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(b)(4)

All dimensions that affect the functional performance of the helix shaft assembly of the lead are 
unchanged.  The product specifications are unchanged.  All samples satisfied all the test 
requirements specified in the qualification test plan. 
 
In her original review memo dated Jan 19, 2012, the Mechanical Reviewer reviewed the 
proposed design changes and identified a major deficiency which requested historical 
performance data for the Model 1488 helix design. 
 
In Amendment A001, the sponsor responded to the deficiency.  The response was reviewed by 
the Mechanical Reviewer.  During the course of the review, additional questions were 
interactively discussed.  The reviewer found the responses acceptable. 
 

RISK ANALYSIS 
 
The Risk Management Reports summarizes the product and process risk assessment activities 
associated with the Tendril and Durata family of leads.  The Risk Management Report for 
Tendril lead 1882/1888 is provided in Appendix 1a of the submission and Tendril lead 
1988/2088 is provided in Appendix 1b of the submission.  The Risk Management Report for 
Durata leads is provided in Appendix 2 of the submission. 
 
For all three Risk Management Reports, the proposed changes were evaluated for impact to 
overall risk and no significant change in risk was identified.  There were no new hazards 
identified with any of the mitigations proposed. 
 
This information was reviewed and found acceptable by both the Mechanical Reviewer and 
myself. 
 

BENCH TESTING 
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CONCLUSION/RECOMMENDATION 
 
Based on the additional information provided in Amendment A001 and the interactive 
discussion, the remaining concerns are now resolved.  The sponsor has shown that the helix 
shaft subassembly change is safe and effective at this time. 
 
I recommend that the sponsor receive an APPROVAL letter. 
 




