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June 9, 2005
Re: COLLEAGUE Volumetric Infusion Pump

Dear Director of Biomedical Engineering:

In an Urgent Device Correclion dated April 13, 2004, Baxter Healthcare Corporation informed you that
there may be ink deterioration of the letters, numbers, and symbols on certain COLLEAGUE Volumetric
Infusion Pump programming and pump channel keypads. At that time, we also supplied you with keypad
overlays to be applied to the programming keypad of all affected COLLEAGUE pumps.

This communication is to inform you that pump programming and pump channel keypads manufactured
with more durable ink are now available. Please follow the recommendations listed below.

Programming Keypads

Aftached is a list of affected part shipments or a serial number listing of the pumps at your facility with
affected programming keypads. Please amrange to have the listed pumps sent back to Baxter by
initiating a return service order through 1-800-THE-PUMP (1-800-843-7867; prompt 1). When your pump
is returned to the Baxier Service Center, we will replace programming keypads on these affected devices
at no charge. We will also replace any affected pump channel keypads as part of our servicing.
Beyond the keypad installation, should the pump require additional repairs to restore operation of the
pump, you will be asked to provide a purchase order for the additional repair.

Pump Channel Keypads

You may encounter devices that exhibit pump channel keypad deterioration that are not cited on the
attached list. Please contact 1-800-THE-PUMP (prompt 1) to order replacement pump channel keypad
paris. These replacement parts will be sent to you at no charge until May 31, 2006 and should be

installed per applicable procedures detailed in the COLLEAGUE Volumetric Infusion Pump Service
Manual.

FPlease complele the attached reply form and return it to Baxter using the fax number indicated on the
form. Returning the completed form will prevent you from receiving duplicate mailings.

If you provide COLLEAGUE infusion pumps to other facilities, please forward this information as
appropriate. If you have any questions regarding this communication, please call the Center for One
Baxter at 1-800-422-9837.

The Food and Drug Administration has been advised of this communication.

Sincerely,

Dirk E. Stevens

Vice President, Quality

Baxter Healthcare Corporation
Medication Delivery Division

Enclosure

COLLEAGUE and Baxter are registered frademarks of Baxter Infemational, Inc.
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April 13, 2004

Re: COLLEAGUE Volumetric Infusion Pump
Dear Colleague Pump Customer,

Recently, we have observed that there may be ink deterioration of the letters, numbers, and

symbols on the Colleague Volumetric Infusion Pump programming and pump channel keypads.
Over time, such ink deterioration may impact legibility of the keys.

The degree of ink deterioration is related to the level of usage that each key is exposed to, and it
is progressive. Keypad letters, numbers or symbols may appear to have a minor blemish such as
a crack or chip or there may be deterioration to the degree that there is an impact on the legibility
of the key(s). We would like to assure you that there is no adverse impact on the performance of
the key or on the performance of the infusion pamp. The ink that is applied to the keys is screen
printed onto an inner layer of 2 many-layered laminate; therefore no debris is created. Each key
press is accompanied by a message on the pump’s display screen, and this function remains
unaffected,

Our investigation of this situation has identified use of certain inks by our keypad supplier, in
selected manufacturing lots, as the root cause. It may be apparent in devices initially purchased or

leased from Baxter as early as February 2002, Service parts distributed or installed beginning in
February 2002 may also be affected.

Owur supplier has developed a keypad overlay for the programming keypad. The use of such
overlays is relatively common in many types of electronic equipment. This overlay can be
quickly and easily applied over the existing keypad. The overlay has been thoroughly evaluated
for durability and use on the Colleague pump. We have enclosed a sample of a programming
keypad overlay and application instructions for your immediate reference. We call to your
attention the fact that there are rwo overlay designs, one for the monochrome Colleague pump

and one for the color Colleague pump. Physical design constraints prohibit offering an overlay
for the pump channel keypad.

The enclosed reply form provides a listing of all pumps, by model and serial number that have
potentially affected programming keypads at your facility. We encourage your institution to
order overlays by following the instructions on the reply form and apply them to all affected
devices. Initially, we will have a limited number of overlays and circumstances may require us to
partially fill your order. We ask your cooperation in ensuring that initial overlay shipments are
applied to pumps that already exhibit ink deterioration impacting programming key legibility.

Colleague is a registered trademark of Baxter International Inc.






