Baxter Healthcare Corporation
Route 120 & Wilson Road

Round Lake, Hinois 60073-0490

URGENT
DEVICE
Baxter CORRECTION

January 24, 2008

Re:  Auto Syringe AS50 Infusion Pump, Product Codes 1M8550 and 1M8550R

Dear Director of Nursing:

On May 5, 2005, Baxter Healthcare Corporation sent an Urgent Device Correction letter to customers
regarding two issues with the Auto Syringe AS50 Infusion Pump, “Delay in Detection of Downstream
Occlusion” and "Check Flange Alarm” (See attached). Since you have been identified as having
received an Auto Syringe AS50 Infusion Pump after this mailing, we are sending this communication
now to inform you of the “Delay in Detection of Downstream Occlusion” issue. The “Check Flange

Alarm” issue communicated in the previous letter has already been corrected prior to you receiving
your new or refurbished pump.

In addition to the May 5" letter, we have also included the Auto Syringe ASS50 Infusion Pump
Operator's Manual Addendum describing the “Delay in Detection of Downstream Occlusion” issue.
Please ensure this information is disseminated throughout your institution and that a copy of the
addendum is stored with all of your operator's manuals.

Please review and complete the attached customer reply form confirming the receipt of this letter, the
Urgent Device Correction letter dated May 5, 2005, and the Auto Syringe ASS50 Infusion Pump
Addendum, by faxing it to the fax number indicated on the form. Retuming the form promptly will

prevent you from receiving a repeat notice. If you distribute this product to other services or facilities,
please forward this information as appropriate.

We apologize for any inconvenience this will cause you and your staff. If you have questions
regarding this communication, please call The Center for One Baxter at 1-800-422-9837.

The Food and Drug Administration has been notified of this action.

Sincerely,

Lo H

Robert Smith

Sr. Director, Quality
Medication Delivery

Baxter Healthcare Corporation

cc: Biomedical Engineer

Enclosures:  Urgent Device Correction letter dated May 5, 2005
Auto Syringe AS50 Infusion Pump Operator's Manual Addendum

Baxrer and ASI0 are registered trademarks of Baxter International, Inc. 2005-032-MD



Baxter

Auto Syringe AS50 Infusion Pump, Product Codes 1M8550 and 1M8550R-
Extension

Customer Reply Form
(Urgent Device Correction letter dated January 24, 2006, Urgent Device

Correction letter dated May 5, 2005, and Auto Syringe AS50 Infusion Pump
Operator’'s Manual Addendum)

Please complete and return this form to the FAX number listed below as confirmation that you
have received this noti_fication. A fax cover sheet is not required.

1-847-270-5457

Facility Name and Address:

Reply Confirmation
Completed By:

(Flease print nams)

Title:

(Please print)

Telephona Number

(including Area Code):

We understand the contents of the letter, performed the actions as outlined in the letter as

needed, and have disseminated this information to our staff and to other services or facilities, as
applicable

Signature/Date:
REQUIRED FIELD

Baxter and AS30 are registered trademarks of Baxter International, Inc. 2005-032-MD






