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SUMMARY OF: PMA # P830061/S086 
 

CAPSURE SENSE LEAD, MEDTRONIC 
 

EXECUTIVE SUMMARY/BACKGROUND 
The purpose of this submission is to obtain approval for two primary changes to the 
currently approved CapSure Sense family of leads(P830061/S034, FDA approved July 
23, 2002) through this PMA supplement: 1) A design change to remove the 

) from the lead tip electrode, while maintaining 
the primary source of steroid within the same Monolithic Controlled Release Device 
(MCRD) design, and 2) A manufacturing site change from one internal Medtronic 
location to another Medtronic location for the manufacture of the MCRD and the related 
update to  proposed for drug related 
elements of the medical device.  These changes are not being made as a result of field 
issues and are, respectively, to: 1) Improve the product manufacturing efficiency, and 2) 
Increase the evidence portfolio with regards to state of the art Chemistry, Manufacturing 
and Controls (CMC) information provided to FDA on Medtronic leads while decreasing 
potential for manufacturing variability.  There were no design or manufacturing changes 
to the CapSure Sense lead bodies, connectors, intended use, indications for use, 
contraindications, or distal tip configurations, with exception of the two primary changes 
described, the removal of  and MCRD manufacturing site change.   

 
The firm has proposed to remove the  from the tip electrode of the lead.  The 
data provided by the firm appears to demonstrate that the MCRD contains sufficient drug 
to minimize inflammation around implant site and the  almost entirely 
before inflammation begins.  Overall, FDA believes the firm has adequately 
demonstrated from and engineering a clinical perspective that the lead remains safe and 
effective without the .  The firm has thoroughly evaluated the leads with the 
proposed removal through the presented non-clinical studies and in-vivo assessment.  
There were no outstanding concerns related to this change.   

 
The firm has proposed to move the manufacturing site for the MCRD.  The change was 
reviewed by the Office of Compliance and a CDER Chemistry Manufacturing and 
Controls (CMC) reviewer.  I have reviewed the information and concur with the two 
expert reviewers.  OC provided a review of the information as it pertains to the Quality 
System regulations, 21 CFR 820.  OC identified seven deficiencies related to the 
Manufacturing Site change and processes in the original submission.  The OC 
deficiencies were sent to the firm in a letter dated May 23, 2013.  The CMC reviewer 
identified five deficiencies in the original submission related to the MCRD component 
testing.   An ODE Major Deficiency letter was sent to the firm June 14, 2013.   

 
The firm responded, June 18, 2013, to the OC Deficiency letter with an amendment to the 
file (P830061/S086/A001).  The responses were reviewed by the OC reviewer and were 
found to be adequate. The reviewer recommended approvable pending a site inspection as 
this was a  
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