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On January 23, 2009, Baxter sent an Urgent Device Correction letter regarding the
COLLEAGUE Volumetric infusion pump. Affected models include 2M8151 and
2M8183, CX 2M8161 and 2M8163, and CXE 2M9161 and 2M9163. Since there have
been serious injuries and/or deaths associated with failures identified in the letter,

The complete Urgent Device Correction letter is available at
www.baxter.com.

Even if you don’t have these pumps, this 17-pageletter
contains some useful information regarding pump
maintenance and troubleshooting . Adverse reactions to the
use of these products should be reported to the FDA’s
MedWatch Program at www.fda.gov/medwatch/report.htm.
_ Baxter also receives reports and questions at 1-800-843-7867
), between 0700 and 1700 CDT.

According to the Baxter Press Release:
“Baxter notified customers about failure
codes in COLLEAGUE pumps that cause
them to alarm and stop infusing while
delivering critical medication and fluids to
patients. This information also includes the
possibility of overheating in the device,
resulting in smoke and fire if improperly
W, cleaned and/or if there is compromised
L battery harness insulation. Additionally,
Baxter notified customers about a high
eccurrence of damaged battery messages
related to the use of the pump as a
b‘é'ﬁ'é'@—operated device. The letter reminds
customers: that safe and effective use of
COLLEAGUE pumps is dependent on specific
) battery care practices as described in the
One recommendation to ensu operator’s manual.”
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This publication is provided for information purposes only and is not intended as a complete or exhaustive source of compliance or safety information. This “Safety Brief”is advisory in
\ nature and does not warrant, guarantee, or otherwise certify compliance with laws, regulations, requirements, or guidelines of any local, state, or Federal agency. /




