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URGENT DEVICE CORRECTION

February 12, 2009

Re: COLLEAGUE Single Channel and Triple Channel Volumetric infusion Pumps
Models: Mono, CX and CXE
Product Codes: 2M8151K, 2M8153K, 2M8161 & 2M8163,

Dear Valued Customer,

Healthcare Corporation is providing this letter to address the following issues concerning the
COLLEAGUE Volumetric Infusion Pump; Failure Codes, Hazards Associated with Improper Cleaning and
Damaged Battery Messages.

Failure Codes That Cause the Pump to Alarm and Interrupt Infusion:

" The COLLEAGUE infusion pump continuously monitors sensors, electronics and control software. It is
designed to alarm, stop infusing and display a failure code if this monitoring detects an unexpected
situation.

Baxter has identified the following failure codes that lead to an interruption of therapy. An
interruption of therapy may lead to serious injury and/or death.

Because failure codes can occur during the infusion of any therapy, Baxter advises institutions to have a
contingency plan that includes verifying that back-up pumps are available in your inventory to address
any disruptions of infusion of life sustaining drugs or fluids.

Baxter does not have replacement pumps containing corrections to the issues communicated within this
letter available at this time. However, new steps for addressing an interruption of therapy with any failure
code are included in the enclosed instructions.

Failure Codes 703:00, 701:00, 701:01, 401;317:850:0000 and 403:317:871:0000

If these failure codes occur the pump is designed to stop the infusion and sound an alarm. These failure
codes are generated when the pump detects an internal communications error. Internal communications
errors can occur when one of the three (3) separate data processors contained within each COLLEAGUE
pump fails to respond as expected to messages given by one of the other data processors. The main
data processor continually monitors the hardware assuring the pump is operating correctly and that the
other processors within the pump are receiving, processing and responding to commands. if the
expected reply message is not received within a set time frame, failure codes 401, 403, 701, or 703 are
issued. The user cannot prevent the occurrence of these events.
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Sailom Promtuen, Freelance Translator
21 Moo.7, T.Railakthong, A.Phanatnikhom, Chonburi 20140 Thailand
Tel.+668 1713 4647, E-mail: sailom20@yahoo.com



