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EXECUTIVE SUMMARY

This study assessed the antimicrobial activity of three (3) pre-treated fabric materials and one (1) untreated control
material when challenged with ten (10) microorganism species under dynamic contact conditions. Testing was
conducted using a modification of ASTM E 2149-01, Standard Test Method for Determining the Antimicrobial
Activity of Immobilized Antimicrobial Agents Under Dynamic Contact Conditions. Ten (10) microorganism strains
were used for this evaluation: Acinetobacter baumannii (ATCC #19003), Aspergillus niger (ATCC #16404),
Candida albicans (ATCC #10231), Enterococcus faecium VRE, MDR (ATCC #51559), Escherichia coli (ATCC
#25922), Fusarium graminearum (ATCC #200475), a Mucor species (ATCC #13604), Paecilomyces variotii
(ATCC #1114), Staphylococcus aureus aureus (ATCC #6538), and Staphylococcus aureus aureus MRSA (ATCC
#33592). A sample of each test material and the control material was exposed to a suspension of each challenge
species for twenty-four (24) hours at room temperature, with continuous agitation via a wrist-action shaker. The
percent and Log;, reduction from the population at Time = 0 and following the twenty-four (24) hour exposure were
determined by standard plate count techniques for each challenge species versus each test and control material.

Test Material #1, Treated Fabric, No Wash (Surf/Gray), reduced the microbial populations of Staphylococcus aureus
aureus MRSA (ATCC #33592) and Staphylococcus aureus aureus (ATCC #6538) by more than 4.7 Log;, and 3.6
Logo, respectively, following a twenty-four (24) hour exposure. The microbial populations of four (4) challenge
species - Acinetobacter baumannii (ATCC #19003), Aspergillus niger (ATCC #16404), Fusarium graminearum
(ATCC #200475), and Paecilomyces variotii (ATCC #1114) -- were each reduced by more than 2.4 Log;, following
twenty-four (24) hour exposures. The microbial populations of Candida albicans (ATCC #10231) and Escherichia
coli (ATCC #25922) were each reduced by more than 1.3 Log;e and 1.1 Log,e, respectively, following twenty-four
(24) hour exposures. Populations of the two (2) remaining strains -- Enferococcus faecium VRE, MDR (ATCC
#51559) and the Mucor species (ATCC #13604) -- were each reduced by less than 1.0 Log;, following twenty-four
(24) hour exposures to this test material.

Test Material #2, Treated Fabric, 25 Washes (Cactus/Green), reduced the microbial populations of Staphylococcus
aureus aureus MRSA (ATCC #33592) by more than 4.7 Log;, following a twenty-four (24) hour exposure. The
microbial populations of three (3) challenge species -- Escherichia coli (ATCC #25922), Fusarium graminearum
(ATCC #200475), and Staphylococcus aureus aureus (ATCC #6538) -- were each reduced by more than 3.2 Logo
following twenty-four (24) hour exposures. The microbial populations of four (4) challenge species --
Acinetobacter baumannii (ATCC #19003), Aspergillus niger (ATCC #16404), Candida albicans (ATCC #10231)
and Paecilomyces variotii (ATCC #1114) -- were each reduced by more than 1.4 Log, following twenty-four (24)
hour exposures. Populations of the two (2) remaining strains -- Enterococcus faecium VRE, MDR (ATCC #51559)
and the Mucor species (ATCC #13604) -- were each reduced by less than 1.0 Log,, following twenty-four (24) hour
exposures to this test material.

Test Material #3, Competitor’s Fabric (Multi-Color with Leaves), reduced the microbial populations of seven (7)
challenge species -- Acinetobacter baumannii (ATCC #19003), Candida albicans (ATCC #10231), Enterococcus
faecium VRE, MDR (ATCC #51559), Escherichia coli (ATCC #25922), Paecilomyces variotii (ATCC #1114),
Staphylococcus aureus aureus (ATCC #6538), and Staphylococcus aureus aureus MRSA (ATCC #33592) - by
more than 3.7 Log;, following twenty-four (24) hour exposures. The microbial populations of Fusarium
graminearum (ATCC #200475) and Aspergillus niger (ATCC #16404) were reduced by 2.7 Log;o and 1.1 Log,
respectively, following twenty-four (24) hour exposures. The microbial population of the Mucor species (ATCC
#13604) was reduced by less than 1.0 Log,, following twenty-four (24) hour exposures to this test material.

Control Fabric, No Antimicrobial Treatment (Dark Blue), reduced the microbial populations of four (4) challenge
species -- Enterococcus faecium VRE, MDR (ATCC #51559), Escherichia coli (ATCC #25922), Staphylococcus
aureus aureus (ATCC #6538), and Staphylococcus aureus aureus MRSA (ATCC #33592) -- by more than 3.9 Log;o
following twenty-four (24) hour exposures. The microbial populations of four (4) challenge species --
Acinetobacter baumannii (ATCC #19003), Candida albicans (ATCC #10231) Fusarium graminearum (ATCC
#200475), and Paecilomyces variotii (ATCC #1114) -- were each reduced by more than 1.3 Log;, following twenty-
four (24) hour exposures. Populations of the two (2) remaining strains -- Aspergillus niger (ATCC #16404) and the
Mucor species (ATCC #13604) -- were each reduced by less than 1.0 Log;, following twenty-four (24) hour
exposures to this test material.
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An untreated control flask suspension (inoculum only) of each challenge species was prepared to measure the
change in microbial viability -- increase or decrease in viable population -- produced by the experimental conditions
(exposure at room temperature for twenty-four [24] hours). When evaluated at twenty-four (24) hours, the microbial
populations of each of the ten (10) challenge species were no more than 0.8 Logy, different from the population
immediately following inoculation (Time = 0).
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April 4, 2008
FINAL REPORT #080108-250

TITLE: AN EVALUATION OF THE ANTIMICROBIAL ACTIVITY OF
VARIOUS TEST MATERIALS WHEN CHALLENGED WITH TEN (10)
MICROORGANISM SPECIES UNDER DYNAMIC CONTACT
CONDITIONS

SPONSOR: MEDLINE INDUSTRIES, INC.
One Medline Place
Mundelein, Illinois 60060

TESTING FACILITY: BIOSCIENCE LABORATORIES, INC.
300 N. Willson Avenue
Bozeman, Montana 59715

STUDY DIRECTORS:

Danyelle Wieland — Principal Study Director
Terri Eastman — Associate Study Director

PURPOSE AND SCOPE OF STUDY:

This study assessed the antimicrobial activity of three (3) pre-treated fabric materials and one (1) untreated
control material when challenged with ten (10) microorganism species under dynamic contact conditions.
Testing was conducted using a modification of ASTM E 2149-01, Standard Test Method for Determining
the Antimicrobial Activity of Immobilized Antimicrobial Agents Under Dynamic Contact Conditions'. Ten
(10) microorganism strains were used for this evaluation: Acinetobacter baumannii (ATCC #19003),
Aspergillus niger (ATCC #16404), Candida albicans (ATCC #10231), Enterococcus faecium VRE, MDR
(ATCC #51559), Escherichia coli (ATCC #25922), Fusarium graminearum (ATCC #200475), a Mucor
species (ATCC #13604), Paecilomyces variotii (ATCC #1114), Staphylococcus aureus aureus (ATCC
#6538), and Staphylococcus aureus aureus MRSA (ATCC #33592). A sample of each test material and the
control material was exposed to a suspension of each challenge species for twenty-four (24) hours at room
temperature, with continuous agitation via a wrist-action shaker. The percent and Logo reduction from the
population at Time = 0 and following twenty-four (24) hour exposure were determined by standard plate
count techniques for each challenge species versus each test and control material. 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, composition, stability, and solubility of
the test product remained the responsibility of the Study Sponsor and was not performed by the Testing
Facility (GLP 58.105). The Study Protocol, included in Addendum I of this Final Report, presents the
study methodology in detail, as do the General Data Gathering Forms (Form No. 91-1-002) in Addendum
V of this Final Report. One (1) deviation from the methodology described in the Study Protocol occurred
(reference Section 11.0 of this Final Report), and as is detailed on a Protocol and/or SOP Deviation
Recording Form (Form No. 99-QA-004) in Addendum I of this Final Report, it had no adverse effect upon
the study outcome. No deviations from BioScience Laboratories, Inc., Standard Operating Procedures
occurred during the course of this evaluation.

'ASTM E 2149-01, Standard Test Method for Determining the Antimicrobial Activity of Immobilized Antimicrobial Agents Under
Dynamic Contact Conditions is designed to evaluate the resistance of non-leaching antimicrobial treated specimens to the growth of
microbes under dynamic contact conditions. The method recommends the testing of all materials for the presence of a leaching
antimicrobial using a zone-of-inhibition method. This procedure was not performed using any of the test materials evaluated in this
study.
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6.0

7.0

8.0

STUDY DATES:

STUDY INITIATION DATE: 01/25/08
EXPERIMENTAL START DATE: 02/11/08
EXPERIMENTAL END DATE: 03/ 13/08
STUDY COMPLETION DATE: 04/04/08

CHALLENGE MICROORGANISM SPECIES:

The challenge microorganism species (American Type Culture Collection [ATCC] strains) evaluated are
designated below:

7.1 Acinetobacter baumannii (ATCC #19003)

7.2 Aspergillus niger (ATCC #16404)

7.3 Candida albicans (ATCC #10231)

7.4 Enterococcus faecium VRE, MDR (ATCC #51559)
7.5 Escherichia coli (ATCC #25922)

7.6 Fusarium graminearum (ATCC #200475)

7.7 Mucor species (ATCC #13604)

7.8 Paecilomyces variotii (ATCC #1114)

7.9 Staphylococcus aureus aureus (ATCC #6538)

7.10 Staphylococcus aureus aureus MRSA (ATCC #33592)
MRSA = Methicillin-Resistant Staphylococcus aureus
MDR = Multi-Drug Resistant

VRE = Vancomycin-Resistant Enterococcus

TEST MATERIALS:
The test materials were supplied to the Testing Facility by the Study Sponsor. Responsibility for

determination of the identity, strength, purity, composition, stability, and solubility of the test materials, as
well as responsibility for the retention of all test materials, remained with the Study Sponsor.

Test Material #1: Treated fabric, no wash
Color: Surf (gray)

Lot Number: Not Provided

Expiration Date: Not Provided

Test Material #2: Treated fabric, 25 washes
Color: Cactus (green)

Lot Number: Not Provided

Expiration Date: Not Provided

Test Material #3: Competitor’s fabric
Color: Multi-color with leaves
Lot Number: Not Provided

Expiration Date: Not Provided

Untreated Control Material:  Control fabric, no antimicrobial treatment
Color: Dark blue

Lot Number: Not Provided

Expiration Date: Not Provided
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9.0

10.0

11.0

12.0

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. Additional details are recorded on Equipment Tracking Forms (Form No. 98-L-007) in
Addendum VII of this Final Report.

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. Additional details are recorded on a Media/Diluent Tracking Form
(Form No. 97-L-007) in Addendum IV of this Final Report.

DEVIATION FROM PROTOCOL.:

The Study Protocol, Section 12.0, Page 9, specifies that if the microbial populations of each species
recovered from the flasks containing the untreated control material are more that 15% different than the
flasks containing inoculum only, the Log;o and percent reductions of each species attributable to each test
material will be calculated directly from the untreated control material following the twenty-four (24) hour
exposure. The Logj, and percent reductions of each species attributable to each test material and the
control material were calculated directly from the inoculum-only flasks following the twenty-four (24) hour
exposure. This deviation was intentional; the untreated control material demonstrated antimicrobial
activity versus all bacterial and most fungal strains tested. Therefore, the Log)o and percent reductions of
each species attributable to each test material and the control material were calculated directly from the
inoculum-only flask populations following the twenty-four (24) hour incubation. This deviation had no
adverse effect upon the outcome of the study.

RESULTS — TABLES I THROUGH V:

121 Table I presents the microbial population (CFU/mL) of each challenge species present in each

contact flask immediately following inoculation (Time = 0), the population of each species
(CFU/mL) in each flask following exposure to Test Material #1 (Treated fabric, no wash
[Surf/gray]) for twenty-four (24) hours at room temperature, and the Log;o and percent reduction
in the microbial population of each species produced by exposure to this test material.

12.2 Table II presents the microbial population (CFU/mL) of each challenge species present in each
contact flask immediately following inoculation (Time = 0), the population of each species
(CFU/mL) in each flask following exposure to Test Material #2 (Treated fabric, 25 washes
[Cactus/green]) for twenty-four (24) hours at room temperature, and the Log), and percent
reduction in the microbial population of each species produced by exposure to this test material.

12.3 Table III presents the microbial population (CFU/mL) of each challenge species present in each
contact flask immediately following inoculation (Time = 0), the population of each species
(CFU/mL) in each flask following exposure to Test Material #3 (Competitor’s fabric [Multi-color
with leaves]) for twenty-four (24) hours at room temperature, and the Log;o and percent reduction
in the microbial population of each species produced by exposure to this test material.

124 Table IV presents the microbial population (CFU/mL) of each challenge species present in each
contact flask immediately following inoculation (Time = 0), the population of each species
(CFU/mL) in each flask following exposure to the Untreated Control Material (Control fabric, no
antimicrobial treatment [Dark blue]) for twenty-four (24) hours at room temperature, and the
Log;, and percent reduction in the microbial population of each species produced by exposure to
this test material.

12.5 Table V presents the microbial population (CFU/mL) of each challenge species present in each
contact flask (inoculum only) immediately following inoculation (Time = 0) and the population of
each species (CFU/mL) remaining viable following exposure for twenty-four (24) hours at room
temperature.
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TABLE 1

Test Material #1: Treated Fabric, No Wash

(Surf/Gray)
No| ks | popiuion | B | Upopiiion | 8t | Lo
(CFU/mL) (CFU/mL)
1 ACi”(eK’T”gcC’ZIZ‘(’)%’;’;’””ii 1330x10° | 24hours | 1.010x10° | 2.8850 | 99.8697%
2 ’gf;éggg‘lséﬁigf)r 6.650x10' | 24hours | 1.30x10? 27343 | 99.8156%
3 fi’ﬁ’;‘g‘ ;fg’z"’;’l’“)s 2430x10° | 24hours | 24450x10° | 13862 | 95.8908%
4 E"te"’c"z";“ng"Ce;gul”; S‘S’,I){E’ MDR 440x10° | 24hours | 2.540x10° 0.1750 | 33.1579%
5 fi;}gg;hz‘g‘;z"zl; 1.740x 10° | 24hours | 6.050x 10° 1.1347 | 92.6667%
6 F ”S(‘Z;f‘é”cg;%g;’;‘s’;”m 7250x10° | 24hours | 1.00x 10° 24472 | 99.6429%
7 (ﬁ‘é‘g ;fl’gzigj) 270x10° | 24hours | 3450x10° | 0.8772 | 86.7308%
8 P a‘ﬁ?ggﬁ ;f:;O‘ii 450x10* | 24hours | 1.050x10%2 | 27570 | 99.8250%
9 Staphy l‘(":"Tcéés :g‘;;g; aureus 3.20x10° | 24 hours 8.00 x 10" 3.6410 | 99.9771%
10 | Staphy loc"("’ﬂsc‘é‘;%‘;ss‘;‘g)e” MRSA | 750x10° | 24hours | <1.00x 10" 47202 | 99.9981%
MDR = Multi-Drug Resistant

MRSA = Methicillin-Resistant Staphylococcus aureus
= Vancomycin-Resistant Enterococcus

VRE
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TABLE I

Test Material #2: Treated Fabric, 25 Washes

(Cactus/Green)
No| - ClulegsMimormion | poaion | B | “poisin | Lok | Lot
(CFU/mL) (CFU/mL)

1 Ac"”(e;f{fggeglg‘(’)%’g’””ﬁ 1380x10° | 24hours | 1.70x 10° 26589 | 99.7806%
2 ’zf;éggz‘lsﬁgf)’ 5950x10° | 24hours | 2.6350x10° | 14274 | 96.2624%
3 ((jf\ané(éa ;118203“1”)3 2.4550x 10° | 24 hours | 5.050x 10° 20712 | 99.1513%
4 E”temco(cgfg“ce;g”l”; ;;;‘E’ MDR | 3050x10° | 24hours | 1.2950x10° | 04675 | 65.9211%
5 gi‘;hceg;};‘g’gcz"zl; 1.720x 10° | 24hours | <1.00x 10 39165 | 99.9879%
6 F ”“(‘X{E‘(’:”ngomég‘j‘s’;”m 690x10° | 24hours | 1.50x 10" 32711 | 99.9464%
7 (f;é"cr;?;‘ggj) 2.150x10° | 24hours | 2.150x 10° 0.0826 | 17.3077%
8 P “e&f?g(yfﬁ 1";’:;"’”'" 490x10° | 24hours | 2.30x 10° 1.4165 | 96.1667%
9 Staphy I?Z"Tcé‘és ses3n)y 2.490x 10° | 24 hours 150x10> | 33680 | 99.9571%
10 | Staphy l""’”&‘,}%"é‘%@‘é‘é’f” MRSA | 7550x10° | 24hours | <1.00x 10" 47202 | 99.9981%

MDR = Multi-Drug Resistant

MRSA = Methicillin-Resistant Staphylococcus aureus
VRE=  Vancomycin-Resistant Enterococcus

BIOSCIENCE LABORATORIES, INC.
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TABLE II1

Test Material #3: Competitor’s Fabric

(Multi-Color With Leaves)

No. Challenge Microorganism Pf)igzia?ic())n Exp'osure E)(I;)(:)Sstl-l‘l‘e Log19 Percer_xt
(ATCCH) (CFU/mL) Time Population Reduction Reduction
(CFU/mL)

1 Ac"”(e;f’fggzlg‘(‘)‘gg)"””ﬁ 1.460x 10° | 24 hours | <1.00x10' | 4.8893 | 99.9987%
2 fz’]‘fégélz‘féfgj)’ 580x10° | 24hours | 4.650x10° | 11807 | 93.4043%
3 ((:Z"Tdé‘é’ ;llg;cg’l”)s 2.5750x 10° | 24 hours | <1.00x10' | 4.7745 99.9983%
4 E”“"mco(cgf[?gée;g“{’; S\;I;E’ MDR | 400x10° | 24hours | 1.00x10' | 45798 | 99.9974%
5 ﬁ%}ggz’z’g’g‘;‘g 1.820x10° | 24 hours | <1.00x10' | 39165 | 99.9879%
6 F “S(‘Z,’;‘é”cg;gg’&’%”m 4.10x10° | 24 hours | 4.50x 10" 2.7940 99.8393%
7 (f;‘é‘g ;‘l’g‘ggj) 240x10° | 24 hours | 3.90 x 10° 0.8239 85.0000%
8 P “e(if;’gécﬁ ;{’g"”" 5050x10° | 24hours | <1.00x10' | 37782 | 99.9833%
9 Staphy l‘(’ioT"’é‘é‘ :6“5’;;; aureus 3.150x10° | 24 hours | 1.00 x 10" 4.5441 99.9971%
10 | Staphy l"c"(cﬁsc‘g‘;g‘fs‘;g’)eus MRSA | 750x10° | 24hours | <1.00x10' | 47202 | 99.9981%

MDR =  Multi-Drug Resistant
MRSA = Methicillin-Resistant Staphylococcus aureus
VRE=  Vancomycin-Resistant Enterococcus
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TABLE IV

Control Fabric, No Antimicrobial Treatment

(Dark Blue)
. Post-
. . Time =0

No Challenge Microorganism Population Exposure Exposure Log;o Percent

’ (ATCCH#) (CFU/mL) Time Population Reduction | Reduction

(CFU/mL)

Acinetobacter baumannii 6 4 o

1 (ATCC #19003) 1.460x 10 24 hours 1.630x 10 1.6771 97.8968%
Aspergillus niger 4 3 o

2 (ATCC #16404) 6.950x 10 24 hours 8.70 x 10 0.9087 87.6596%
Candida albicans 5 4 o

3 (ATCC #10231) 2.5350x 10 24 hours 2.4750x 10 1.3809 95.8403%
Enterococcus faecium VRE, MDR 5 1 o

4 (ATCC #51559) 3.90x 10 24 hours <1.00x 10 4.5798 99.9974%
Escherichia coli 5 1 o

5 (ATCC #25922) 1.8650 x 10 24 hours <1.00x 10 3.9165 99.9879%
Fusarium graminearum 3 1 o

6 (ATCC #200475) 3.80x 10 24 hours 4.00x 10 2.8451 99.8571%
Mucor species 6 5 o

7 (ATCC #13604) 2.80x 10 24 hours 9.60x 10 0.4327 63.0769%
Paecilomyces variotii 4 3 o

8 (ATCC #1114) 5.050x 10 24 hours 1.040x 10 1.7612 98.2667%
Staphylococcus aureus aureus 5 1 o

9 (ATCC #6538) 2.950x 10 24 hours 3.00x 10 4.0670 99.9914%
Staphylococcus aureus aureus MRSA 5 \ 1 o

10 (ATCC #33592) 7.150x 10 24 hours <1.00x 10 4.7202 99.9981%

MDR =  Multi-Drug Resistant

MRSA = Methicillin-Resistant Staphylococcus aureus
= Vancomycin-Resistant Enterococcus

VRE
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TABLE V

Control Flask
“Inoculum Only”
No, | ChalengeMioroorgmi | gy | 0w | pouiiion
(CFU/mL) (CFU/mL)
1 Ad”fﬁg&‘%’;‘(’)@;’””ﬁ 1380x10° | 24hours | 7.750x 10°
2 ‘zf;é%liflsé’fgf)’ 5250x10° | 24bours | 7.050x 10*
3 C(%%‘éz ;fg;c_,f’l")s 2.6950x10° | 24hours | 5.950x 10°
4 E”ter"c"f:{fg"ce%“l”; 5‘51)“5 MDR | 300x10° | 24hours | 3.80x 10°
5 ﬁ%”ceg;"zlggg’zl; 1.8150x 10° | 24 hours | 8.250x 10*
6 Fi “s(‘Xfr“g’nggo’"gZ;‘s‘;”’” 370x10° | 24hourss | 2.80x 10°
7 (f{‘é‘g ;‘;g%igj) 2.050x 10° | 24 hours 2.60 x 10°
8 P "ﬁf}’ggcﬁ ; fg"“"' 540x10' | 24hours | 6.00x 10°
9 Staphy l‘(’z‘,’l?é‘és ;6”5’%‘“)‘ aureus 2.730x 10° | 24 hours 3.50 x 10°
10 | Staphy l"c"(c;‘%sc"c”;‘;’gss‘;ge” MRSA | 5650x10° | 24hours | 5.250x 10°

MDR = Multi-Drug Resistant
MRSA = Methicillin-Resistant Staphylococcus aureus
VRE= Vancomycin-Resistant Enterococcus

13.0 QUALITY ASSURANCE AUDITS/FINDINGS:

The Quality Assurance Unit (QAU) conducted in-phase audits of the critical test procedures over the course
of testing and advised the Study Director and Management of the outcomes of these. On completion of
testing, the QAU performed an audit of the raw data and of the Final Report, in its entirety. One (1)
deviation from the Study Protocol occurred (reference Section 11.0 of this Final Report) and was
documented appropriately.
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14.0

15.0

16.0

LABORATORY PERSONNEL:

The following employees of BioScience Laboratories, Inc., were involved in the testing or ancillary support
of this Study. The laboratory personnel have been appropriately trained, and their training records are on-

file in the Quality Assurance Unit at the Testing Facility.

PRINCIPAL STUDY DIRECTOR:

ASSOCIATE STUDY DIRECTOR:

Sabrina Bakich
Marketing Manager/Product Handling

Stephanie Cebulla
Laboratory Support Assistant

Melissa Hargreaves
Microbiologist

B. Cole Irvin
Microbiologist

August Grace Johnson
Microbiologist

Lisa Lehman
Microbiologist

Jessica McDonnell
Microbiologist

QUALITY ASSURANCE PERSONNEL:

Shayla Cox
Quality Assurance Associate

Liv Graving
Quality Assurance Associate

Amy Juhnke

Manager of Quality Assurance/Document

Control

DOCUMENTATION AND RECORD-KEEPING:

All documentation and records were compiled, analyzed, and will be retained by BioScience Laboratories,
Inc. at its facility in Bozeman, Montana. All raw data for this study, as well as the Final Report, will be

Danyelle Wieland
Microbiologist

Terri Eastman
Manager of In-Vitro Laboratories

Paul O’Brien
Microbiologist

Christine Roath
Microbiologist

Lori Schlotfeldt
Laboratory Support Supervisor

Jessica Sheehy
Laboratory Support Technician

Clare Wilson
Microbiologist

Annette Woods
Microbiologist

Kristy Wuebber
Microbiologist

Scott McCommon
Manager of Quality Control

John A. Mitchell, Ph.D.
Director of Quality Assurance

Janis Smoke
Quality Assurance Associate

retained in safe storage by the Testing Facility for a period of at least three (3) years.
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17.0

ACCEPTANCE:
BIOSCIENCE LABORATORIES, INC.

300 N. Willson Avenue
Bozeman, Montana 59715

maceo_Dosl S Posdoe

baryl S. Paulson, Ph.D.

Principal / .
Study Director: %/1/(1// an ()

Danyelle Wieland

\ N D000 for

bt mamgmmMn

UALITY ASSURANGE STATEMENT:

04-0Y4-0%

Date

o+ /M /0?

Date of Study Completion

o M{ 06

1

Date

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:

Phase Date

Product Testing 02/11/08, 02/12/08, 02/18/08, 02/19/08, 03/10/08, and
03/11/08

Data Audit 03/20/08 and 03/21/08

Final Report Review 04/03/08

Reports to Study Director

and Management 02/12/08, 02/13/08, 02/18/08, 02/19/08, 03/10/08, 03/12/08,
and 04/04/08

This study was conducted in compliance with Good Laboratory Practices standards, as described by the
FDA (reference CFR 21 Part 58), with the following exception: test article preparations were not analyzed

at BioScience Laboratories, Inc., to ¢

Director of
Quality Assurance:

ot

A\
John A. Mitchell, Ph. D.
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INDEX OF ADDENDA

Protocol #080108-250
Protocol and/or SOP Deviation Recording Form (Form No. 99-QA-004)

Product Information
= Product Receipt Logs (Form No. 92-1.-023)
= Product Tracking Forms (Form No. 93-L-029)

Inoculum Preparation Tracking Forms (Form No. 00-L-005)
Media/Diluent Tracking Forms (Form No. 97-L-007)
General Data Gathering Forms (Form No. 91-1-002)

Data Results
= Initial Population-Inoculum Level Data Sheets (Form No. 99-L-003)
=  Time-Kill Data Forms: Initial Population-Based (Form No. 99-L-002)

Equipment Logs

s Equipment Tracking Forms (Form No. 98-L-007)

= Water Bath Temperature Recording Forms (Form No. 95-L-007)
= Incubator Log Forms (Form No. 96-L-008)

= Refrigerator Log Forms (Form No. 96-L-015)
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HENRICO
: DOCTORS"’
A HOSPITAL 4

September 13, 2007

T Ed Hill
FROM: Ron V. Benko
Subject: Antimicrobial Cubicle Curtains

It is with great pleasure that I have the opportunity to provide a testimonial regarding this
extremely beneficial and professional technical achievement in pre processing cubicle curtain
material with a antibacterial product utilized in the Cubicle curtains recently purchased for the
newly opened Renal Unit at Henrico Doctors’ Hospital, Forest Campus.

The benefits provided in utilizing material for cubicle curtains that has been treated with an
antibacterial product is of extreme importance in reducing if not eliminating adverse effects of air
born infectious organisms that potentially represent a threat to the patient immune system when
hospitalized for any period of time.

The CDC in it’s efforts to educate Epidemiologist throughout the country strongly advocate the
use of this type of innovation during the manufacturing process of Cubicle Curtains for the
purpose of further reducing the spread of potential infectious disease in hospitals and other health
care environments. 2y

My sincere appreciation is extended to Edward Hill, Henrico Doctors’” Hospital Medline
Representative, for recommending to our facility this most important advancement in
technology.

Once again, on behalf of the Medical Staff and Nursing Staff T extend to you ED, our
appreciation for recommending this modern advancement that affords the continued effort of
HDH to provide as safe and germ free environment as possible for our patient and the community
we serve.

Sincegely,

on V. Benko

Director Environmental Services

RVB/mft

Forest Campus “Compassionate Care, Medical Excellence”
1602 Skipwith Road
Richmond, Virginia 23229

Telephone: 804 289 4500

www.HenricoDoctorsHospital.com






