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510(k) Summary

ArthroCare® Corporation
SpeedStitch® System

This summary of 510(Kk) safety and effectiveness information is being submitted in accordance with
the requirements of SMDA 1990 and 21 CFR 807.92.

General Information

Submitter Name: ArthroCare Corporation, a Smith & Nephew Company
Address 15285 Alton Parkway, Suite 200

Irvine, CA. 92618
Contact Person: Laura Kasperowicz

Principle Regulatory Affairs Specialist
Phone: 949-585-2406
Fax: 949-585-2401

Date Prepared: November 7, 2016

Device System Names/Components

The SpeedStitch System is a Class 11 device consisting of the following components:

Proprietary: SpeedsStitch Suture Passer

Common: Suture Passer

Classification: Class |

Product Code: NBH

CFR Section: 21 CFR 888.1100
Proprietary: SpeedStitch Needle Cassette

Common: Holder, Needle, Orthopedic

Classification: Class |

Product Code: HXK

CFR Section: 21 CFR 888.4540
Proprietary: Suture Cartridge containing MagnumWire® Suture

Common: Suture, Nonabsorbable, Synthetic, Polyethylene

Classification: Class Il

Product Code: GAT

CFR Section: 21 CFR 878.5000

Predicate Device

The SpeedStitch System is substantially equivalent to the following:

= SpeedStitch System (K042031, October 19, 2004)
=  M-Connector Ultra System (K121306, July 12, 2012)
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Description

The SpeedsStitch System is an orthopedic/arthroscopic instrument for mechanically delivering sutures
through soft tissue based on the basic design concepts of handheld, manual suture passers.

The handle is provided non-sterile. The needle cassette and suture cartridge are sterilized by ethylene
oxide. The finished products are packaged in a Tyvek® pouch inserted into a chipboard carton.

Intended Use/Indications For Use

The SpeedStitch System is indicated for use in the placement of suture(s) through soft tissue in
arthroscopic and limited access procedures.

Non-Clinical Data

Bench testing was performed on both the proposed and predicate devices. This in vitro testing
involved grasping of a tissue model with the suture passer, insertion of needles through the tissue
model and capturing suture from suture cartridges, which was successfully pulled through the tissue
model using the suture passer. Design Verification testing was performed in order to verify the design
outputs meet the design inputs. Simulated use testing was performed on the device and accessory
devices (suture cartridges) which will be promoted for use with the SpeedStitch system in order to
affirm safety and effectiveness.

The test results demonstrate that the proposed SpeedStitch meets its design, performance, and safety
specifications. Based on the test results, the proposed device performs as intended and mechanical
properties are substantially equivalent to the predicate device when used in accordance with labeling.

Clinical Data
No clinical or animal data are included in this submission.

Summary

All testing demonstrates that the proposed SpeedStitch performs as intended and has acceptable
performance when used in accordance with the labeling.

As the intended use, operating principle, materials and technological characteristics are comparable to
the predicate device, the proposed SpeedStitch System is substantially equivalent. The minor
differences between the proposed SpeedStitch System and predicate device do not raise any new
guestions of safety or effectiveness.
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Comparison of Device Characteristics

M-Connector Ultra

SpeedStitch

SpeedStitch

Parameter Predicate Device Predicate Device Proposed Device
510(K) K121306 K042031 TBD
General & Plastic Surgery,
Panel Orthopedic Same Same
Product Code(s) GAT & NBH GAT GAT/NBH/HXK
878.5000
Classification Section gggi?gg 878.5000 888.1100
' 888.4540

Classification Name

> Suture, Nonabsorbable,
Synthetic, Polyethylene

» Arthroscope & Accessories
(Suture Passer)

» Suture, Nonabsorbable,
Synthetic, Polyethylene

» Suture, Nonabsorbable,
Synthetic, Polyethylene

» Arthroscope & Accessories
(Suture Passer)

» Holder, Needle, Orthopedic

Device Classification

Class Il (Sutures) &
Class | (Handle, Connector)

Class Il

Class Il (Sutures),
Class | (Handle),
Class | (Needle Holder)

Intended Use

For use in the placement of
suture(s) through soft tissue in
arthroscopic and limited access

procedures.

For use in the placement of
suture(s) through soft tissue in
endoscopic and limited access

procedures.

For use in the placement of
suture(s) through soft tissue in
arthroscopic and limited access

procedures.

Design Technology

Suture Passer with 2 needles

Suture Passer with 1 needle

Suture Passer with 1 needle

Suture Delivery

Suture preloaded in a cartridge

Method for arthroscoplc_ or limited Same Same
access delivery
USP #2 Nonabsorbable
Suture Specifications Synthetic Suture, Same Same
Polyethylene
Suture Placement Interrupted Mattress Stitch Simple Stitch Simple Stitch

Main Components

= Handle

= Connector

= Suture Cartridge with
suture

= Handle with Connector

= Suture Cartridge with
suture

= Needle Loader & Needle
Extractor

= Handle with Connector

= Suture Cartridge with
suture

= Needle Loader & Needle
Extractor

Main Materials

300/301/304/316 Stainless Steel
17-4/17-7/455 Stainless Steel
Polycarbonate
Glass Filled Nylon
UV Adhesive

Same

Same
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