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 Biocompatibility 
 Human Factors 
 Packaging, sterilization, shelf-life 
 Labeling 
 Marketing 
 Post Market 

 

SUMMARY OF INTERACTIONS 
 
--NONE-- 
 

CONCLUSION/RECOMMENDATION 
 
The results of the non-clinical studies confirm that there are no new or increased risks 
associated with these changes.  The component and process qualifications demonstrate that 
the proposed change is safe and effective and can be made without affecting final device 
operation. 
 
I recommend that the sponsor receive an APPROVAL letter. 
 




