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510(k) Summary

DATE PREPARED

Thursday, April 30, 2009

SUBM ITTER A~
Aaron Hendershott, RAC I 2009
Director of Regulatory Affairs
McMerlin Dental Products, LP
1610 W. Polo Road
Grand Prairie, TX 75052
Telephone: 972.602.3746

Device Name

Common name: Hydrogel Wound Dressing

Trade names: Socklt!®~ Dermal Wound Gel/McMerlin® Dermal Wound Gel

Classification name: This device is unclassified under 21 CFR Parts 862-892.

Predicate Devices

. . .NM

51 0(k) Proprietary Product Mauatrr Classification
Number Name Code Mauatrr Panel

Carrington Carrington General &
K902345 Wound FRO Laboratories, Plastic

Dressing Inc. Surgery
Carrasyn
Hydrogel Carrington General &

K91 5002 Wound MGQ Laboratories, Plastic
Dressing Ic ugr
[Carragauze Ic ugr

___ ___ ___ PADS]

K944427 Carrasyn FDG MGQ ~~Carrington General &
K944427 Carrayn FDG IVIGQ Laboratories Plastic

______________ ________________ Surgery
Carrasyn
Hydrogel General &

K951417 Wound M Carrington Plastic
Dressing GQ Laboratories Surgery
[Carragauze
FDG Pads] _____

Carrasyn General &
K961758 ydrgelCarrington Plsc
K9617H8droged MGQ Laboratories Surgery

_______ ______ Dressing, et al Surgery__ __ __ __ __ _

Device Description

Socklt!o Dermal Wound Gel/McMerline Dermal Wound Gel is a clear, viscous
hydrogel wound dressing composed entirely of all-natural, food-grade, safe
ingredients, including an all-natural preservative system. It is safe if swallowed,
is designed to be physiologically compatible with both intact and compromised
tissues of the skin, and will manage the pain associated with all types of injuries
to the skin,
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The gel's primary mode of action for pain relief is that it adheres to the wound
surface, conforms to the contours of the wound, and protects the wound from
contamination and irritation by forming a protective barrier that is similar to
dermal tissues. It also creates and maintains a moist wound environment, which
is necessary for optimal healing. Socklt!® Dermal Wound Gel/McMerlin® Dermal
Wound Gel has been designed to be physiologically compatible with both intact
and compromised tissues of the skin: the pH and osmotic pressure of the gel
have been adjusted to be compatible with injured tissues.

Socklt!® Dermal Wound Gel and McMerlin® Dermal Wound Gel are exactly the
same in every aspect; the same device has two different trade names.

Intended Use

The indications for Socklt!® Dermal Wound Gel/McMerlin® Dermal Wound Gel
are the same as those for the predicate devices. This product provides
management of and relief of the pain associated with all types of wounds, sores,
injuries and ulcers of the dermal tissue. Examples of dermal lesions include burn
wounds (First & Second degree), diabetic ulcers, pressure ulcers (stages I - IV),
venous stasis ulcers, radiation dermatitis, partial thickness wounds, irritation of
the skin, itching, foot ulcers, post-surgical incision, surgical sites (including soft
tissue graft sites), cuts and abrasions, sunburn, skin conditions associated with
periostomy care, irritation and pain following laser resurfacing treatment and
dermabrasion therapy, chemical peel, and tattooing procedures.

This product is appropriate for all patient populations.

Technological Characteristics

Two of the predicate devices are hydrogel wound dressings that have been
freeze-dried to produce a fibrous-like material similar to a roll of cotton. This
"bandage" material is placed on a dermal wound, where it re-hydrates. Two of
the predicate devices are hydrogels that are hydrated at the time of manufacture.
All five of these predicate hydrogels provide pain relief by coating damaged
tissues and protecting them from further contamination and irritation. [Note: All
five predicate devices are predicated upon Carrington Laboratories' hydrogel
wound dressing (K902345) that, like Socklt!® Dermal Wound Gel/McMerlin®
Dermal Wound Gel, is hydrated at the factory and sold in a tube as a hydrated
gel.]

Rather than have the consumer re-hydrate the hydrogel "bandage" at the time of
use (i.e. contact with the lesion), SockIt!® Dermal Wound Gel/McMerlin® Dermal
Wound Gel is hydrated during manufacture and sold in a tube or bottle in the
traditional hydrated gel form.

Regardless of which method is used for hydration, all of these hydrogels adhere
to the wound surface, conform to the contours of the wound, and manage pain by
forming a protective hydrogel barrier over the wound, similar to undamaged
dermal tissue. All these hydrogel barriers manage pain by protecting the wound
from contamination and irritation.

Socklt!® Dermal Wound Gel/McMerlin® Dermal Wound Gel is substantially
equivalent in design to the five predicate devices.

Performance Standards

No performance standards are established for this product under Section 514 of
the Act.
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Executive Summary

Device Description

Socklt!® Dermal Wound Gel/McMerlin® Dermal Wound Gel (SI/MC) is a clear,
viscous hydrogel wound dressing composed entirely of all-natural, safe
ingredients, including an all-natural, food-grade preservative system. It is
designed to be physiologically compatible with both intact and compromised
tissues of the skin: the pH and osmotic pressure of the gel have been adjusted to
be compatible with the injured tissues, e.g. blood and other bodily fluids normally
found at the wound and/or lesion site. The gel is nontoxic and is safe if
swallowed.

SI/MC's primary mode of action for pain relief is that it adheres to the wound
surface, conforms to the contours of the wound, and protects the wound from
contamination and irritation by forming a protective barrier (i.e. wound dressing)
similar to the uncompromised dermal tissue. This protective barrier provides an
undisturbed, moist wound environment, which is necessary for optimal healing.
The gel provides a safe, nourishing environment for the delicate cells involved in
the wound healing process.

Indications for Use

SI/MC is intended to manage the pain of all types of 1st of 2
®d degree dermal

wounds, skin sores, injuries and ulcers of the dermal tissue. Examples of dermal
lesions include burn wounds (First & Second degree), diabetic ulcers, pressure
ulcers (stages I - IV), venous stasis ulcers, radiation dermatitis, partial thickness
wounds, irritation of the skin, itching, sunburn, foot ulcers, post-surgical incision,
surgical sites (including soft tissue graft sites), cuts and abrasions, skin condition
associated periostomy care, irritation and pain following laser resurfacing
treatment and dermabrasion therapy, chemical peels, and tattooing procedures.

This product is appropriate for all patient populations.

Components

Table 2: Ingredient List shows the ingredients in SI/MC and their functions in the
formula. All or some of these ingredients are used. This information is
confidential and proprietary.












