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EXECUTIVB SUMMARY

STUDY NUMBER:

TITLE:

1703130-201

AN EVALUATION OF ONE TEST PRODUCT FOR ITS
ANTIMICROBIAL PROPERTIES WHBN CHALLENGED \ryITH
THREE MICROORGANISMS USING AN IN-VITRO TIME-KILL
METHOD

SPONSOR HEALTH MATTERS
12279 Martin Road
Fayetteville, Arkansas 7 27 0 4

TESTING FACILITY: BIOSCIENCE LABORATORIES, INC.
1755 South l9'h Avenue
Bozeman, Montana 59718

STUDY INITIATION DATE:

STUDY COMPLETION DATE

041't1/2017

0610912017

An ln-Vitro Time-Kill evaluation of one test product was performed versus three microorganisms - Candida auris
(AR-Bank #0385), Candida aarls (AR-Bank #0389), and Candida aaris (AR-Bank #0390). All testing was

performed based upon the method described in ASTM 82783-17, Standard Test Method for Assessment of
Antimicrobial Actittity of Waler Miscible Compounds Using a Tine-Kill Procedure. The percent and lo916

reductions from the numbers control population of the challenge microorganism was determined following exposure

to the test product for 4 hours, 8 hours, and 24 hours. All agar-plating was performed in duplicate.

Test Product, Broad Spectrum Hygiene Management, 4 ozFoam (Lot #16180-l), reduced the populations of the

three challenge microorganisms -- Candida attrls (AR-Bank #0385), Candida aaris (AR-Bank #0389), and Candida
arris (AR-Bank #0390) by greater than 0.5 logl¡ following a 4 hour exposure time, by greater than L0 lo9¡6

following a 8 hour exposure time, and by greater than 6.0 log¡6 followin g a 24 hour exposure titne.
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June 9,2017

FINAL REPORT #1703130-201

I.O TITLE: AN EVALUATION OF ONE TEST PRODUCTS FOR ITS
ANTIMICROBIAL PROPERTIES \ilHEN CHALLENGED WITH
THREE MICROORGANISMS USING AN IN-VITRO TIME-KILL
METHOD

2.0 SPONSOR: HEALTH MATTERS
12279 MartinRoad
Fayetteville, Arkansas 7 27 04

3.0 TESTING FACILITY: BIOSCIENCE LABORATORIES, INC.
1755 South 19'h Avenue
Bozeman, Montana 59718

STUDY DIRECTOR: Alyssa Yeik

PURPOSE:

This study used an In-Vitro Time-Kill Method to evaluate the antimicrobial activity of one test product

wherr challenged with Candida aørrs (AR-Bank #0385), Candida aaris (AR-Bank #0389), and Candida
ar.rrls (AR-Bank #0390). All testing was performed in accordance with Good Laboratory Practices, as

specified in 21 CFR Part 58, with the exception that the characterization of the identity, strength, purity,

cornposition, stability, and solubility of the test products remained the responsibility of the Study Sponsor

and was not performed by the Testing Facility (GLP 58.105).

6.0 SCOPE:

4.0

5.0

An ln-Vitro Time-Kill evaluation of one test product was performed versus Candida arrns (AR-Bank
#0385), Candida aarrs (AR-Bank #0389), and Candida aaris (AR-Bank #0390). AII testing was performed

based upon the method described in ASTM E2783-11, Standard Test Method þr Assessment of
Antimicrobial ActittiÍy of \4tater Miscible Compounds Using a Time-Kill Procedut'e. The percent and log¡6

reductions from the numbers control population of the challenge microorganisll was deternlined following
exposure to the test product for 4 hours, 8 hours, and 24 hours. All agar-plating was perfornred in
dupl icate.

The Study Protocol, included as Addendurn I of this Final Report, presents the study methodology, in

cletail. No deviations from the Study Protocol or from applicable BioScience Laboratories, lnc., Standard

Operating Procedures occurred during the course ofthis evaluation.

7.0 STUDY DATES:

STUDY INITIATION DATE 0411112017

0511612017

05il912017

06109120t7

EXPERIM ENTAL START DATE

EXPERIMENTAL END DATE:

STUDY COMPLETION DATE
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8.0 CHALLENGE MICROORGANISMS:

The challenge species (FDA-CDC Antimicrobial Resistance Bank) evaluated is designated below

Candida aørus (AR-Bank #0385)
Candida øørrs (AR-Bank #0389)
Candida aarrs (AR-Bank #0390)

9.0 TEST PRODUCT:

The test product was provided to the Testing Facility by the Study Sponsor'. Responsibility for
determination of the identity, strength, purity, composition, solubility, and stability of the test products, as

well as responsibility for retention of the test products, remained with the Study Sponsor.

Test Product:
Lot Number:
Manufacture Date
Expiration Date:

Broad Spectrum Hygiene Management (4 oz Foam)
16180-l
06128/2016
Not Provided

1O.O EQUIPMENT AND SUPPLIES:

The equipment and supplies used in this study are as described in the Study Protocol in Addendum I of this
Final Report. All applicable equipment and instrumentation were calibrated in accordance with BioScience
Laboratories, Inc., Standard Operating Procedures.

I I.O MEDIA:

The growth media and diluting fluids used in this study are as described in the Study Protocol in
Addendum I of this Final Report,

I2.O NEUTRALIZATION STUDY _ RESULTS (TABLE 1):

A neutralization study of the test product was performed versus Candida ørlrls (AR-Bank #0390) to ensure
that the neutralizing solution employed (Butterfield's Phosphate Buffer solution with product neutralizers

IBBP++1¡ was effective in neutralizing the antimicrobial properlies of the test product and was non-toxic to
the challenge strain. These neutralization procedures were based on guìdelines set forlh in ASTM 81054-
08(20 l3), Standard Test Methods for Evaluation of Inactivators ol Antinticrobial Agenls. All results from
tlre Neutralization Validation Study are presented in Table 1. When challenged wiTh Candicla azrri.s (AR-
Bank #0390), BBP++ was demonstrated to be non-toxic to this clrallenge species and to effectively
neutralize the antimicrobial properties of the test product.
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Results of
Neutralization

N/A

Neutralizer
Efficacious O

Neutralizer Non-
Toxic O

Log¡s Average
Post-Exposure

Population

2.67t6

2.6315

2.6325

Post-Exposure
Population

(Log'n)

2.6767

2.6435

2.6946

2.6484

2.6385

2.6075

2.6435

2.5682

2.6857

Neutralization Phase

Initial Population
(Test C)

Neutralizer Efficacy (Test A)
Test Product

Broad Spectrum Hygiene Management
(4 oz Foam)

Lot# 16180-l

Neutralizer Toxicity (Test B)
Neutralizing Formulation: BBP++

Rep licate

I

2

J

I

2

J

I

2

J

Olganism

Candida auris
(AR-Bank #0390)

TABLE I
Neutralization Evaluation - Results

O :The 95o/o Confidence Interval for this population overlapped that of the Initial Population and/or the mean log¡e population was not more than 0.2 lo9¡6

lower than the initial population.
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I3.O IN-VITRO TIMB-KILL EVALUATION _ RESULTS (TABLE 2):

Table 2 presents the Initial Populations (CFU/mL), the Numbers Control Populations (CFU/tnL), and the

Post-Exposure Populations (CFU/mL) for the challenge microorganism, and the log¡e reductions produced

by the Test Product, (Broad Spectrum Hygiene Management (4oz Foarn) Lot #16180-l) when tested at

three exposure times.

TABLE 2

Test Product: Broad Spectrum Hygiene Management (4 oz Foarn)
Lot Number: 16180-l

I4.O STATISTICALANALYSIS:

A statistical analysis of the data derived frorn the Neutralizatiorl Studies was perlornred. A statistical

analysis of the data derived from the Tirne-Kill Evaluation was not perforrned.

I5.O OI.]ALITY ASSURANCE AUDITS

-l-he 
Quality Assurance Unit (QAU) conducted irr-phase audits of the critical test procedures at least once

cluring testing, and advised the Study Director and Managenrent of lhe outconres of these audits. On

conrpletiorr of testing, the QAU performed an audit of the raw data, and of the Final Repoll, in its entirety.
No deviations front the Study Protocol or from applicable BioScience Laboratories, lnc., Standard

Operating Procedures occurred during the course ofthis evaluation.
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Microorganisnr
Species

(ATCC #)

Initial
Population
(CFU/mL)

Exposure
Time

Numbers
Control

Population
(CFU/mL)

Post-
Exposure

Population
(CFU/mL)

Log,o
Reduction

Percent
Reduction

Candida auris
(AR-Bank #0385)

5.050 x 10e

4 hours 5.00 x 107 1.320 x 107 0.5784 73.60000/o

8 hours 5.150 x 107 4.250 x 106 1.0834 91.7476Yo

24 hours 4.00 x 107 < 1.00 x 101 6.6021 99.9999%

Candida auris
(AR-Bank #0389)

5.10 x 10e

4 hours 5.950 x 107 9.350 x 106 0.8037 84.2857o/o

8 hours 6.250 x 107 3.90 x 105 2.2048 99.3760%

24 hours 5.750 x 1 07 < 1.00 x l0r 6.7597 99.9999Yo

(-ondido otn'is
(AR-Bank #0390)

5.950 x 10e

4 hours 4.00 x 107 1.4550 x 106 1.4392 96.3625%

8 hours 5.10 x 107 1.4050 x l0a 3.5 5 99 99.9725%

24 hours 4.80 X 107 < 1.00 x l0l 6.6812 99.9999%



I6.0 LABORATORYPERSONNEL:

The following enrployees of BioScience Laboratories, Inc., were involved in the testing or ancillary support

ofthis Study. The laboratory personnel have been appropriately trained, and their training records are on-

file at the Testing Facility.

STUDY DIRECTOR: Alyssa Yeik
Study Director, ln-Vitro Laboratory

LABORATORY PERSONNEL:

17,O OUALITY ASSURANCE AND QUALITY CONTROL PERSONNEL:

Jeremy Duley

QC/Maintenance Specialist

Danielle Goveia

Quality Assurance Specialist

Amy L. Juhnke, RQAP-GLP
Director of Quality Assurance

Renee l.aFo¡rd

Quality Assurance Specialist

Stephen Antonich
Microbiologist

Christopher Hill
Laboratory Technician

Dylan Kempf
Laboratory Technician

Stephanie Cebulla
Laboratory Support Technician

Michelle Chandler
Product Handler

Marc Charnholnr
Manager of Laboratory Support

Kien Lim, M.S.
Microbiologist

Wayne Lin, M.S.
Laboratory Technician

Grady Vy'ertman

Microbiologist

Sarah Franklin
Microbiologist

Jessica McDonnell-Philipp
Microbiologist

Megan Landes
Laboratory Support Technician

Lisa Lehman

Quality Assurance Special ist

Kim Potter

Quality Assurance Associate

Carl Schmidt
ISO Technical Manager (QC; Training, Safety)

I8.O DOCUMENTATIONANDRECORD-KEEPING:

All docunentation and records were compiled,analyzed, and will be retained by BioScience Laboratories,
lnc. at its facility in Bozernan, Montana. All raw data for this study, as well as the Final Repoft, will be

retained in safe storage by the Testing Facility for a period of at least 5 years. BioScience Laboratories,
lnc., will notify the Study Sponsor before any documents or records are destroyed.
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I9.O ÀCCEPTANCE:

BIOSCIENCE LABORATORIES, INC. (TESTING FACILITY)
1755 South 19'h Avenue
Bozeman, Montana 59718

President
and Þ 5 ( r*-z

Daryl S. Paulson, Ph.D

Phase lnspected Audit Date

0r-b1 -ì"?
Date

ovloqlnStudy Director
Date of Sludy CornþletionYeik

OUALITY ASSURANCE STATEMENT:

This study was inspected by the Quality Assurance Unit, and reports were submitted to the Study Director

and Management in accordance with Standard Operating Procedures, as follows:

Date reported to
Study Director

Date reported to
Management

Neutralization ostr612017 0511612017 051't812017

Product Testing 0s/1612017 0s11612017 0511812017

Data Audit
05124/2017
05125120t7

0610112017 06t01t2017

Final Report Review
05/2412017
0512s/2017

0610112017 0610112017

o(e 07-/ 7

This study was conducted in compliance with Good Laboratory Practices standards, as described by the

FDA (21 CFR Part 58), with the exception that the characterization of the identity, strength, purity,

conrposition, stability, and solubility of the test products was not perfornted by BioScience Laboratories,

Ilrc. No deviations to the Study Protocol or from applicable BioScience Laboratories, lnc., Standard

Operating Procedures occurred. This statement also serves to confirnr that the Final Report reflects the raw

data.

Quality
Assrrrance
Specialist:

Lisa Lehnran Date
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