The following document is a copy of a Recall Letter from Medtronic related to the Class I Medical Device Recall of the Medtronic 8870 Software Application Card Version AAA 02.
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August 2004 

URGENT: MEDICAL DEVICE RECALL

8870 SOFTWARE APPLICATION CARD 
VERSION AAA 02 
used with the Model 8840 N’Vision™ Clinician Programmer 

IMMEDIATE ACTION REQUIRED

Purchasing Agent:  Please ensure this notice is forwarded immediately to all users of the Medtronic Model 8840 N’Vision Programmer

Dear Healthcare Provider:

This voluntary recall involves all version AAA 02 Model 8870 software application cards that are used in conjunction with all Model 8840 N’Vision™ Clinician Programmers. The affected software application cards were distributed from December 2002 until May 2004.

Since the introduction of version AAA 02 in 2002, Medtronic has become aware that some users have mistakenly entered a periodic bolus interval into the minutes field, rather than the hours field, resulting in drug overdoses. This data entry error may have been related to four serious injuries and two deaths. This issue is limited to programming the SynchroMed® and SynchroMed® EL pumps.  SynchroMed II is not affected by this recall because AAA 02 software does not interface with SynchroMed II. 

Medtronic developed replacement software for SynchroMed and SynchroMed EL that provides additional information and clarification designed to help the user mitigate the risk of this data entry error from occurring in the future. The company is now voluntarily recalling the older version (AAA 02) software and providing an upgraded version at no charge to all users of the Model 8840 N’Vision Clinician Programmer. As of early August, approximately half of the AAA 02 software application cards in the United States have been replaced.  

IMMEDIATE ACTION REQUIRED BY YOU

In accordance with this recall, please:

1. Pay particular attention to selecting the appropriate time field when entering time duration, or time intervals, before updating the pump.   See Attachment 2 for examples of the time duration entry screens.
2. Remove your application card in your Model 8840 N’Vision Clinician Programmer and identify the software version number. See Attachment 1 for instructions on how to eject and replace this card.

· If you have AAA 02 application card(s), you need to order the new version. To do this, complete and return the enclosed acknowledgement card and call the 800 number below to report the number of AAD 02 cards needed. After receipt of your AAD 02 application card(s), return your recalled AAA 02 application card(s) to Medtronic in the envelope provided. 

· If you have version AAD 02, you have the latest version of the software application card. Please complete the acknowledgement card and return it to Medtronic.

3. Complete the enclosed acknowledgement card and return it (postage paid) to Medtronic. IMPORTANT: IT IS IMPERATIVE THAT YOU RETURN THIS ACKNOWLEDGEMENT CARD EVEN IF YOU DO NOT HAVE THE RECALLED VERSION OF THE SOFTWARE. Your return of the acknowledgement card is critical in our ability to track the receipt of this recall message.

Medtronic reminded clinicians in May/June 2004 in an Educational Brief titled Entering Time Duration or Interval to pay particular attention to selecting the appropriate time field when entering time duration, or time intervals, before updating the pump. The Educational Brief and the subsequent launch of new updated software have been classified by the U.S. Food and Drug Administration (FDA) as a recall.  As part of this voluntary recall, Medtronic is recommending that clinicians always use the most current Model 8870 software application cards. Medtronic is working with the FDA to ensure that all affected clinicians are notified of the issue. 

Should you have any questions about this recall or how to order the new software application cards, please contact Medtronic at: 800-328-0810, ext. 88608.  This line is staffed 24/7 and physician consult is available upon request.

We appreciate your assistance with this matter and regret any inconvenience this may have caused you or your patients. We are committed to providing you with the highest quality products, services and ongoing support as you care for your patients. If you have any questions or comments, please contact your local Medtronic representative.

Sincerely,
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Jon Tremmel

President, Medtronic Neurological
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