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Evaluation of Antiviral Properties of a Product
Using a Virucidal Suspension Assay
SPONSOR: Trevi Technology, Inc.
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Columbus, OH 43204

TEST FACILITY: ATS Labs
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Thewmdﬂ&MbemﬂmeMdaMudWMmAmmnw
anspension)fotaspedﬁedexposumpenod(' s). Thispmtooolisamaﬁﬁ@ﬁonofme&mdadTestMeUndfor
EfﬁcacyofAnﬁrriaobialAgemsAga'wsthseshStspasbn(ASTME1052).

TEST &gTA&g CH&MM
T&stsubsuwed'aracterizaﬁonasmconmstauty.sobbity,shage,em. (21£FR,Pa158,Sul_)partF

[58.105])isme_r&sponsibﬂityoftwapmsor. ﬂrgtestswsta:weshdlbechaadem beforemeexpenqlemd

IftheSponsorrequestsarepeattest, Meywlbechargedforanadciﬁonaltest.

NdhwﬂnmmofATSLabsnwawdismbyeesaebbeusedhadvaﬂsingaMpmmﬁmMﬂm
written consent from ATS Labs.

(CPE) on the appropriate indicator cell monkey Kidney. The indicator cell line chosen is capable of
stppomngmegrmmalnﬂuenzaAm:s
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EXPERIMENTAL DESIGN

ProboolSunmmy
{\Stlsperusionofvinnsisemedtoﬂreusediuﬁonofmeprodtx:t Ateadlpredetamhedemosueﬁrmmaiqmt
stenpyed,neuumizedbysaigldauﬁm,auasmyedformemqf.vms. ﬂlepositrvevmscontmls

Cell Control = NA -

\Tr;;s(m (for each eﬁm time) 1gj to 107’_ 4
exposure ti ardlorpmductconcetwaﬁon) 10°to 10° 4

Wm(ummmm) 10210 10 4

Neu!r&ahonComml(bread\ptoductcomemwon) 10%to0 10 4
’AMmatedﬁubonsmybeassayedasdeeermnedbythestod(wmhter
CULTURE MATERIALS
Virus
MMWMﬁIMAMm&m&MMmMMNMTmm
Collection, VA (ATCC VR-544) Thestockvimsispreparedbycollecﬂngmewpenmantwfwreﬂun
from75-100%nfec&edwluxeoells ﬂ\eoellsaedisruptedandcendebmremomdb The

Indicator Cell Cultures
Rh&sus"nrl(eykldBy(RMK)wIsaetBoavedﬁunDiagrnsﬁcHyhldsM\ens OH Cultures are maintained and
used at the mmmmmammam of 5-7% CO,

mwws)mmwmmmmumw@mmwmm.
mwmms)mmwmbmemwww.
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qubmdfuam"mdwsewusa)dheubrm(upaiwadﬂnspedﬁedmmﬁmame

uLfO.Qmestn\edtun)at\dassayadforﬂnepresertceofvha Note: Todeaaasemeproductcytoemdcﬂy.meflst
: ” izer with the ning diulions. i
medium. Sﬁedeglassbeadsmaybeaddedmaidhni)dngofvbowspmduds. e

Ntematevdumesofmevimsammm be utilized as as the 1:10 virus to substance rati
maintained.Alcontmlswllbeaujustedaoeordhgl;'.wy i T peap

TmummquhnComml
Azoommofﬂmeshodvmsuspensmlsemosedtoa18rnLallquotoftmtmedunnieuofthetest

The RMK cell Iine,umichenﬁbitscybpaﬂﬁceffect(CPE) inthept%encaoﬁnﬂuemal\vims, will be used as the
indiwmroellliqeinme‘ ivil i i i i i i

Avdidt&stwﬁlmqumﬂﬂustod(mmmwvaedﬁunﬂ\evhsmumammmmnem
for virus. ﬁanyofﬂnpmmﬁummsaenama,mebstmybempeatedmmeamm
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Calculations
dedwmﬁdwﬁmwlbeexuessedas%gmdmwpacemwaﬁmmhtbrhfecﬁw
(TCIDso) or cytotoxicity (TCDsy), tespecﬁvely.ascalwlawdbymemeﬂ\odofSpeammKarber.

Sum of % mortality at each dilution
100

- Logof 1st dilution inoculated — [(( )—O.S]x (logarithm of dilution)]

CalwlaﬁmofPewent(%)Reducﬁon

% Reduction = 1-[ TCDgptest | x100
L TCID virus control |
Calculation of Log Reduction

TCIDs, Virus Control — TCIDs, Test Substance= Log Reduction

leagensinchdingcella.nm:emedimnwmonems,em Mmomdumamdaigr\edmmmnteaohsmep
ofvimcidaletﬁcacytesﬁngswes. Appmpﬁaeraferemestonwdiun.mnmw.emaammdmme

PRODUCT DISPOSITION
T&stsubstanoerebnﬁonshalbemeresponsibiﬁtyofmeSponsor. Unused test substance will be discarded
following study completion uniess otherwise requested.

Template: 150-1G - Proprietary Information —
1285 Corporate Center Drive, Sulte 110 » Eagan, MN 55121 » §77.287.8378 » 651.379.5510 * Fax: 651.379.5549




Protocol Number- TTI01021213.FLUA Trevi Technology, Inc. ATS 2 LABS

RECORD RETENTION
Smdyspecmcboeumm

2 Anypmtooolamendmens/deviauon ’
3 nna&mdatausedinfamlaﬁngtheﬁmlreport
< Metmmdaspeaﬁcahonsandothersmdysmﬁc relaﬁnghomemremmand
evaiﬁnofdata,ohermanmosedocunwmsommhedmmeﬁnal report.
signed protocol

Caﬁﬁedmpyofﬂleﬁr\élsuuyrepat
Smdy-spedﬁcSOPdeviationsmadeduﬁngthestudy.

Facility Specific Documents

Tfl;‘hefqlowingreoorttsshallabobematATSLabs. mesedocmuentsindude.butarenotlinitedb,the

: SOPswhichpertainbmesmdywnducted.
; study i
obtained during this study

N o

1 Annual Book of ASTM Standards, Section 11 Water and Environmental Technology Volume 11.05 Pesticides;
EnvironmentaJAssessrrmt; Hazardous Substances and 0Oil Spill Response, E 1052 (current version).

2. Annual Book of ASTM Standards, Section 11 WaterandEnvimtmenuTed\nologyVolume 11.05Pesﬂcida;
EnvironmeanmM HazatdwssubstanoesaMOiISmeespome. E 1482(ctmnvetsim).

3. Diagnostic MhVM.W.NWIMM.EH.MDA,m
Lennette, E.T. editors. Sevemhedlim, 1995.
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STUDY INFORMATION

(All sections must be completed prior to submi!mgpm&:coo

Expiration Date
PmductDeoedpﬁon
gQuawmaryammonia Q Peracetic acid
lodophor Q Peroxide
Q Sodium hypochiorite Q Other

Product
Q No dilution received (RTU)
Q “Dilution(s) to be tested
as +
(9xa_nple1 (Mdbstm) (ammntofdiluent)

Exposure Time(s) 1) 2) NA 3) MR
Exposure Temperature: O Room temperature
Q Other: °C(pleasespectfyrmge)

Organic Soil Load

a 1%fewbovinesetun(lmlevelmatwnbetasﬁed)

Q 5% fetal bovine serum

Q Other
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a @MmmmammmmaATSLabs.
Q MmmATSL&(Mlmngbeenusedinammmw.
DateshippedtoATSLabs: Sentviaovemightdehvery')' ? QYes QNo
%) M&mbﬂsmbs.
DateofexpectedreoeiptatATSLabs:
Q Sender(ifomerthansponsor):
COMPLIANCE
ThissmdyMIlbeoonductedmcompuaneemmtheFDA(mCFRPart58and to
. 2 ) In accordance standard
H Yes
DNo(Non-GLPStudy)
= Approvedwim;tnwﬁcaﬁm
Q Approvedwimmocflﬁmﬁon
TOC: TT,
SupplermntalnformaionFormAthd)ed-DYes & No
m’&&m
SPONSOR:
NAME: Mr. Kevin Intrieri _ TRE
SIGNATURE: DATE
PHONE:__(81 =651 FM—@AM EML—%
For mmmh&nmwmmbammmmwwmmmmpm
M(M)mmmmmmwmmmmmmm
mmmmmmwmm Q See Attached
ATS LABS:
NAME:
Study Director
SIGNATURE: DATE:
Study Director
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