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Date of Summary: September 25, 2006

Device Common Name: Collagen Dental Membrane

Device Trade Name: Collagen Dental Membrane - Conformable II

Device Classification Name: Bone Grafting Material
Class II
872.3930
LYC

Predicate Device(s): Collagen Dental Membrane, K011695

Description of the Device

Collagen Dental Membrane-Conformable II is a white, nonfriable, conformable,
resorbable, membrane matrix engineered from highly purified type I collagen derived
from bovine Achilles tendon. It is flexible and conforms to the contours of the defect
site. Collagen Dental Membrane-Conformable It is supplied sterile, non-pyrogenic, in
various sizes, and for single use only.

Intended Use

Collagen Dental Membrane-Conformable 11 is intended for use in dental surgery
procedures as a material for placement in the area of dental implant, bone defect or ridge
reconstruction to aid in wound healing post dental surgery.

Summary/Comparison of Technical Characteristics

Collagen Dental Membrane-Conformable II and its predicate have similar technological
characteristics. In particular, the Collagen Dental Membrane-Conformable I1 and its
predicate are similar with respect to intended use, material, form, sizes, thickness,
physical integrity, permeability and conformability.
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Safety

A Collagen Dental Membrane-Conformable 11 equivalent has been evaluated by a

number of tests to assess its safety/biocompatibility. The device passed all applicable
FDA Blue Book Memorandum G95-land ISO 10993-1 testing for the biological
evaluation of medical devices.

Conclusion

The results of the in vitro product characterization studies show that the device
modification of the Collagen Dental Membrane-Conformable II is safe and substantially

equivalent to the original device.







Indications for Use

510(k) Number (if known): _ _________

Device Name: Collagen Dental Membrane - Conformable II

Indications for Use:

Collagen Dental Membrane - Conformable II is intended for use in oral surgical
procedures as a resorbable material for placement in the area of dental implant, bone

defect, or ridge augmentation to aid in wound healing.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Sn'3ign-Off)
-ir;n of Anesthesiology, General Hospital,
xJon Control, Dental Devices

2 Number:_____________ Page 1lof 1


