
                    
 

 
 
 
 
 
 

   
  

 
    

 

 

 
 
 

 
 

 
 

 

   

 

 
 

 AL08-01 

AL08-01 	 October 23, 2007 

Item:	 Medtronic SynchroMed EL implantable infusion pump;  
models: 8626-10, 8626L-10, 8626-18, 8626L-18, 8627-10, 8627L-10, 8627-18, 
8627L-18 

Specific Incident: 	 Medtronic issued an Urgent Medical Device Correction “SynchroMed EL Pump 
Motor Stall Due to gear Shaft Wear” in August 2007. (Attachments) 

As of June 15, 2007, Medtronic received 354 inquiries/complaints from health 
care professionals worldwide, regarding gear shaft wear on the SynchroMed EL 
implantable drug infusion pumps. Medtronic estimates that approximately 52,000 
of these pumps, that may experience gear shaft wear, are still implanted in 
patients worldwide. If a pump motor stall occurs, drug delivery will stop abruptly 
without warning and result in loss of therapy. Drug withdrawal from Intrathecal 
Baclofen (ITB) therapy can be fatal if not treated properly and effectively. 

Actions:	 1. If you have these devices in stock do not use them. 

2. By close of business (COB) Friday, October 26, 2007 identify all affected 
patients by implementing each of the following steps a through c. 
It is important that ALL INFORMATION sources be reviewed to insure that 
patients will not be overlooked, as affected patients may be found on one list and 
not on another. 

a) Review the manufacturers letters (Attachment 1 and 2). 

b) Review the VA physician/caregiver list and their associated patients with an 
affected device available from your Network (VISN) Patient Safety Officer 
(PSO) and contact the physician/caregiver to implement action 3 below. 

c) Review patient records for all other patients with implanted Medtronic 
SynchroMed EL devices affected by this recall that might have been 
implanted at a non-VA facility and have their VA physician/caregiver 
implement action 3 below. 

3. By close of business (COB) Friday, November 30, 2007 physicians/caregivers 
must follow Patient Management Recommendations #1 through #4 contained in 
the manufacturer’s letters (Attachments 1 and 2) and reproduced below: 

Patient Management Recommendation #1 
If a patient presents symptoms of underinfusion or withdrawal, a clinician can 
confirm a pump motor stall through a drug refill volume discrepancy and x-ray 
pump roller study. If a pump motor stall is confirmed, immediate replacement of 
this pump is necessary for continued intrathecal therapy. 
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Patient Management Recommendation #2 
Discuss this important information with your patients and caregivers, reminding 
them that pumps can fail without warning, and that the patient may not become 
aware of the pump failure until he/she experiences return of underlying symptoms, 
and/or symptoms of drug withdrawal. 

Patient Management Recommendation #3 
Educate patients and caregivers about the early signs and symptoms of drug 
underdose or withdrawal. 

Patient Management Recommendation #4 
Instruct patients to seek immediate medical assistance in the event that signs or 
symptoms of drug underdose or withdrawal appear. 

Source:	 Medtronic 

Contact:	 Medtronic Neuromodulation Technical Services at (800) 701-0933 or 
Mr. Bryanne Patail, National Center for Patient Safety (NCPS) at (734) 930-5890 

Attachments:	 1) Medtronic Urgent: Medical Device Correction letter for pumps manufactured 
prior to September 1999. 
2) Medtronic Urgent: Medical Device Correction letter for pumps manufactured 
since September 1999. 
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