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510(k) SUMMARY OF SAFETY AND EFFECTIVENESS INFORMATION

This 510(k) summary of safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990.

A. SUBMITTER INFORMATION:

Submitter's Name: C. R. Bard, Inc.
Bard Urological Division

Address: 13183 Harland Drive
Covington, GA 30014

Contact Person: John C. Knorpp
Contact Person's Telephone Number: 678-342-4920
Contact Person's Fax: 770-788-5513

B. DEVICE NAME:

Trade Name(s): AvaultaTM Solo Support System
AvaultaTM Plus Biosynthetic Support System

Common/Usual Name: Surgical Mesh
Classification Names: 79 FTL - Mesh, Surgical, Polymeric
CFR Reference: 21 CFR 878.3300
Classification Panel: General and Plastic Surgery

C. PREDICATE DEVICE NAME:

Trade Names: Bard CollaMend T M Implant - K052322
UGYTEX® Dual Knit Mesh - K051503

D. DEVICE DESCRIPTION:

The AvaultaTM Support System includes a sterile, single use, permanent
implant that provides long term reinforcement to support structures in the
correction of anterior or posterior vaginal wall prolapse. The central soft
knit section provides compliant organ support while the strong knit arms
provide improved strength for tension free fixation of the implant.

The AvaultaTM Plus Biosynthetic Support System and AvaultaTM Solo
support system both utilize a nonabsorbable monofilament, polypropylene
mesh to provide long-term reinforcement for support structures. The
Avaulta TM Plus Biosynthetic Support System adds a porous, acellular, ultra-
thin sheet of crosslinked collagen attached to the polypropylene mesh
which serves to establish a protective barrier between mucosal tissue and



the polypropylene mesh and contains apertures uniformly sized to allow for
ingrowth of host tissue and capillary vessels.

E. INTENDED USE:

The AvaultaTM Support System is indicated for tissue reinforcement and long-
lasting stabilization of fascial structures of the pelvic floor in vaginal wall
prolapse where surgical treatment is intended either as mechanical support or
bridging material for the fascial defect.

F. TECHNOLOGICAL CHARACTERISTICS SUMMARY:

The subject AvaultaTM Support System has the same intended use, general
design and fundamental scientific technology as the predicate devices.

G. PERFORMANCE DATA SUMMARY:

The appropriate testing to determine substantial equivalence was completed.
This includes testing in accordance with Guidance for the Preparation of a
Premarket Notification Application for a Surgical Mesh (March 22, 1999).







C.R. Bard, Inc., Bard Urological Division
AvaultaTM Support System

Premarket Notification [510(k)]

1.3 Indications for Use Statement

510(k) Number (if known):

Device Name: AvaultaTM Support System

Indications for Use:

The AvaultaTM Support System is indicated for tissue reinforcement and long-lasting
stabilization of fascial structures of the pelvic floor in vaginal wall prolapse where surgical
treatment is intended either as mechanical support or bridging material for the fascial defect.

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