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510(k) Summary

1. Sponsor's name, Address and Contact Person
Sponsor Contact Person
Hollister Incorporated Joseph S. Tokarz

2000 Hollister Drive Director, Regulatory Affairs

Libertyville IL. 60048 Hollister Incorporated
2000 Hollister Drive
Libertyville, IL 60048
Ph: (847) 680-2849
Fax: (847) 918-3860

Date Summary Prepared - March 23, 2004

2. Name of Device:
Restore Wound Cleanser

3. Name of Predicate Device(s)
• Carrington Carra Klenz Wound Cleanser K022670
* Allclenz Wound Cleanser K965 120
* Dermia Sciences Dermagran Wound Cleanser with Zinc K945 802

4. Description of Device
The Restore Wound Cleanser is a buffered isotonic water based surfactant solution that

is a clear colorless slightly viscous liquid that is intended to remove foreign material such as dirt

and debris from dermal wounds. The device can be used on low, medium or high exudating

dermnal wounds. The product is available in an 8oz. spray bottle. The Restore Wound Cleanser is

applied to the dernal wound area using a trigger spray closure that helps facilitate the removal

of foreign material such as dirt and debris.

5. Statement of Intended Use
The Restore Wound Cleanser is intended for the removal of foreign material such as dirt

and debris from dermnal wounds.

6. Statement of Technological Characteristics and Substantial Equivalence
The Restore wound cleanser is substantially equivalent to the predicate devices identified

in item 3 above in its intended use. All of the wound cleansers are intended for use on dermnal

wounds and abrasions. The R and the predicate devices are all indicated for high, medium, and

low exudating dermal wounds.estore Wound Cleanser
Issues of biomaterial safety or biocompatibility have been addressed based upon

biomaterial history or in separate in-vitro or in-vivo laboratory evaluations using licensed

commercial reference laboratories. This assessment has been conducted based on the principles

14



Restore Wound Cleanser

and guidelines established by various governmental regulatory agencies and standard setting
organizations.

Among these are the following:
-- ISO 10993, International Standard Organization (ISO) Standard
-~ General Program Memorandum #G95-1, U.S. FDA Office of Device Evaluation
-- United Stated Pharmacopoeia (USP)
-- Federal Hazardous Substances Act Regulations (FHSA), 16CFR Part 1500
-- FDA Good Laboratory Practice (GLP) Regulations, 21CFR Part 58

The biocompatibility tests that have been performed demonstrate that the Restore Wound
Cleanser is considered appropriate for its intended use.

7. Conclusion
Based on the information presented above it is concluded that the proposed Restore
Wound Cleanser is safe and effective for its intended use and is substantially equivalent
to the identified predicate devices.
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