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Urgent Medical Device Safety Notification 
Important information regarding extension handling during implant procedure 

Medtronic DBS Extensions Models 37085 and 37086 

 
Dear Healthcare Professional, 
 
This letter communicates recent results from returned product analysis of Medtronic Neuromodulation 
Deep Brain Stimulation (DBS) system extensions with reports of high impedances, and reinforces 
device labeling specific to the handling of extensions and system integrity checking during implant 
procedures. This applies to extension Models 37085 and 37086 which can be used with the following 
implantable Neurostimulators: Activa® PC (Model 37601), Activa® RC (Model 37612), and the Activa® 
SC (Model 37603). 
 
Background: 
Medtronic completed analysis of fourteen (14) extensions returned between October 1st, 2014 and 
March 2nd, 2015 for complaints of high impedance.  Per customer reports, high impedance for 
thirteen (13) of the extensions was observed at implant and one extension after approximately two 
months from implant.  Medtronic analysis of the returned extensions identified conductor wire 
fractures in close proximity to the location where the extension exits the connector block, and not 
within the connector block itself. In all fourteen (14) cases (occurrence rate of 0.14%i), it was reported 
that the extension was successfully replaced, but resulted in a prolonged surgical procedure for 
thirteen (13) of the cases and a revision surgery for the one extension reported approximately two 
months from implant. Medtronic’s root cause investigation of this issue is continuing. A damaged 
extension not detected during the implant procedure could result in loss of stimulation. 
 
Recommendations: 
Current labeling for the handling of the system during implant is described within the implant manual. 
A Neurostimulator implant manual is available for each product, by model number, and can be 
accessed online at www.medtronic.com/manuals.  
 
To minimize the potential for a conductor wire fracture, please follow the instructions defined within 
the Neurostimulator implant manual related to extension implantation, specifically to ensure that the 
extension is not bent sharply or kinked. Check electrode impedances for open circuits, prior to pocket 
closure, which could indicate a potential conductor fracture. An example of the implant manual 
sections, relevant to these recommendations, is shown below from the Activa® PC Model 37601 
Implant manual.  

 
  
 
 
 
 
 
 
 

http://www.medtronic.com/manuals
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Checking system integrity 

 
 
 

Implanting the Neurostimulator 
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Reporting of Adverse Event:  

Healthcare professionals are advised to report any adverse events and/or suspected adverse 

reactions associated with these devices to your local Clinical Representative (Jason at +65 9005 3407 

or Yang Yang at +65 9721 3586). Alternatively, healthcare professionals may report the adverse 

events to the Vigilance & Compliance Branch, Health Products Regulatory Group, HSA at Tel: 6866 

3538, Fax: 6478 9069, or report online at www.hsa.gov.sg/ae online. Events that are reported to 

Medtronic will be investigated and subsequently reported to HSA. 

 
 
Sincerely, 

 

 

Shirley Loh 

Business Manager 

Medtronic Neuromodulation, ASEAN 

 
                                                           
i
 For the affected extensions from October 1st, 2014 to March 2nd, 2015 there have been 14 confirmed fractures from the 9,711 extensions 

sold for an occurrence rate of 0.0014 (0.14%).  

http://www.hsa.gov.sg/ae

