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Fax: 386-418-1627

Proprietary Names: TUTOMESH®, TUTOPATCH®

Common Name: Surgical Mesh

Product Code: FTM, General & Plastic Surgery Panel

Code Section: 21 CFR 878.3300

Substantial Equivalence:
The proposed devices are substantially equivalent to predicate devices in materials, design,
function, intended use and fundamental scientific technology.

Description:
These are bo~ine pericardium surgical mesh devices processed with the Tutoplast® solvent
dehydration process followed by gamma irradiation. These devices consist of collagenous
connective tissue With three-dimensional intertwined fibers. Therefore, they have
multidirectional mechanical strength and can be fixed regardless of the direction of the graft.
Collagenous connective tissue with multidirectional fibers retain the mechanical strength and
elasticity of the native tissue, while providing the basic structure to support replacement by new
endogenous tissue.

Intended Use:
This device is intended for implantation to repair, reinforce and/or supplement soft tissue.

This device is indicated for use in general and plastic surgery applications. This device is
intended for repair of pericardial structures and for use as a prosthesis for the surgical repair of
soft tissue deficiencies which include but are not limited to: defects of the abdominal and thoracic
wall, gastric banding, muscle flap reinforcement, rectal and vaginal prolapse, reconstruction of
the pelvic floor, and hernias (including but not limited to diaphragmatic, femoral, incisional,
inguinal, lumbar, paracolostomy, scrotal, and umbilical hernias).

Summary of Technological Characteristics:
The proposed device has materials, design and function equivalent to predicate devices.
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Attachment 3: Indications for Use

510(k) Number (if known):

Device Names: TUTOPATCH®
TUTOMESH®

Indications for Use:

This device is intended for implantation to repair, reinforce and/or supplement
soft tissue.

Prescription Use X Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR Oe-hCor801 Subsart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

OF NEEDED)

(Division Sign-Off)U
Division of Surgical, Orthopedic,
and Restorative Devices

510(k) Number_.___________


