâlth cenede, January, 2014. Guidance Documônt - Disinlrctånt Drugs

g. Health Canada, January, 2014. Guiddnc€ Document - Safety and Efficacú Requirsmênts for Hard Surfaco

Disinleitant Druge.
g. AuÊkeliân Thoråpêut¡c Goods Administration (TGA), Fcbruary 1998. Guidêlines for the Eveluetion of

St€r¡lânts end D¡sintsctants.

10. Austrâtian Therepeulic Goocls Administration (TGA), February 1998. Therapeutic Goods Order No 54:
gtanderd for Di6infectãnts and sterilânts.

11. Australiån Therepêutic Goods Administfåt¡on (TGA), March 1997. Therapeutic Goods Order No 54A:

Amcndment to Stendard for Dis¡nfectants and Sterilents (IGO 54).

i2. Australian Tharapeutic cood6 Administrat¡on (TGA), July 2005. Dran Guidolines fot the Evaluation of

Household/Commercial and Hosp¡tâl Grade Disinfectents.

'Itmplate: I ]O-IJ ãopt¡dty lnfoût¡l¡on
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protocol Numbor: OSS01 1 l041o.AFLU.1

STUDY INFORMATION
(All btank socllans drê æmpte¡ed by the Slnnsor or Spnsor Raprgsonlattw as ilnkâd to their slgndturø, unloss olh€twlse noled.)

Toõt Substsncs and Numbgr - exactly !. lt roport):

lor thø. Iabel le requlred lot rog¡stt,atlon.

DeconT Sysloms, LLC

Page I of 12 ffi**w

"þ
Product OoscrlPtlon

)P ouatcmary
tr lodophor

ãmmonie u
þ

Pðräcetic ec¡d
Pcroxide

O Sodium hypochlorite
n

to Accuråtus Låb

lo rcprcsdnl

Èþrase

Y

ToEt

/s

Condltlona
Room Temperâture

Íñis not

O Other

Hazard¡

Ë
o

T68l Vlrus:

Exposuro

âs received (RTU)

ct 2.80C

None known: Use Standard Procaut¡ons
Metariel Seþty Dete Shcet, Attachêd for each product

As Follo,vs:

Product Preoaratlon
, .{nod'ilution requircd, Use

(lt o 'D¡lution(s) to be testcd:
dêfined as +

tcr the betch ot

(t

ExpoSurt ToñPgraturo: \ *** tcmperaturo (to be besêd on regulatory egrncy of subm¡ssion)

O Oûrcr:-_"C (Plea6e spêc¡fy ren96)

Dlþcllon¡ lor åppllcsllon ol aeroeol/rpray prgducts:

:{Spray instructions ere not ãpplicâblc.

Trigger spraY aPPlication:
tr-$ät ;iá"rs uatng 3 sprays, or unrit thoroughly w€t, ar I disranca of 6 ro I inchôs.

õ ðpr"i,*riersusin! 
-'' spraysitaaistenceof-_to-inchês/cm. (circleone)

Aerosol sPraY âPPlicetion:
t spray caniers br _ sêconás, or untll thoroughly wet, at a d¡stanco of 

- 

to 
-- 

inchelcm.

ctroenlc Soll Load--"VrX t Uf bovins serum (mlnimum level that can bê testêd)

Ó s"¿ teut bovine sarum
D Other

lD z (ptçe-J*i e- Þ:7-^G
\--/ .¿gzd.\. tsr.\lA-âo-( L,

Tenplate: I l0'l,l ftop.idty lnformalìon
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U,S. EPA
Heelth Caneda
Therapcutic Goods Adminisket¡on (Au6trâliân TGA)
Not applicabtc - For intemel/other u6e only (Effcacy result will be besed on U.S. EPA r€guiremônb)

C9¡¡PLIANCE
ËñáiffiiTrform€d under EPA cood Laboretory Practict regulations (40 CFR Part 180) ând in âcôordance to

6!ânderd opcratin g Procadures.
Et Yes
B No (Non-GLP or Development Study)

PROTOCOL M ODIFICATIONS

E! Approvêd without modificetion
O AppÞvêd with modlficaüon

D6côn7 Syslsm6, LLC

Pago 10 of 12 *,âel#w

@

Number ol Csnlsru to bo lostod
El One (typicâl 6r U.S. EPA submiÉ6ion)

n Fivc iri¡quired for broad-6pcclrum v¡ruc¡dal clâims ior Hêslth Canade submission)

SPRAY gOTTLES USED lN TÉSnNG (3o4lqn onlv fçDllcablo tor îDr,.qY 
qrnlluctsl

mdnded lhal lh.o Sponsor provide the spray boltlês

u"ta in testtig. ptease ¡n¿¡òaià the destred sourcg ol the epìayer boltlas used tn tesling:

t Språye(s) and bottle(s) ere prov¡dcd by the Sponglr
ú Gcnóral'ourposê språy bottlo(s) erê to bê providêd by Accuratus Leb Servio€s

-Yln" sprjy nozzle(é) áre provided by the Sponsor end gcneral purposê bottle(s) will be providod by Accuratus

' ' 
Lab servicee

REGULATORY AGENCYÍSI THAT MAY REVIËW DATA

{
o
u

PROTOCOL ATTACHMENTS

SupplêmÖntel lnbrmstion Fom xton ku /r.¡o
(Ð

TEST SUBSTANCE SHIPMENT STATUS
frn¡s Cect¡on ¡s lor lnfonnal¡anal purryês only.)
b Test Substancåj¡¡lEldy-Anåe0þt ¡.ccuråtus Lab Scrviccs.

Ìn'*' |:?::iiffiffi l3f3ä{î*l''Ëjäliå4 r a*r¡ p o','-¡o +s
El Tcst Substancâ lo bc handdcliverad (must ¡rrive by noon at loest onc dey pr¡or to testing or othcr

anengements made with the Study director),

(Ð= &crzJe"l p"c t>-7- I þ z-^*'"-L\ ' actc\t*Åe-> t{!¿ J
\-" 

¡¡¿¿i^ç^\.^s f-^U E"""ì^ca'9 +$fglrc >?ny bt'tl[q>
¿.oÅ a-c. a$,..Ks¡.aÍ-' ¡w'r^rtã-'à?-(4

Template: t t0-1,1 - âoøtdry ln?orm¡l¡on

.l285 CorÞorcoC$lc D¡ivo, S¡itq llO ' Eryì. MN 5512t ' 877'287 8378 ' 651 379 5510 ' $üLe¡¡¡Ul&@
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Påge 11 of12 S'**x*r*

t Chsrâclerization/Staþility testing i6 nol requlred (For Non-GLP or Dcvelopment tê6t¡ng only)

OF

Chcck ând completc thg bllow¡nq that eçplv:
.,curatu¡ Lâb Sarv¡ccs undcr protocol or study #:

Phytlcsl & Chomlcal Chûrtctorlzatlon hat boon or wlll be complotsd prlof to efllcacy tottlng'

tl Tost has bëcn o. will bc conducted bY enothor tecility under protocol or 6tudy #:

E Physlcâl & Chomlcal Chafscteflzatlon u,aa not or w¡ll not be perlormed prlor to efflcacy tgstlng'

Staþjlity Tc6t¡no of ths formulâtion

F $åblllty tostlng har been or wlll be comploted prlor to or concurronl wlth otllcacy tostlng'

c.ompllance ls CFR Part 160ì,

Testiñg wâs or will be pcrlcrmcd following 40 CFR Part 180 GLP råguletions

Ståb¡l¡ty tc6t¡ng hes not bêôn or w¡ll not b! perf,ormod bllow¡ng GLP rogulations

GLP oomolianco statup of ohvsicål ê-cbcr'¡cel:!hågpt!iza!91 !e,5!n0: .ffiing 40 CFR Psrt 160 GLP Ícgulâtions

! cnãäãurã"i¡on nas not"becn or will not be parformcd following GLP rcgulations

. Chock and comolctc the followino thet aDplv:

vrovid.dfof.eechloto1tcst6ubstencë.llprov¡dod,theCof' ' 
A will ba appcndcd to thê report

O fcü,ng-hei'U;n or wi¡ ¡eónductcd al AcçuratuE Lab Sôrvices under protocol or ¡tudy #:

Ë¡ Tost hãs been or wlll bc conductcd by enothcr fecllitY under protocol or study #:

o stablllty te3ilng wss not or wlll not bo porlofmed prlor to oÌ concurront wlth etflcacy testlng'

,/,es, subsrancrg chançterizal¡on ot slab¡ltty test¡ng ¡nlarmat¡on is not prwided or is not perlormad following GLP
';;;;;"i;;;',1;ñí; 

w¡u-øà ¡n¿¡catea in tha GLP cvmptiance statoment ot the {¡nat rcpott.

(Ð = þr"*k, þ-ec tã-7-¿6-<\'a;( 
"J_Ð1G

Ropr¡clty lntormdlon
|'cnplate: I l0-lJ
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AGGURATUS
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SERVICES_
THE ANIIMICROBIAT AUTHORITYffi

prolocol Number: DSS011 10416.4FLU'i O6con7 Syst6ms, LLC

Pago 12 of 12 #ås###
APPFOVAL SIGNATUFES

SPON9QF:

NAMEI

PHONE: {480t 339'2858

TITLE:

ËMAIL: ldraka(ôdeconT.com

Fot @nf¡dentialtty putposes, êtudy ¡nlarmation wilt be released only to lhe sryneor/represontat¡ve signing lhe

proto*i t"øo*l'intess other ¡ndiv¡duals are spacilicatly authorized in wr¡ling to reÇsive study informatlon'

Othet tndlvtdudts aulhorlzed to rocolve ¡ntonnat¡on regard¡ng thk efudy: tl Scc Attached

B¡iân r^¡l mmì

Accuralug Lab Servlcec:

NAME:
Study Dkcctor

onre: là:à 2-l C

Template: M'lJ ftsrlotry lnldndion '
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-LAB 

SERVICES-

Attachmentto protocol DSS0í1I04I6.AFLU.1 Page I of I
fwtr¡å,-âD-f Þ

On the day of each test, the product will be prepared and used within 3 hours of preparation by the following

instructions:

preparetheproductl (partl):1 (part2) +2o/oof lhetotal volumeof part3. Examplesfortesting:

-To prepare SO0 mls of test substance, add 245 mls of part 1 + 245 mls of part 2 + 10 mls of part 3.

-Topreparel00mlsof testsubstance,add4gmlsof partl +49mlsof part2+ 2mlsof part3.

Once all three parts have been combined, mix and allow to stand at least 5 minutes prior to testing. Alternate dilutions

may be made as aPProPriate.

#.
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