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Attention: Risk Manager/Materials Manager

URGENT: DEVICE RECALL

October 22, 2009

Dear Valued Customer,

This letter is to inform you that Spire Biomedical, Inc. has initiated a voluntary device recall for all lots of Decathlon
(DE, DF, DX, and DM) and Decathlon Gold (DEC and DFC), Alta (AL) and Alta Gold (ALC) Chronic Hemodialysis
Catheters.

Please Note: All lot numbers of Decathlon and Decathlon Gold, Alta and Alta
Gold product are affected by this notice. Please refer to the Affected Product
and Lot Lists provided. Our records show that your facility has purchased one
or more of these products.

Reason for Recall

Spire Biomedical is recalling all Decathlon and Decathlon Gold, Alta and Alta Gold chronic hemodialysis catheters
(coated and uncoated) for a small possibility that the catheter tubing could separate from the hub/bifurcation of the device
(see Figure 1 below — note that this junction is outside of the body). Five complaints for this issue have been reported to
Spire, all of which occurred with Decathlon and Decathlon Gold catheters. Two of these complaints were reported in
2006 and three more recently in August/September 2009. No patient injuries have been associated with these reported
complaints. There have been zero complaints of this nature received pertaining to the Alta or Alta Gold catheters.

Figure 1. Example of tubing-hub junction.

Tubing-Hub Junction

The Health Hazard Evaluation related to this issue indicates the following: Under certain conditions, the catheter tubing
may become separated or partially separated from the hub in affected assemblies. This will typically result in bleeding
from the tubing/hub junction. However, in certain patients with a negative central venous pressure, the separation could
result in an air embolism, which could cause serious injury or death if not detected and treated quickly.

A molding problem has been identified as the root cause of this issue. We believe that only a small number of catheters
have been affected. Spire began selling the Decathlon catheter in January 2004. Since then, the complaint rate for this






