AGM Distal Protection Filter

510(k) Summary

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

Date Prepared: March 15, 2004

519 (k) number: H810819

Applicant Information:

AGM Inc.

749 Benedum Hall
University Pittsburgh
Pittsburgh, PA 15261

Contact Person: 
AGM, Inc.

Phone Number: 
(412) 527-0104

Fax Number: 

(412) 383-8788

Device Information

Classification:    

Class II

Trade Name:


AGM Distal Protection Filter

Classification Name:

The AGM Distal Protection Filter consists of an off-center 




porous polyurethane filter attached to a guidewire, a 




radiopaque Nitinol loop, a spinner tube, a radiopaque 




spring tip, a catheter, retrieval and a deployment sheath.

Equivalent Device:

The subject device is substantially equivalent in intended use and/or method of operation to the EPI FilterWire EX distal protection filter. 

Intended Use:

The AGM Distal Protection Filter is intended to be used in surgical angioplasty procedures.  The filter device is intended for use in procedures requiring a maximum blood flow rate of six liters/minute under physiologic systolic and diastolic pressures.  The filter device is intended for use with a balloon angioplasty and/or stenting.  The device provides ease of use and efficient removal of atherosclerotic plaque broken off from the carotid arteries during the procedures.  The unique loop design provides 360° apposition and dynamic sizing in the 3.5 to 5.5 mm range.  The device is intended to be used for 4 hours or less (the duration of the surgery). 

Technological Characteristics:

The AGM Distal Protection Filter is identical in design, operating principles, and biocompatibility as the EPI FilterWire EX.  The only modification is the addition of two guiding wires to allow flexibility of the filter and ease of deployment. 

It is composed of a polyurethane filter membrane that has ~100 micron pores.  The pores allow perfusion during the intervention, which increases patient comfort and physician confidence.  It is intended for single use only. 

Biocompatibility Test Results:

Biocompatibility tests will be preformed based on current marketed filter devices.  The AGM Distal Protection Filter will be tested for implantation, intracutaneous reactivity, hemocompatablity, cytotoxinity, sensitization, subcronic toxinity, genotoxinity, systemic toxinity and mutagenicity.  This will be done using an in-vitro flow loop testing that closely mimics the in-vivo environment.  The results of testing will hopefully meet established specifications while indicating that the AGM Distal Protection Filter is safe and effective for its intended function.

Summary:

Based on test results, product performance and intended use information provided in this notification, AGM Distal Protection Filter will show to be significantly equivalent to the currently marketed predicated device.  

