
OBJECTIVE: This study was performed

to determine the irritation potential of

Epikeia® skin coatings.

METHODS: The 21-day cumulative

irritation study in humans is a standard

FDA-recommended test to determine the

irritation potential of substances on
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INTRODUCTIONINTRODUCTION
Epikeia® is an acetone and

polymer-based skin coating

technology that has been

developed as a combination

barrier product and drug delivery

vehicle. The technology has the

potential to address numerous

distinct clinical applications by

incorporating active ingredients to

create dermatologicals, active skin

care products, and
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OBJECTIVE: This study was performed

to evaluate the antimicrobial efficacy of

Epikeia® skin coatings against a variety

of pathogens commonly associated

with surgical wound infections.

METHODS: Antimicrobial efficacy was

evaluated in vitro against eight gram

negative organisms, six gram positive
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Initial

Organism cfu/mL cfu/mL % kill

P. aeruginosa 1.4 x 107 0 100

E. coli 2.5 x 107 0 100

B. cepacia 2.2 x 107 0 100

<1 min exposure

SUMMARYSUMMARY
Epikeia® skin coatings

proved to be non-irritating to
subjects in the 21-day
Cumulative Irritation Study and
demonstrated a seven log kill
to assorted bacteria and fungi
in less than one minute.

CONCLUSIONCONCLUSION
Despite having a relatively

high concentration of acetone,irritation potential of substances on

human skin. Epikeia® coatings were

applied to the backs of 26 human

subjects over a 21 day period and

scored for irritation. Every 24 hours,

coatings were removed, skin was scored

for erythema (0 - no erythema to 4 -

severe erythema) and edema (0 - no

edema to 4 - severe edema), and the

coatings were reapplied.

RESULTS: No evidence of any

erythema or edema was found on any

subject at any time. There was never a

score greater than 0 on any site during

the 21 day study.

care products, and

cosmeceuticals.

Some concern existed

regarding the irritation potential of

Epikeia® because acetone can be

drying to skin. The studies

described herein were performed

on the basic vehicle (i.e., not

containing any active ingredients),

and demonstrate that Epikeia® is

non-irritating to the skin of human

subjects, and antimicrobial to

numerous pathogens in vitro.

These studies were completed

under grants from the National

Institutes of Health - SBIR No.

5R42AR44435.

negative organisms, six gram positive

organisms, and fungi. Microorganisms

were grown to a concentration in the

starting inoculum within 5 x 107 and 5 x

108 cfu/mL and exposed to either the

skin coating solution or an acetone-only

control. After an incubation period of 0,

0.5, 3, and 8 hours, microbial counts

were taken.

RESULTS: Both the skin coating and

the acetone-only test groups

demonstrated a killing range of 99.859 -

100% at less than 1 minute. Both

groups were effective at all time points

indicating that acetone is responsible for

antimicrobial activity.

B. cepacia 2.2 x 10 0 100

K. pneumoniae 9.0 x 107 8.3 x 103 99.991

E. cloacae 1.1 x 108 0 100

P. vulgaris 4.3 x 107 0 100

S. marcescens 5.6 x 107 0 100

S. aureus 4.4 x 107 7.5 x 103 99.983

S. epidermidis 5.3 x 108 6.2 x 102 99.999

S. pyogenes 3.8 x 107 0 100

E. faecalis 4.3 x 107 3.5 x 104 99.919

S. mitis 3.8 x 107 3.1 x 102 99.999

C. perfringens 6.4 x 106 0 100

E. coli and B. fragilis * 3.1 x 107 0 100

C. albicans 4.4 x 106 0 100

T. mentagrophytes 5.1 x 105 7.2 x 102 99.859

*mixed culture
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high concentration of acetone,

Epikeia® skin coatings are non-

irritating to human skin. The

inclusion of acetone in the

product enables Epikeia® to be

antimicrobial to a wide range of

pathogens.


