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SUMMARY

The purpose ot this study was 1o evaduate the elficacy of an antimi-
crobial treated gauze dressing (Kerlix” A MDD, Gaure Dressing) in
an elution model i vireo.

A chullenge suspension ol Vancomyein Resistant Emierocaoccns

Juecalis tIVRED was prepared using o spectrophotometric procedure

resulting ina I 1OT CHEU/mMIL dilution. A pre-cat 2.7 circular disk off

the test. negative control, and positive control materials wias sub-
merged into a dilution containing approximately 1x 10 CFU/mI sus-

pension. Independent suspensions were made for 0. 24, and 48 hour

lest time puints. At cach time point. for each test matenal. dilusions
were made and plated te determine the log reduction of bacteria

Under the conditions of this study. the negative control did net show
any antimicrobiul etfect as anticipated. The test material (Kerlix®
A M.Do proved 1o be as etfective as the positive control at all time
points resulling in over a 99.9% hacterial reduction,

INTRODUCTION
A study was performed (o evaluate the efficacy of an antimicromal
treated woven gauze dressing (Kerlix™ A MDD,y in an clution model
at 0. 24 and 4% hour time intervals.

The treated article and control materials were received on December
0%, 2000. Testing was initiated on December 18, 2000 and completed
on December 22, 2000,

MATERIALS

The samples provided by the spansor were wdentined und handled as
follows:

Test Article: Muaterial: Kerlix " A MDD Lot FG2717AG (Treated
Gauze. concentration 0.2% PHMB)

Muaterial: Kerlix” AM.D.. Lot KET644AG (Negative
Control-Untreated)

Materialr Kerlix " AM.D.. Lot HETO8158B3MC
(Prototype. Positive Contrel. concentration 2.00%
PHMB)

NOTE: Allmaterials were supplicd by the sponsor pre-cut for testing,

Identilication: Sce Test Article

Sterage Conditions:  Room Temperature

Challenge Organism: Vancomyein Resistant Enrerococcns fiecalis
(VRE). ATCC #51575

Medias/Reagents: Tryptic Soy Agar (TSA), prepared per
NAMSA S0P
Tryptic Soy Agar Broth (TSB), prepared per
NAMSA SOP
0.9% Sodium Chloride Tubes - 9 mL
0.5% Mclurland Standard, purchased prepared.

[

~

Clinical isolates trom ATCC (American Culture Type
Collection— Rockville, MDD 20532)

MecFuarland Equivalenee Turbidity Standuard 0.5
Autoclave

Incubator, 37°C

Incubator. 25°C

Electronie pipetters

Pipetter Tips. 100 microliters

Pipetter Tips. 1000 microliters

Vortex Mixer

1(}. Bunsen burner

Deionized water

2, Culture Tube Racks

Automatic or Digital Colony Counter

3.

4. Sodium Chlonde. US.P.

5. Culture Tube caps

16. Tryptic Soy Agar (soy bean casein digest agar)
17. Constamt Temperature water bath

18, Autoclave

19, Disposable Petri Dishes. 100 x 15mm

20, Biohazard Autoclave Bags

Disposable inoculating loops

METHODS

. Preparation: Preparation was done before the test was started.

« A 0.9% Sodium Chloride solution in 9 mL aliquots was pre-
pared and autoclaved per validated specifications.

¢ Tryptic Soy Agar (TSA L was prepured following manulacturer’s
directions. pipetted into 20 mL aliquots, and autoclavad per vali-
dated specilications.

« A inch disks from the fabric samples (o be tested were received
from the sponsor pre-cut: one disk per test.

» 12 Saline Tubes were placed in a culture tube rack (4 rows of 3.
The first row of 3 tubes was lubeled with bacteria name, sample
code, date, and 107 dilution. The second row was labeled with
the same information. and with 10 dilution rather than 10% The
third row and the fourth row were labeled the same way, with
107 and 107 as dilution factors respectively.

* 9 Saline Tubes were placed 1na culture tube rack (3 rows of 3).
The three rows of samples were labeled with the following in-
formation: bacteria nane. sample code. date. 10°concentration.
The first row was labeled O hour. the second row was labeled 24
hour and the third row was lubeled 48 hour. Each tube had corre-
sponding duplicate sterile Pewri dishes that were also laheled
accordingly.

* A portion ol the bacteria was ascptically transterred to o sterile




brain-heart infusion broth. and mcubated overnight to initiate
hacterial growth.
I1. Procedure: Challenge Assay
* From the broth. the bacteria was measured spectrophotometri-
cally, and a 100 dilution ol the particular bacterium wias made.

* At Orhour. A Test sample disk was placed into the tube labeled
Sample #1. 0 hour tube (rom the rack of 9 tubes. This tube was
then inoculated with 10O Ul of 107 bacterial dilution to make the
- dilution. Immediately after the tube was vortexed. 2 - 1000
pl aliguots were taken trom it One aliquot was pipetted w the
corresponding Petri dish. The second aliquot was delivered to
the wibe labeled O hour, 1O dilution. sample #1. Immediately
atter the twbe wis vortexed. 2 - TOO pl aliquots were taken from
it. One aliquot was pipetted o the corresponding Petri dish. The
second aliquot was delivered o the tube labeled O houy, [0 dilu-
ton. sample #1. Immediately alter the wbe was vortexed. 2 -
1000 ul aliquots were taken Tron it One aliquot was pipetted to
the corresponding Petrt dish. The second aliguot was deliverad
10 the tube labeled O hour. 107 dilution. sample #1. lnmiediately
after the tobe was vortexed. 2 - TOOO pl aliquots were taken from
it. One aliguoet was pipetted to the corresponding Petri dish. The
sccond aliguot was delivered to the tube labeled O hour, [0-dilu-
lion. sumple #1. Imimediately after the tube was vortexed. a 1000
ul aliguot was taken from it and delivered to the corresponding
Petri dish.

= All the above steps were repeated tor sumples #2 und #3.

= One disk was then placed in cach of the 6 remaining tubes from
the original ruck of' 9 tbes. Each of these 6 tubes was then in-
oculated with TGOl of bacterium and placed in the 25%C incu-
butor.

* All of the above steps were performed for the experimental test
samples. the positive control samples. and the negative control
samples.

* AL 24 hours, the inoculated 24 hour tubes were removed from
the incubator and the serial dilutions were performed and plated
as deseribed previously for the O hour time interval.

* AL 4R hours. the inoculated 48 hour tubes were removed from
1he incubator and the serial dilutions were performed and plated
as desceribed previously for the O hour time interval,

s Alter 24 hours of incubation. the inoculated dishes for the 6. 24,
and A8 hour tme intervals were counted and calculations were
performed o determine the antimicrobial efficacy of the test
samples.

RESULTS

The results for the (k24 48 heur time points are neted in TABLES 1.
2. and 3 respectively. The submerged gauze articles demoenstrate the
rate ol eflicacy of the amount ol antimicrobial eluted from the gauze.
Results indicate no reduction of bacteria upon immediate introduc-
tion of any ol the test articles (Tune O, Results do indicate Kerlix®
A MDD, gaure 10 be similarly effective as the positive control reduc-
ing the bacteria count w both 24 and 48 hours, Kerlix” AM. DD, re-
sulted i a reduction of hacteria of greater than 99.9% . The negative
control had no antimicrobial etfect as expected.

TABILE |
RESUILTS 07 Time

Vancomyein Resistunt Erferocaocens faecalis

Average | Average

Sumple Final CEFU per Log
1D Clu's/ml | group value
I A 1.8x10°

o | 2. 1x10° 6.3
| B 21x10
| ¢ 2.3x10"
1A 2.2x10°
o 23x10° 6.3
2B 2.2x10
kXe RPN
IA 2.0x10°
1.3x10° 5.1

iB 8.0x10°

iC 9.6x107

Key:
| (A-C) = Kerlix™ A.M.D. - Product Code 3331, Lot Number
FG2717AG (Treated Gauze. concentraiion 0.2% PHMB}

2A-Cy = Kerlix™ = Product Code 6713, Lot Number KE1T644AG

(Negative Control — Untreated)

3 (A-C)y=Kerlix™ — Lot Number HETO8 IS8B3MC i Prototype
Positive Control. concentration 2.0% PHMB)

TABLE 2
RESULTS 24 Hours™

Vancomycein Resistant Enrerococcus fuecalis

Average | Averuge | Averuge

Sample Final CI'U per % 1.og
[1D; Clu's/mi | group [Reduction | Reduction
PA 1.2x10°

L k1ot | 99.95 3.2
1B S5.9x10°
1C 1.6x10°
2A 3.5x10°

o | 35x10° | ONR NR
2B 3.5x10

2C 3.5x10°

14
3A
11 Y999 4
3B 9
3C 6

NR = No Reduction



TABLE 3

RESULTS 48 Hours™

Vancomycon Resistant Enderococcus faccalis

Average | Average | Average
Sample Final CEU per G Log
D Ctu's/ml | group JReduction | Reduction
LA 6.5x10°
\ I.6xi0° SIEReY) 3
| B RVES I
LC S.7x10°
2A S 1x10"
o | 3ox10" [ ONR NR
2B 4.7x10
2¢C 5.3x10°
6
3A
3 2999 1.6
IB 2
3C I
NR = No Reduction
CONCLUSION

Under the conditions of this study. the test materiai (Kerlix® A.M.D.
Gauze Dressing) reduced the bacteria population in solution on an
average by 3.2 log and 3.1 log at the 24 and 48 time point respec-
tively. The response produced was similar to the positive control
matcrial. As expected the negative control did not show any antimi-
crobial effect.

Al raw data pertaining to this study and a copy of the final report are
to be retained in designated NAMSA archive files.
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