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ADMINISTRATIVE INFORMATION

Manufacturer Name: Cayenne Medical, Inc.
16597 North 9 2

n d Street, Suite 101
Scottsdale, AZ 85260 USA
Telephone +1(480) 502-3661
Fax +1 (480) 502-3670

Official Contact: Derek Harper

Representative/Consultant: David J. Collette MD or
Floyd G. Larson
PaxMed International, LLC
11234 El Camino Real, Suite 200
San Diego, CA 92130
Telephone 1 (858) 792-1235
Fax 1 (858) 792-1236
email: dcollettepaxmed.com

flarson@paxmed.com

DEVICE NAME AND CLASSIFICATION

Trade/Proprietary Name: CapSewT M Plication System
Common Name: Suture punch, endoscopic accessories
Classification Regulations: 21 CFR 878.5000, Class II
Product Codes GAT
Classification Panel: General and Plastic Surgery
Reviewing Branch: General and Plastic Surgery

INTENDED USE

The CapSew TM Plication System is intended for use in placement of suture through soft tissue in
arthroscopic and open surgical procedures including shoulder capsule tightening.
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DEVICE DESCRIPTION

The CapSew' ' Plication System is a sterile hand-held, manually operated, single procedure
suture placement system for shoulder capsule tightening (plication) procedures. The CapSew
Plication System includes one CapSew Plication Device (consisting of a Plication Handle with
mounted Suture Cartridge) and one additional CapSew TM Suture Cartridge.

PERFORMANCE TESTING

Mechanical testing has been conducted and data was submitted to demonstrate that the
performance of the CapSew T M Plication System is equivalent to that of predicate devices.

EQUIVALENCE TO MARKETED PRODUCT

Cayenne Medical, Inc. demonstrated that, for the purposes of FDA's regulation of medical
TM

devices, the CapSew Plication System is substantially equivalent in indications and design
principles to predicate devices, each of which has been determined by FDA to be substantially
equivalent to preamendment devices: Opus Medical, Inc.'s Opus SpeedStitchTM Suture Device
(K042031), CP Medical's CP Fiber, Non-Absorbable Polyblend Surgical Suture (K041894),
Teleflex Medical's Force Fiber Polyethylene Non-Absorbable Surgical Suture (K063778), and
Genzyme Surgical Products Polyester Nonabsorbable Surgical Suture (K001434).
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