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APPENDIX A. 510(k) SUMMARY

Sponsor/Submitter: Abbott Vascular Devices (on behalf of MedNova, Ltd)

400 Saginaw Drive

Redwood City, CA 94063

Contact Person: Debbie Cogan

Regulatory Affairs Manager

Phone:(650) 474-3263

Fax:(650) 474-3041

Date of Submission: March 22, 2005

Device Trade Name: Emboshield® 'Embolic Protection System

Device Common Name: Embolic Protection System

Device Classification: Class II

Regulation Number: 21 CFR 870.1250

Classification Name: Device, coronary saphenous vein bypass graft, temporary, for
embolization protection

Product Code: NEA

Predicate Device: Guidant RX Accunet Embolic Protection System (K042908)

Intended Use: The Emboshield®~ Embolic Protection System is indicated for
use as a guidewire and embolic protection system to contain
and remove embolic material (thrombus/debris) while
performing angioplasty and stenting procedures in carotid
arteries. The diameter of the artery at the site of the Filtration
Element placement should be between 2.8 and 6.2 mm.

Device Description: The Emnboshield® Embolic Protection System is a temporary
percutaneous transluminal filtration system designed to capture
embolic material released during angioplasty and stent
procedures within carotid arteries. The system consists of the
following components:

RX BareWireTm

The RN BareWireTM is a 0.0 14" PTFE coated stainless steel
guidewire with a 3.0cm (0.0 14") platinum radiopaque distal tip
section. The RX BareWireTM' is available in two lengths,
315cm and 190cm and a variety of stiffhess.
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RX Delivery Catheter

The RX Delivery Catheter usable length is 135 cm. The
crossing profile is between 0.048" and 0.051", depending on
Filtration Element size. A pull handle is used to deploy the
loaded Filtration Element from the pod. Two pairs of indicator
bands are provided along the catheter shaft. A proximal pair
(90 cm and 100 cm from the catheter tip) to indicate the
catheter tip position during advancement through the guide
catheter, and a distal pair to indicate the proximity of the RX
exit port during catheter retraction. A radiopaque marker band
is positioned proximal to the pod.

Filtration Element

The Filtration Element consists of a polyurethane membrane
with internal Nitinol arms. There are two proximal triangular
entry ports and multiple distal perfusion pores of 140microns.
There is a proximal and a distal marker band. The Filtration
Element is available in 3.0 mm, 4.0 mm, 5.0 mm and 6.0 mm
diameters.

RX Retrieval Catheter

The RX Retrieval Catheter has a 139 cm usable length, a
retractable Centering Catheter, and a distal expansile tip. The
maximum outer diameter is 0.072". A handle with a flushing
port is situated at the proximal end. Two pairs of indicator
bands are provided along the catheter shaft. Another proximal
pair of indicator bands (90 cm and 100 cm from the catheter
tip) allows indication of the catheter tip position during
advancement through the guide catheter and a distal pair to
indicate the proximity of the RX Retrieval Catheter exit port
during catheter retraction. A radiopaque marker band is
positioned approximately 3.5cm from the distal tip on the outer
sheath.

Summary of Substantial Abbott Vascular Devices has submitted information on
Equivalence: indication for use, design and principle of operation,

biocompatibility and performance characteristics to establish
that Emboshield Embolic Protection System is substantially
equivalent to the currently marketed predicate device.

The Emboshield Embolic Protection System has the same
intended use as the predicate device. Results of scientific
testing have ensured that all materials are biocompatible, no
new adverse effects were introduced and physical properties
are appropriate for the intended use. In vitro and in vivo testing
was conducted. The SECuRITY Registry Trial was conducted
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enrolling a total of three hundred ninety nine (399) patients at
30 sites.

In summary, the results of the testing and clinical study support
the safety and performance of the Emboshield device and its
components for the intended indication when used in
accordance with the Instructions for Use.




