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Wiseguide™ Guide Catheter

Impulse™ Angiographic (Diagnostic) Catheter

Expo™ Angiographic (Diagnostic) Catheter
August 5, 2009

Dear Risk Manager / Field Action Contact:

Boston Scientific is initiating a recall removal of numerous batches/lots of the above-referenced product families.  Boston Scientific has determined that the sterile barrier in the packaging may be compromised.  During internal inspections, we have discovered gaps between the side seals and the top seal approximately 3/8” in length.  If a compromised seal is not detected and a sterility-compromised catheter is used clinically, there is a risk of adverse health consequences, including bacteremia or infection.  To date, Boston Scientific has not been made aware of any complaints involving these catheters.  

A full listing of all product codes within the scope of this recall is available at the following website: www.bostonscientific.com/recallcatheter_04Aug2009_us.  At this website, you will be able to access and download a complete listing of all product material / UPN codes, all affected batches/lots, associated catalog numbers, and expiration date range for all affected product.  If you would prefer for us to provide you with a hard copy of the full product listing of affected batches/lots, please contact your Boston Scientific Sales Representative or me.  Based on our records, your Reply Verification Tracking Form (included with this notice) contains product information for the specific product purchases that your facility has made from Boston Scientific.  When determining if you have affected product within your inventory, please refer to both your Reply Verification Tracking Form AND the all-inclusive listing located on the aforementioned website. 

PLEASE NOTE:  We are aware that often times hospitals will remove product from the outer carton and store on the shelves in the inner-pouch only.  If this is a practice at your facility, it is very important that you use the product tables provided on the website and carefully consider both the inner and outer packaging product codes when searching for affected/recalled product as the UPN numbers on the inner and outer labeling may be different.  The product information listed on your specific Reply Verification Tracking Form provides outer package product coding only and should be utilized when reporting product to return.   Verify by product batch/lot number on the all inclusive product listing to determine if the batch within your inventory is affected.  If so, indicate on your RVTF the quantity of units from each batch you have to return.  As some product within these families are sold as singles, 5-packs, and multi-packs of 3 or 5 catheters, it is important that 


all reported quantities represent the actual number of single catheters being returned and not the number of cartons/boxes or multi-packs. 
If you identify any product from any of the affected batch/lot listings within your inventory, please segregate the affected product immediately and return it to Boston Scientific in accordance with the recall instructions also included with this Notification Letter.   You will receive credits for all recalled product that is properly returned to Boston Scientific.

Affected worldwide regulatory authorities are being notified of this recall.

Please read carefully through the recall instructions included with this letter.  Your local Sales Representative can answer any questions that you may have regarding this Recall.

We regret any inconvenience that this action may cause, and we appreciate your understanding as we take action to ensure patient safety and customer satisfaction.  We are committed to continuing to offer products that meet the highest quality standards that you expect from Boston Scientific.  
Sincerely,

Reneé Vossen

Field Action Coordinator

Boston Scientific / Maple Grove, MN

(763) 494-1634

renee.vossen@bsci.com
cc:
Cath Lab Manager (if no FAC contact information is available)

Encl:
Recall Instructions






Reply Verification Tracking Form


Field Action Return Shipping Label

Health care professionals and consumers may report serious adverse events (side effects) or product quality problems with the use of this product to AMO by calling 1-877-AMO-4LIFE and to the FDA’s MedWatch Adverse Event Reporting program either online, by regular mail, fax or phone.

Online: www.fda.gov/MedWatch/report.htm
Regular Mail: use postage-paid FDA form 3500 available at www.fda.gov/MedWatch/getforms.htm and mail to MedWatch, 5600 Fishers Lane, Rockville, MD, 20852-9787
Fax: (800) FDA-0178
Phone: (800) FDA-1088 

Urgent Medical Device Recall Removal - Immediate Action Required

The Reply Verification Tracking Form enclosed with this letter must be completed and returned even if you do not have any of the units from the recalled batches/lots.  

1. Immediately discontinue use of and segregate recalled product.  

· Immediately remove all affected recalled product from your inventory (whether in the Cath Lab, Radiology Department, Central Service, Shipping and Receiving or any other location).

· Segregate this product in a secure location for return to Boston Scientific.

2. Complete and return the Reply Verification Tracking Form.  

· Complete the enclosed Reply Verification Tracking Form (even if you do not have any product to return), following the directions on this page and the Reply Verification Tracking Form.

· Report all returns in single catheter units and not in box quantities (e.g.,. 1 single unit should be reported as 1 single unit, 1 pack of 5 units should be reported as 5 single units; one single multi-pack (pouch containing a right, left and pigtail catheter) should be reported as 3 units; one 5-pack multi-pack should be reported as 15 units (each individual pouch would be counted as 3 eaches), etc.)

· Return all pages of the Reply Verification Tracking Form:
     Fax to:  
Customer Service Call Center @ (866) 213-1806

Please fax Reply Verification Tracking Form immediately upon completion and place original form with returned products.  You will be contacted by your Boston Scientific Sales Representative and provided a Returned Good Authorization (RGA) Number.

Credits will be issued for all recalled product returned to Boston Scientific.
3. Package/Ship the Recalled Product.
· Package any product that is being returned in an appropriate shipping box.  

· Affix the enclosed (red/white) shipping label to the outside of the shipping box.

· Write the RGA number in large print on the outside of the box, on the shipping label. 
· Feel free to use our Federal Express Number 0554-0315-5 to return this package via second day delivery.
· Seal the box, and return to:   Boston Scientific Corporation
US Distribution Center

Boston Scientific Marina Bay

Customer Fulfillment Center

500 Commander Shea Blvd.

Quincy, Massachusetts  02171


                 RGA:  ___________________
