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URGENT FIELD SAFETY NOTICE
MEDICAL DEVICE - VOLUNTARY FIELD REMOVAL

Coherex WaveCrest® Left Atrial Appendage (LAA) Occlusion System and Delivery Sheath
Catalog No: WCR1503, WCR1513, WCR1523, WCR1530, WCR1540, WCR1541, WCR1551
Lot No: ALL

August 8, 2014
Dear Valued Customer,

The purpose of this communication is to inform you that a voluntary field safety removal of the CoHEREX
WAVECREST® LEFT ATRIAL APPENDAGE (LAA) OCCLUSION SYSTEM and delivery sheath has been issued. As the
manufacturer of the affected products, Coherex Medical, Inc. has informed Biosense Webster, Inc. as the
authorized distributer of the affected products in your area of this field action.

Caherex Medical has become aware of an issue with the Coherex Wavecrest® LAA Occlusion System.
Specifically two (2) complaints reported that the delivery sheath was damaged by the constrained
occluder as it passed through the sheath. The problem does not affect or impose a risk to patients with
implanted devices. There have been no injuries associated with this product issue to date.

Overview:

This letter provides important information concerning the voluntary field removal of a potentially
defective product and the instructions for returning the affected units of product you may have at
your facility.

Details on Affected Products:
Indications for Use:
The Coherex WaveCrest® Left Atrial Appendage Occlusion System is intended to be used for
occlusion of the Left Atrial Appendage in patients who have all of the following:
« Non-valvular paroxysmal, persistent, or permanent atrial fibrillation
» LAAanatomy amenable to treatment by percutaneous techniques
«  Risk factors for potential thrombus formation in the LAA

Actions requested on your part:

¢ Read the “Description of the Problem” section below carefully.

e Immediately identify and set aside all affected product (Catalog number WCR1503, WCR1513,
WCR1523) and sheath product (Catalog number WCR1530, WCR1540, WCR1541, and WCR1551)
listed in a manner that ensures the affected product will not be used. The catalog number is
printed on the outer box label and the catheter pouch label.

* Review, complete, sign and return the attached Voluntary Field Removal - Certification Form in
accordance with the instructions listed on the form.




