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Urgent Medical Device Recall Removal — Immediate Action Required

Renegade™ Fiber Braided Microcatheters
Renegade™ Hi-Flo Microcatheters
Renegade™ Hi-Flo Microcatheter Kits

August 26, 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 of the affected product may be compromised. It has been reported that the
pouch seal (top seal) may be breached. 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 and, in the most extreme cases, sepsis
endocarditis, organ failure, and death.

Please note: This Recall Removal includes Renegade™ product UPN codes that are sold
by both the Neurovascular (NV) and Peripheral Interventions (PI) divisions of Boston
Scientific. A full listing of all affected PI division UPN codes has been included with
each Pl Customer Recall Notice that is being delivered to an affected PI account. In
addition, each NV account that has received product with affected NV division UPN
codes will receive the same information (with reference to affected NV UPNs) pursuant
to a separate NV Customer Recall Notice.

The product listing enclosed with this P1 Customer Recall Notice provides a list of all
affected PI UPN codes and all affected PI batches/lots, as well as the associated catalog
numbers, and expiration date ranges for those affected products. Based on our records,
the enclosed Account Reply Verification Tracking Form(s) contain product information
for all affected PI product purchased by your account. When determining if you have
affected PI product within your inventory, please refer to both your Account Reply
Verification Tracking Form AND the all-inclusive affected PI product listing also
enclosed with this PI Customer Recall Notice.

If you identify any product from any of the affected PI 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 PI Customer



SBoston e

cientli

Recall Notice. You will receive replacements for all recalled product that is properly
returned to Boston Scientific.

Affected worldwide regulatory authorities are being notified of this Recall Removal as
required.

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

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(@hbsecl.com

cc: Manager, Radiology (if no FAC contact information is available)

Encl: Recall Instructions
Account 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 roviMedWatch/report.htm

Regular Mail: use postage-paid FD'A 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






