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23 June 2016 
 
Medtronic reference: FA724 
 
Dear Healthcare Professional, 
 
This letter communicates recent results from returned product analysis of Medtronic 
Neuromodulation Deep Brain Stimulation (DBS) system pocket adaptors with reports of 
high impedances, and reinforces device labeling specific to the handling of pocket adaptors 
and system integrity checking during implant procedures.  This applies to pocket adaptor 
Models 64001 and 64002 which can be used with the following implantable 
Neurostimulators: Activa® PC (Model 37601) and Activa® RC (Model 37612). 
 

Background: 

Medtronic has identified sixteen (16) DBS pocket adaptors that were returned for high 
impedance measurements and where subsequent Medtronic analysis identified conductor 
wire fractures in close proximity to the location where the adaptor wire exits the 
neurostimulator connector block.  Approximately 20.000 DBS pocket adaptors have been 
sold worldwide since product launch in 2009, for a 0,08% reported rate of occurrence.   
 
Of the sixteen (16) returned devices, two (2) were returned after the issue was identified 
intraoperatively, and 14 were returned after the issue was identified post-implant (requiring 
revision surgery). Medtronic’s root cause investigation of this issue is in process. 
 

The design of the pocket adaptor conductor body is similar to that of DBS Extensions, 
Models 37085 and 37086.  Medtronic issued an Urgent Field Safety Notice (FA648) for these 
extension models in April 2015, reinforcing device labeling specific to the handling of 
extensions and system integrity checking during implant procedures due to the fracture 
rate seen in extensions at that time.  
 

Recommendation:  

Current labeling for the handling of the system during implant is described within the 
implant manuals.  To minimize the potential for a conductor wire fracture, please follow the 
instructions defined within the DBS Pocket Adaptor Implant Manual as shown below, to 
ensure that the adaptor wire is not bent sharply or kinked at the time of implant.  The full 
implant manual can be found in product packaging. 

  

 

Implanting the pocket adaptor with the neurostimulator 



 

 2 

 

 
 
 
In addition, complete a system integrity check for proper electrode impedances prior to 
pocket closure, as described in the Activa® PC Model 37601 Implant manual shown below.  
The full implant manual can be accessed online at www.medtronic.com/manuals. 

Checking system integrity 

 
 

 
The Competent Authority of your country has been notified of this action. 
 
We are committed to continuing to improve our product performance and services to 
enable you to manage your patients in a safe and effective manner.  If you have questions, 
please contact your Medtronic representative directly or via Tel. No. +353 1 5111 400 
 
 
Sincerely, 

 
 
Keith Taverner 
Regulatory Affairs Manager UK & Ireland 
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