Baxter Healthcare Corporation B47.546.6311
Route 120 & Wilsan R
Round Lake, llinois 600T3-0480

Urgent
Product Recall

Follow-up to Phone Communication

Baxter

August 7, 2007

RE: COLLEAGUE Mono and CX VOLUMETRIC INFUSION PUMP, PRODUCT
CODES 2M8151, 2M8153, 2M8161, 2M8163, Flo-Gard 6201 and 6301
VOLUMETRIC INFUSION PUMP PRODUCT CODES 2M8063, 2M8064

Dear Director of Biomedical Engineering, Director of Nursing. Medical Director,
Risk Manager and Hospital Administrator:

Baxter Healthcare Corporation is sending this written notice as a follow-up to the
recent recall, which was classified by FDA as a Class | Recall on July 31, 2007.
Beginning June 25, 2007, Baxter called all affected user facilities notifying them
of an Urgent Product Recall concerning affected pumps. The recall originally
pertained to 534 Colleague and Flo-gard Volumetric Infusion pump devices, but
has since been expanded to include an additional 982 devices, for a total of 1516
pumps.

After discovering irregularities in service and repair documentation at Baxter's
Phoenix, Arizona service facility, an investigation found that three employees,
who are no longer with the company, falsified repair test and inspection data
sheets, including electrical safety data. As a result, these pumps may not
function as intended.

In order to ensure that the pumps involved are serviced appropriately, we request
that you locate the pump(s), take them out of service as soon as possible and
return them to Baxter for repeat inspection. No serious injuries or patient deaths
have been reported as a result of these issues. Baxter is initiating an immediate
voluntary recall of the affected infusion pumps. A list of affected serial numbers
for your facility is enclosed.

The affected pumps a aring on the attached serial number list must be

immediately removed from clinical use.

Your Baxter representative or Baxter Global Technical Services are in the
process of contacting you to coordinate the repeat inspection and servicing of
affected devices and arrange for loaner devices free of charge.
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Please complete the attached reply form confirming your receipt of this letter and
fax it to Baxter at the number provided on the form. Returning the form promptly
will prevent you from receiving a repeat notice.

If you provide infusion pumps to other services or facilities, please forward this
information to them immediately. It is imperative that all end users of the affected
pumps be notified.

In closing we ask that you immediately take the following steps:

Remove the affected pumps from clinical use

Notify all end users about the recall

Complete and FAX the enclosed form (only one per facility is required)
Report any malfunction or adverse event related to the COLLEAGUE or
FLO-GARD Infusion pump to Baxter Corporate Product Surveillance
1-800-437-5176

Any adverse reactions experienced with the use of these products, and/or quality
problems should also be reported to the FDA's MedWatch Program on the
MedWatch website at www.fda.gov/medwatch, by telephone at 1-800-FDA-1088,
by Fax at 1-800-FDA-0178, or by mail at:

MedWatch

HF-2, FDA

5600 Fishers Lane
Rockville, MD 20852-9787

We sincerely apologize for the inconvenience this will cause you and your staff.
If you have additional questions, please contact Baxter Global Technical
Services at 1-800-THE-PUMP Monday-Friday between 7am and 5pm CDT.

The FDA has been notified of this action.

Sincerely,

N

Ted Leggett

Vice President, Quality
Medication Delivery Division
Baxter Healthcare Corporation
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