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In accordance with the Food and Drug Administration Rule to implement provisions of the Safe Medical
Devices Act of 1990 and in conformance with 21 CRF 807, this information serves as a Summary of
Safety and Effectiveness for the use of ATLAS Wound Matrix.
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Proprietary Name: ATLAS Wound Matrix

Common Name: Animal-derived, extra-cellular matrix wound care
product

Classification Name and Reference: Unclassified

Device Product Code and Panel Code: General and Plastic Surgery/KGN

DEVICE INFORMATION

A. TINTENDED USE

The ATLAS Wound Matrix devices intended use is for the management of wounds
including:

partial and full thickness wounds,
* pressure ulcers,
* venous ulcers,
* diabetic ulcers,
* chronic vascular ulcers,
* tunneled/undermined wounds,
* surgical wounds (donor sites/grafts, post-Moh's surgery, post-laser surgery,

podiatric, wound dehiscence),
* trauma wounds (abrasions, lacerations, second-degree burns, and skin tears),
* draining wounds.

The device is supplied sterile and is intended for one-time use.

B. DEVICE DESCRIEPTION

The design features of the ATLAS Wound Matrix are substantially equivalent to the design
features of the predicate devices. A brief description of the ATLAS Wound Matrix is provided
below.

IMPLANT DESCRIPTION

The ATLAS Wound Matrix is a sterile, decellularized fenestrated or non-fenestrated processed
porcine collagen dermal material. The material, which is rehydrated at the time of implant, is
designed to be thin enough to conform to the wound it will cover. The matrix material will be
made available in a variety of sizes depending on surgical use.



C. SUBSTANTIAL EQUIVALENCE INFORMATION

The intended use, type of interface, operating principles, shelf life, and design features of the
ATLAS Wound Matrix are substantially equivalent to the previously cleared predicates.
Additionally, the safety and effectiveness of the ATLAS Wound Matrix is adequately supported
by the substantial equivalent information and materials data provided within this Premarket
Notification.








