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Both the primary clinical reviewers and I have recommended approval of ivabradine for its heart 
failure (HF) indication, although with slightly different recommendations for the specifics of the 
indication.  I judge that the combination of the primary clinical review and my CDTL review 
address well the details of the major efficacy and safety issues relevant to approval.  However, 
the complexity of the issues and the standard templates required for reviews tradeoff 
succinctness of presentation for necessary details.  For the late cycle meeting with the sponsor I 
produced a presentation that I believe summarizes the major issues for approval more succinctly 
than the reviews.  I have included the presentation with comments on each slide as an 
Attachment.   
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