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510(K) Summary of Safety and Effectiveness

1 Applicanit Name, Address: W.L. Gore & Associates, Inc
3450 W. Kiltie Lane
P.O. Box 900
Flagstaff, AZ 86002-0900

Contact Person: Jacqueline Kalbach
(928)864-3731

Date of Summary May 12, 2005

2. Classification Name: Resorbable Barrier Membrane

Common or Usual Name: Regenerative Material

Proprietary Names:

CORE RESOLUTr Regenerative Material, GORE RESOLUT" XT
Regenerative Membrane, GORE OSSEOQUEST Regenerative
Membrane, GORE RESOLUT® ADAPT Regenerative Membrane, and
GORE RESOLUJT'~ ADAPT LT Regenerative Membrane

3. Predicate Devices:

BIO-GIDE®' Resorbable Bilayer Membrane (K960724), BIOBAR
Biodegradable Collagen Membrane (K001598), and Collagen Dental
Membrane (K01 1695).

4. Device Description:

These devices are composed of synthetic resorbable copolymers and
have been designed to act in accordance with the accepted principles of
wound healing and regenerative therapy. Specifically, the membranes are
designed to be biocompatible, separate tissue (cell occlusive), clinically
manageable, and allow for tissue integration. The fifth requirement for
regenerative therapy is spacernaking, and bone grafting or bone filling
materials may be used in conjunction with the membranes to assist in
providing the space necessary for regenerative healing.
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5. Intended Use:

The indication for use will be expanded for each applicant device to
include the following: "It is intended for use during the process of guided
bone regeneration as a bioabsorbable membrane for supporting:
immediate augmentation around implants (e.g., dehiscence and
fenestration defects, extraction sockets); ridge augmentation for later
implantation of endosseous implants; and sinus procedures (e.g., sinus
window, sinus lift)."

6. Technological Characteristics:

The applicant devices are composed of synthetic resorbable materials and
the predicate devices are composed of resorbable collagen. The
applicant and predicate devices have been designed to act in accordance
with the accepted principles of wound healing and regenerative therapy.

7. Assessment of Performance Data:

A preclinical in vivo study was conducted to evaluate the ease of use,
clinical performance, and efficacy of the synthetic resorbable membranes
as compared to the predicate device, BIO-GIDE® Resorbable Bilayer
Membrane. In this study, new bone formation in ridge defects treated with
the synthetic resorbable membranes was statistically equivalent to or
better than bone formation with the predicate device.

Results from human studies reported in the literature for both synthetic
resorbable membranes and resorbable collagen membranes are
consistent with the preclinical in vivo study. Both types of resorbable
materials are effective as a barrier to aid in wound healing and regenerate
bone around defects associated with dental implants, and for ridge
augmentation and sinus procedures.
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8. Conclusion:

GORE RESOLUT Regenerative Material, GORE RESOLUT XT
Regenerative Membrane, GORE OSSEOQUEST Regenerative
Membrane, GORE RESOLUT ADAPT Regenerative Membrane, and
GORE RESOLUT ADAPT LT Regenerative Membrane are substantially
equivalent to the predicate devices and may be used during the process of
guided bone regeneration as a bioabsorbable membrane for supporting:
immediate augmentation around implants (e.g., dehiscence and
fenestration defects, extraction sockets); ridge augmentation for later
implantation of endosseous implants; and sinus procedures (e.g., sinus
window, sinus lift).

GORE, RESOLUT, OSSEOQUEST, and designs are trademarks of W.L. Gore & Associates, Inc.
All other trademarks are the property of their respective owners
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