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Nichola Wood

Extra Skin Protection

1071 South Jefferson Davis Parkway
New Orleans, LA 70125 -

Dear Nichola: _
Enclosed is the final report for the testing we coordinated for you. The information is retained b§/

the testing laboratory.

’

NELSON NUMBER: 193752

TESTING LAB: NAMSA, Inc.
TYPE OF TEST: IRRITATION: PRIMARY SKIN FHSA"

SAMPLE IDENTIFICATION:
CHI-SBDM

If you have any questions, .please feel free to call any of our Customer Service personnel at
801-963-2600 or 800-826-2088. Thank you for testing with Nelson Laboratories.
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}}f,;sz;Z / /E‘,”,Jf,%zz/l)

¥

Jared A. Forsyth

Customer Service Representative
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SUMMAKY

The test article, CHI-SBDM, Nelson Lab Number: 193752, was evaluated for primary skin irritation based on the
guidelines of the International Organization for Standardization 10993: Biological Evaluation of Medical Devices,
Part 10: Tests for Irritation and Sensitization. After application of a topical barrier lotion, two 0.5 ml portions of the
test article and control article were topically applied to the skin of three rabbits and left in place for 3 hours. The
sites were graded for erythema and edema at 1, 24, 48 and 72 hours after removal of the single sample application.

Under the conditions of this study, very slight irritation was observed on the skin of the rabbits. The Primary
Irritation Index for the test article was calculated to be 0.4. The response of the test article was categorized as

negligible.
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INTRODUCTION

The test article identified below was evaluated for primary skin irritation based on the guidelines of the International
Organization for Standardization 10993: Biological Evaluation of Medical Devices, Part 10: Tests for Irritation and
Sensitization. The purpose of this study was to determine the potential for a topical lotion to serve as a barrier to a
potential irritant. The test article was received on October 25, 2001. Patches were applied on November 2, 2001,
and the observations were concluded on November 5, 2001.

The study, initiated by protocol signature on November 1, 2001, was conducted in accordance with the provisions of
the FDA Good Laboratory Practice (GLP) Regulations, 21 CFR 58. A Certificate of Quality Assurance Inspections

was issued with this report.

MATERIALS

The sample provided by the sponsor was identified and handled as follows:

Test Article:
Identification No.:
Stability Testing:
Expiration Date:
Ancillary Material:
Storage Conditions:

Control Article:

Preparation:

Sample Disposition:

Test System:

Species:
Breed:
Source:
Sex:

Body Weight Range:

Age:
Acclimation Period:
Number of Animals:

Identification Method:

NAMSA

Ensuring Medical Device
Safety and Compliance™

Authorization for duplication of this report, except in whole, is reserved pending NAMSA's written approval.

CHI-SBDM
Nelson Lab Number: 193752
In Progress (per sponsor)

Stable for duration of intended testing (per sponsor)

. Barrier Lotion (Chimal Skin Shield)

Room temperature

Four ply gauze supplied by the test facility, was cut into 25 mm x 25 mm
sections, moistened with 0.5 ml of saline per section and backed with
polyethylene plastic.

A 0.5 ml portion of the test article, CHI-SBDM, was applied to 4-ply gauze and
backed with plastic for direct application to the animals’ skin at each test site.

Any remaining sample was returned to the sponsor.

METHODS

Rabbit (Oryctolagus cuniculus)
New Zealand White

Myrtle's Rabbitry, Inc.

Female '

3.0 kg to 3.1 kg at selection
Young adult

Minimum 5 days

Three

Ear tag
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Justification of Test System:

The rabbit is specified as an appropriate animal model for evaluating potential skin irritants by the current
ANSI/AAMU/ISO testing standards. The rabbit is widely used for this purpose and relative ranking of irritant scores
can be determined.

Duplication of Experimental Work:

By signature on the protocol, the sponsor confirmed that the conduct of this study did not unnecessarily duplicate
previous experiments.

Animal Management:

Husbandry: Conditions conformed to Standard Operating Procedures which are based on the "Guide for
the Care and Use of Laboratory Animals."

Food: PROLAB® High Fiber Rabbit Diet was provided daily.

Water: Freely available, municipal (Irvine, CA) water was delivered through an automatic tatering
system.

Contaminants: Reasonably expected contaminants in feed or water supplies did not have the potential to

influence the outcome of this test.

Housing: | Animals were individually housed in stainless steel suspended cages identified by a card
indicating the lab number, animal number, test code, sex, and date dosed.

Environmental: The room temperature was monitored daily. The temperature range for the room was
' 61-72°F.

The room humidity was monitored daily. The humidity range for the room was 30-70%.
The light cycle was controlled using an automatic timer (12 hours light, 12 hours dark).
Facility: NAMSA is an AAALAC International accredited facility and is registered with the United

States Department of Agriculture. Additionally, NAMSA maintains an approved Animal
Welfare Assurance on file with the National Institutes of Health, Office for Laboratory

Animal Welfare.
Personnel: Associates involved were appropriately qualified and trained.

Selection: Only healthy, previously unused, animals free from irritation or other dermatological lesions
that could interfere with the test were selected.

Experimental Procedure:

i

On the day prior to treatment, the fur on each rabbit's back was clipped with an electric clipper. On the day of
treatment, four sites, two on each side of the back and positioned cranially and caudally, were designated on each
rabbit. The sites were free of blemishes that could interfere with the interpretation of results.
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