Study ID: GLP1141 Client: PureShield, Inc. Protocol Number: P1157

SUMMARY OF RESULTS

The purpose of the study was to confirm the virucidal efficacy of BioProtect Plus (Lot No.
0011142012) against feline calicivirus (Strain F-9), ATCC VR-782, amended with a 5%
soil load af a 5-minute contact time under room temperature conditions. The study results
are detailed in Tables 1 to 6. The dried virus titer obtained for feline calicivirus as evident
by observed viral cytopathic effects (CPE) was 5.75 logio TCIDsg per 0.1 ml. Feline
calicivirus dried film titers on duplicate test replicates were reduced to levels below assay
detection limits (=1.50 logie TCLDso per 0.1 ml) following exposure to the test substance
(BioProtect Plus Lot No. 0011142012). Therefore, the average reduction in titer of feline
calicivirus (amended with a 5% soil load) following the 10-minute exposure to one lot of
BioProtect Plus (Lot No. 0011142012) was = 4.25 logie. Cytotoxic effects were observed
on CRFK host cells in the 107" dilution wells of the cytotoxicity and neutralization
effectiveness controls, with none evident in the remaining dilutions (10%to 109).
Neutralization effectiveness control wells demonstrated viral CPE from dilutions 102 to
10%. No contamination was observed in any test or control wells.
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TEST LABORAT

ORIES

Study ID: GLP1141

Client: PureShield, Inc.

Protocol Number: P1157

Key: + = Virus recovered; O = Virus not recovered and/or no cytotoxicity observed;

T = Toxicity observed

Table 1. Confirmatory Virucidal Effectiveness Test, Virus Stock Titer and Plate Recovery

RESULTS

Control Data: Feline Calicivirus on CRFK Host Cell Monolayers

Dilution

Virus Stock
Titer Conirol

Plate Recovery
Control

107
10
109
10+
10
10
107
108
10
107°
10"

© © + + + +

o e b ok o A

+ o+

o o + + 4+ + 4+
o 0 o + + 4+
o o o + + + + +

e
+
+
+
g2
0

0
0

TCID,, /0.1 ml

5.75 log,,
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Study ID: GLP1141 Client: PureShield, Inc. Protocol Number: P1157

RESULTS (CONTINUED)

Key: + = Virus recovered; O = Virus not recovered and/or no cytotoxicity observed;
T = Toxicity observed

Table 3. Virus-Test Data: Exposure of Feline Calicivirus (Amended With 5% Organic Soil)
to BioProtect Plus (Lot No. 0011142012) Via Spray Device for a 10-Minute Contact Time

Dilution Virus Test Vi.rus Test

(Replicate No. 1) (Replicate No. 2)
107 T T T 7 F T T
102 0 0 0 0 0 0 0 0
107 0 0 0 0 0 0 0 0
104 0 0 0 0 0 0 0 0
10 0 0 0 0 0 0 0 0
10 0 0 0 0 0 0 0 0
107 0 0 0 0 0 0 0 0
108 0 0 0 0 0 0 0 0

TCLD,,/ 0.1 ml < 1.50 log,, < 1.50log,,
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Study ID: GLP1141

Client: PureShield, Inc.

Protocol Number: P1157

RESULTS (CONTINUED)

Table 2. Plate Recovery Conirol: Calculation of the Tissue Culture Infectivity Dose at the
50% Endpoint Dilution (TCIDso)

Values Accumulated Values
| D\ii:.:}lin NO-/IIZfz.dEd No. Infected Il\lo. Pt No. Infected Nig; et No-/IIT:lf:.dEd % Infected
Inoculated | Inoculated HEGER Infected | |6 culated
10 4/4 4 0 21 0 21/21 100
107 4/4 4 0 1 0 17117 100
10% 4/4 4 0 13 0 13/13 100
10+ 4/4 4 o] 9 0 9/9 100
10 4/4 4 0 5 0 5/5 100
10 1/4 1 3 1 3 1/4 25
107 0/4 0 4 7 0/7 0
1o 0/4 0 4 0 11 0/11 0

The calculated TCIDsp of the Plate Recovery Control = 5.75 logho.
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Study ID: GLP1141

Client: PureShield, Inc. Protocol Number: P1157

RESULTS (CONTINUED)

Table 4. Feline Calicivirus-Test Data (Two Replicates): Calculation of the Tissue Culture
Lethal Dose at the 50% Endpoint Dilution (TCLDsp)®

Values Accumulated Values
Virus No. I-T / No.I-T /
Dilution No. No.l-T  [No.Notl-T| No.I-T |No.NotlT| No. % I-T
Inoculated | Inoculated Inoculated
1071 8/8 8 0 8 0 8/8 100
102 0/8 0 8 0 8 0/8 0
10°% 0/8 0 8 0 16 0/16 0
10+ 0/8 0 8 0 24 0/24 0
10% 0/8 0 8 0 32 0/32 0
10 0/8 0 8 0 40 0/40 0
107 0/8 0 8 0 48 0/48 0
10# 0/8 0 8 0 56 0/56 0

= ".T": Wells identified as either infected (virus present) or cytotoxic.

The calculated average TCLDs of the two feline calicivirus test replicates:
[(<1.50 logio + =1.50 logno) / 2] = <1.50 logro.

Therefore, Virus Inactivation = TCIDsp — TCLDsg
=575 |Og10 -<1.50 ]Ogm =.=4.25 |Dg1o

Page 17 of 28

Aniimicrobial Test Laboratories ® 1304 W. Industrial Blvd. * Round Rock, Texas 78681 = (512) 310-8378




TEST LABORATORIES

Study ID: GLP1141

Client: PureShield, Inc.

Protocol Number: P1157

RESULTS (CONTINUED)

Key: + = Virus recovered; O = Virus not recovered and/or no cytotoxicity observed;

T = Toxicity observed

Table 5. Cyiotoxicity and Neuiralization Effectiveness (Low Titer Feline Calicivirus) Control
Data: BioProtect Plus (Lot No. 0011142012) Delivered via Spray Device

Dilution Cytotoxicity Control N;}";::\iii‘:::
107 T T T 0 T T T T |
1o o o0 0 O + + + + i
T 0 0 0 0 + + + +
10+ 0 0 0 0 + + + +
10% o o0 0 © + + + 0+
10 0 0 0 0 + + + +
107 o 0 0O 0 + + + 4+
108 0 0 0 0 + + + +
TCCB, /0.1 ml 1.50log;;
Table 6. Cell Viability Control Data
Set Resulis
1 0 0 0 0
2 ¢} 0 0 0
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Study ID: GLP1141 Client: PureShield, Inc. Protocol Number: P1157

STUDY CONCLUSION

Two dried feline calicivirus films (Strain F-9), ATCC No. VR-782, amended with 5% soil
were exposed via spray device to BioProtect Plus (Lot No. 0011142012) for a contact time
of 10 minutes at room temperature. The evaluated test substance lot achieved complete
inactivation of feline calicivirus in compliance with US EPA Product Performance Test
Guidelines and virucidal efficacy label claims.

This study was carried out in compliance with the approved Protocol Number P1157. All
experimental controls met the established acceptance criteria. Upon complete review of
all study parameters and documentation by the Study Director, no adverse conditions
were found to have affected the quality or integrity of the resulting data.
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Study ID: GLP1141 Client: PureShield,
PROTOCOL
FEST LAL‘:URAI ORIES
Confirmatory Virucidal Effectiveness Tast Using Feline Calicivirus as Surrogote for Norovirus
Protocol Number: P1157
Poge 1 af 7
Sumrenary of porometers reguested by the Study Speasor, ond incorporated into this Protecel by refecence:

Towr Susulahce

- 13 DEC 2012

& - BigProtect Plus

Lot Number(s] — 0011142012 (Expires 14 NOV 2013)

(1] e naAleyl {60% Cia, 30% Ci, 5% Ca, 5% Cial dimethyl benzyl ammonium chleride (0.1 1%
— n-Alkyl {68% C,z, 32% Cuy) dimethyl ethyl benzyi ammeonium chloride 0.11%)

vecdient (3] — Ododccy!nmmomme!hylbnhydrmd«i propyl ammonium chloride {0.11%)

Fomn . Eeady to-Use

Tast Parometers:

Test System {Virug) - Fefine celicivirus (Strain F-8), ATCC No. VR-782
Mumber of Tests Camprising the Sludy — 2 {Two Carriers per One Lot of Test Substonce)
Qﬂ.’.;\. isted Test Substancs Duiuhjr- e QD

d e § 2 0.1%

& ~— Fetal Bovine Serum {rest-Inoctivared)
ntact Time —— 10 Minutes = 10 Seconds

Ternperaliae ~- Rosm Temperature

t Subculture Medivm o 2% FRS EMEM Cantaining Anfibiotics
Neutealzer Sephoaryd [5-1000 5F) Gel Filiration Columns

indioticn Dota - QS5/FEB/2013
Cempletion Dofe — 19/FER/2013

50 By segriiag s proteeol Lo corti "}:'\3 hat e
ond L:f"?"‘-*"e"“" ceTw Sty describe the dostiz! 16 be completed in o donce with (/5 FRa P
QPP 8102200, ond Govd Leboralory Prastice Ssndards (GLP defined by 40 TFF
and and ogree fo the teems end condio, stingd 07 e protocod,

1507, Mve sead ond understand the "'m’.‘bmrg profocy.

W RNAK

Dale jdd/mrmmmand

Aty 1:‘: Jopi m Fark Orive &1

b{.wib‘r of lsn 05_E€R 2013

Luisa Tknar, Ph D, Study Diractor, Anfimicrebial Test Loborotones Srudy Iniliotion Date (dod/mmm fAyyy)

dustrial Blvel « Rowrd Rock, Texas 78641 « (G

Antien|crolial Test Labaratores « 1304 W,
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Poge 2 of 7

l, Intreduction

Thiz document details the materials and procedure ‘or evaluating the efficacy of o virucidal tect substance delivered
via sprey device in accordance with US EPA Product Performance Test Guidelines OC3PP 810.2200: Dizinfectents
for Uze on Hard Surfoces - Efficacy Date Recommendations, and Good Laberatory Practice Stenderds (GLP) a3
defined by 40 CFR Pert 160. The methodclogy detailed herein i based on the Associction of Official Anclytical
Chemicals [AOAC) Internciional Germicidel Spray Products es Disinfectants Test (Official Method $61.02), with
modifications for virucidel testing oz appropricte, and the Confirmatory Virucidal Effectiveness Test Uzing Feline
Calicivirus oz Surrogaie for Noroviruz Protocol {US EPA Antimicrobials Division). This document alzo explains the
terms and conditions of testing.

1L Purpose

The purpoze of thiz siudy iz to characterize and document the virucidal efficacy of a liquid fest substance, BioProtect
Plus [delivered vie spray device], againsi feline caliciviruz (e humen nerevirus surrogetel,

. Terms and Conditiens

Prior io study inifiation, Anfimicrebicl Test Laberatories must receive the opproved and zigned profocel, test
csubsionce and payment for the study. Studies are scheduled ot Antimicrobial Tect Laboratories’ discretion.
Changes to the zigned, opproved protocol will require amendment and may incur cdditional fees. Cancellation of
the study any fime cfer the protocol hos been signed will result in @ zancellation fee of et leazt 50% of the tetal
study cost.

Antimicrobial Test Laboratories will repeat studies, free of charge, in the event of unintended protecel non-
conformance that could be reaczonably expected to affect the study cutcome. [f the neutralization zystem specified
for o siudy is not adeguote, the study will be deemed “inconcluzive” and the Study Sponsor will be respontible for
the cozt of the study. In addition, the Study Spensor is rezpensible for the cost of all studies performed 1o confirm
the outcome of o previcus study and for ensuring that the stucy will meet their regulatory objectives,

The Study Spensor must obtain written conzent from Anfimicrobicl Test Laboretories fo publizh it pretecols, ctudy
repers, loge or employee names fo the Internet, including to Sponzor’s Company Webpage. Normal, non-Internst
subliestion, use end dizplay of these materials in businezs-to-buzinezz or buziness-fo-customer dizcuzzions and
transactions is generally cccepiakle.

Iv. Test Substance Handling
Tezt substances ore hendled ez follows:
e The test substance iz stored et embient room| temperature ond humidily under fluorezcent lighting unfil uzed in
the study.
s The test subztonce iz shoken or otherwize mixsc well immediately prior to use (if applicable).

o The test subsicnce is handled sofely in accordance with the chemicel risks it may pose, stoted on the MSDS or
by the Study Sponzer during the course of pre-study communication,

Page 23 of 28

Antfimicrobial Test Laboratories © 1304 W. Industrial Blvd. * Round Rock, Texas 78681 » (512) 310-8378



TEST LABORATORIES

Study ID: GLP1141 Client: PureShield, Inc. Protocol Number: P1157

Confirmatory Virucidal Effectiveness Test Using Feline Calicivirus as Surrogate for Norovirus
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Page 3 of 7

Note: Test subsionce chemical choracienization is to be ihe responsibiliy of the Study Spenser, and the GLP study
report will reflect such.

V. Justification for the Selection of Test System (Microorganisms)

The United Stetez Envirenmental Protection Agency {US EPA) requires that specific antimicrobial cloimz made for
entirmicrobial pesticides sold in the United Stetes be supparted by relevant test systems (microorganisms| ang
validated [or Agency-evuluafed") test methods.

V1. Materials

+  Feline calicivirus (Strain F-9}, ATCC No. VR-782, o non-enveloped viruz.

+  Crondell-Rees Feline Kidney [CRFK} Cells, ATCC No. CCL-94.

»  Tezt/Cell Culture Medium: Eagle's Minimum Essential Medium (EMEM| supplemenied with fetel bovine serum
at & concenirstion of 2% (v/vl. Antibictic cupplementation include: additions of the following to cchieve the
specified concenirations: 100 Lg/ml Kenamycin Sulfate olution and Antibiotic-Antimycotic solution {100
units/ml Penicillin G, 100 }JG/I‘T‘l treptomycin, and 0.25 ug/ml Amphotericin B

«  Sufficient quentity of sterile glacs Petri dish carriers (100 x 15mm).

«  Sufficient quantity of pre-equi]ibrcfad Sephacryl [S-1000 SF) columns for test substance neutralization.

+ 0% FBS EMEM fer diluticn of viruz stock and dilution fube: of test matericlz prior to aszoy.

«  Sufficient quentity of serolegicel pipets of the oppropriate zize and volume.

= PipetAid, or equivalent.

s Micropipetie(z) and sterile micropipette fips containing cerosol borriers of zuitable velumetric copecities.

+  Sufficient quentity of sterile dizposable cell scrapers.

«  Appropriate number of multi-well cell culture trays containing permiszive host cell monolayers prepared to
suitable confluency.

VIIL Procedure

Pregcration of Stock Viruz

The feline caliciviruz sirain (F-§) to be uszed in this study is obtained from the American Type Culiure Collection
[ATCC) loceted in Menazzas, Virginia. Viral stocks cre readied by combining the supernatants from multiple cell
culture flasks displaying cytopathic effect on = 90% of the hozt cell monolayers. After subjection o several freeze-
thaw cycles, the zupernaiants are centrifuged in order to remove cell debris. The supernaient is removed and the
viruzes pelleted uzing o PEG (polyethylene glycol} extraction. Further concentration and removal of lipid: from the
viral stecks iz performed using Yertrel XF solution, and the stock is titered on the uppropnuie hest cell line {CRFK].
One milliliter eliqusts are stored ot approximately -70°C until the dey of use, during which the cppropricte number
of stock aliquets are removed, thawed, and uzed promptly in the cszay. Requested organic zeil loads (heat-
inactivated feral bevine serum) are added directly to the steck virus to the percentage requested by the Study
Sponsor.

Preparation of Virus Films

The bottom, inside surfece of sterile, glass Petri dizhes (100 x 15mm] are inoculeted with 0.20 mi of virus stock
[supplemented with the organic zoil load az requested by the Study Sponser) and zpread over the enfire crea. The
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virus films ere expozed to ambient cir for o minimum of 20 minutes until the surface appesrs fo be vizsibly dry. The
iemperature, humidity, and drying fime period are recordes.

Driad viruz films are prepeored end lobeled cecording fo the following designations:
*  One Plete Recovery Conircl Carrier to determine the dried virus titer per exposure fime requested.
e Two Viruz Test Carriers per lot of fest substance to defermine the levels of infectious virus following exposure to

the test subsiance ct the contact time requested by the Study Sponzor.

Prepaoration of Seshacryl {5-1000 SF) Gel Filtration Columns

Sephacryl {5-1000 SF) columns are constructed and equilibrated using fnree separate volumes of phosphate-
buffered zaline (PBS) supplemented with 0.5 = 0.1% (v/v] heat-inactiveted fetal bovine serum. Centrifugation of
the columns for approximately three minutes (1000 x g} is performed to clear eny rezidual liguid from the column
prior to uze.

Exposure of Virus Films to the Test Substonce, and Processing of Trected Virus Filmz

For each lot of test subsfance, two dried virus tect films are treated via sproy device by applicction of 3 to 5 sprays
[distance of & to 8 inchez] or until thoroughly wetted. The trected carriers are held for the contact fime reguested
by the Study Spensor (10 minutes = 10 zeconds). Sterile cell scrapers are uzed to mechanically detech the viruz
films from the glasc Peiri dish carriers, and the suspensions are pipeited into pre-equilibrated Sephacryl (S-1000 §F)
columnsz upon clozure of the study contact time for fest subsiance neutralizetion. Syringe plungers are uzed to
releaze the initial volumes of filtrate, followed by centrifugation (~3 minutes, 1000 x gj to refrieve any residual
liguid. The filiratez {10°] are zerially diluted (up to 107 and applied in quedruplicate per dilution to host cell
culture monolayers prepared to suitable confluency in mulii-well frays.

Proceszing of the Plote Recovery Control Film

A Plcte Recovery Control film iz proceszed per exposure time requested by the Study Sponsor. A volume of cell
culture meintenance medium (2% FBS EMEM with ontibictics) iz applied to the contrel film equal to the volume of
tect substance delivered to the virus test film corriers. The contrel carrier is then held for the designated study
contact fime {10 minutes = 10 zecondsz). All other test conditions and parometer: (e.g. exposure tempercture] are
the same az for the test virus filmz. Upen ferminction of the exposure time, the virus conirol surface iz abraded by
a sterile cell zcraper, and the virus suspension is pipetted into & Sephacryl (5-1000 SF) column. A syringe plunger iz
uzed fo filter the majority of the virus suzgension, followed by centrifugation (~3 minutes, 1000 x g} to retrieve any
residual liguid. The filtrate (1077) is zerially diluted {up to 10°%) and applied in quadruplicate to host cell eulture
monelayers prepared to suitable confluency in multi-well troyz. The Plate Recovery Control filtrate iz czzayed
concurrently with Virus Test, Cytotoxicity Contrel, and Neutrclization Effectivenesz Control filtrates, in addifion to the
Virus Stock Titer Control.

Cytotoxicity Control
A glasz Petri dish carrier (confaining no virus filmj) iz trected in the same manner with the test subztance [3 1o 5

sprays (distance of 6 fo 8 inches ot a 45° angle) or until thoroughly wetted], and held for the designated study
contect time {10 minutes = 10 zeconds). The test substance is filtered through e Sephacryl (S-1000 SF] column.
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The rezulfing filirate [107] is zericlly diluted {up to 10%] and incculoted onto test culture menclayers {guadruplicate
per dilution) for aszay in parcllel with edditiona! contrel and test filtrates from the same fest substonce lot.

Neuiralization Effectiveness Conirel

A separate zet of sericl dilutions (1:10] is made from the Cytotoxicity Control filtirote generated from the submitred
tezt substence lot to determine the neutralization effectivenes: of the Sephacryl gel column system. Virus stock is
diluted in order to add a low titer viral inoculum into each cytotoxicity filirate dilution, followed by assey in
quadruplicete per dilution with the aforementicned conirol and iest filtrates.

Virus Stock Titer Contrel

The stock vial of virus iz titered of the time of the cell culture infectivity aszay in order to demonatrete the
permissiveness of the hosi cell line (CRFK) fo the test virus system ifeline caliciviruz]. The virus stock iz diluted ten-
fold in 0% FBS EMEM. Selected dilutions are plated in guadruplicate onto CRFK host cell culture monoleyers in
mulii-well trays, ond azzayed concurrently with Plate Recovery Conirol, Virus Test, Cytotexicity Control, and
Neutralizetion Effectiveness Conirol filtrates,

Cell Culture Infectivity Azzay

Crandell-Rees Feline Kidney (CRFK) cells are the permizzive hozt cell line for the feline caliciviruz stock uzed during
she study assay peried. For both the test and contrel groups previously described, sample aliquetz (0.1 ml) of each
dilution are incculated in replicates of four ento healthy monolayerz prepared fo zuitable confluency in cell culture
ireated multi-well plates. Several cell vishility control sets (alzo performed in quedruplicate] ere dispersed
throughout the cszay trays, and receive an inoculum of test/cell culture medium only. The troys cre incubeted at 37
= 2°C (5 = 1% CCs) for @ minimum of 30 minutes to fecilitete virus-host cell adsorpfion. The troyz moy alzo be
claced upon en orkital rotofor during this incubstion periad, if feazible. Following incubation, each well receives
1.0 = 0.2 ml of tect/cell culture medium [2% FBS EMEM plus antibicticz]. The cell culture ossay frays are incubated
af 37 = 2 °C %or five 1o seven dayz in a humidified CO; incubator. They cre examined regulerly, with chenges to
healthy monolayers including viral cytopathic effectz (CPE), eytotoxicity, and contamination clearly documented o3
such change: cre obzerved.

Determination of Viral Titers

The Spearman-Karber Method iz used to calculate the Plate Recovery Conirol titer (TCIDso), the viral titer following
sest substence exposure [TCLDsy), and the fiter of host cell cultures exhibiting cytotoxicity following test substance
exposure [TCCDsol. The TCIDs [Tissue Culture Infectivity Dose) represents the endpeint dilution where 50% of the
cell cultures exhibit cyfopathic effects due to infection by fhe test viruz, The doze required 1o kill 50% of the test
viruses after the given exposure time is referred to as the Tissue Culture Lethal Dose (TCLDs:), ond the endpoint
dilution at which 50% of the hozt call menolayers exhibit cytotoxicity is termed the Tiszue Culture Cytotoxic Deose
(TCCDs). The TCIDso, TCLDss, and TCCDsy are determined according fo the methed of Spearmen-Karber as
follows:

-Log of 17 dilution inoculeted — [(Sum of % mertelity of each dilution / 100) = 0.5 x {logarithm of dilution)]
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Caleuletion of Virus Inoctivation Due to Test Substance Exposure

Plate Recovery Control Logs TCIDsg = Average Virus-Test Substance Film Logia TCLDsy = Logre Reduction of Viruz
Due fo Inactivetion by Test Substence

X Reporting

1) Viral titers are reported az the TCIDs/TCLDsy per unit volume of neutralized filtrate (e.g. TCIDs:/0.1 mll. When
ne viral CPE iz observee, viral fiters will be expreszed according to the appropriate limit of detection.

2} Cytotexicity will be reported oz the TCCDso per unit volume of neutrelized filirete (e.g. TCCDse/0.1 mil. When
foxic effects are not chserved, cytotoxicity will be expressed aecording fo the appropricte limit of detection.

3] The reduction in microorganisms on the test surfaces relative to the control surfaces will be caleulated, ond
expressed oz a logye recuction.

4] The final report will contain verious parameters related to the study, and include information concerning the
type of test substonce and dote received, descriptions of the test system end host cell line empleyed, deteiled
description: of the methadelogy, caleulated fiters for all controls and exgeriments| aszay groups, rezult:
prezented in tebular form. and an overall study conclusion.

5! Results are reported aceurately end fully, in cceordance with US EPA Product Performance Test Guidelines
OCSPP §10.2200. A draft report will be provided for review by the Study Sponsor, if requested.

Xl Performance Criterig

The US EPA requires thet the following maasures are met to enzure the acceptability of virucidal efficacy dota:

« A minimum of 4.00 log:; infecticus viruses (TCIDx) i recovered from the plate recovery control film.

< Quantificction of the plate recovery control titer, the virus fiter following test substance exposure, cytotoxicity
lavels, and neutrolization effectiveness contrels is conducted of @ minimum of four determinations ger dilution
for each assey system.

+  The use of special methods uzed o increase the viral fiter and further neutralize the test substance i disclosed.

+  Virel cytopathic effects (CPE) are to be distinguishable from eytotoxic effecis related caused by test substance
syposure. I eyretoxicity is obzerved, o 23.00-logys reduction in viral titer iz confirmed past the level of
cyiotoxicity.

= Inthe absence of cytotoxicity, the product demonstraies complete inactivation of virus ot all dilutions.

¢ The TCLDs; values are ccleulated and provided for sach fest aszay.

o The test rezults are reported as the reduction of the virus fiter due to the activity of the test substance [TCIDs; of
the plate recovery control lesz the TCLDx; of the virus tect carrier(s]] expressed as the logarithm te the baze of
10 {leg:s) and calculeted by o stafistical methed (e.g. Spearman-Karker),

«  Aszoy wells designeted as “negative” controls be abzent of infeciivity, contamination, and cytotoxicity.

Xl Data and Sample Retention

s The study report and correzponding deta sheets are held in the archives of Antimicrobial Test Laboratories for
ot least 2 years offer the date of the final report and then may be destroyed. If the study iz used by the
Study Sponzor in support of a label claim, documentation may be returned to the Study Spenzor for archiving
at Study Sponzor's expenze.
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¢+ The test substance may be returned to the Study Sponsor of Study Spenser's recuest and expense within 30
dayz of study completion. [f the Study Sponsor does not request retura of the sample, it will be destroyed >30
deys after study completion.

XII. Quality Conirol

The study iz conducted in cccordance with Antimicrobial Test Loboratories’ Quality Management System and will
underge a full quelity azzurance review. All protocol amendments ore fully recorded end reported, oz well oz any
deviationz from the protocol.
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