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On Some Controversies in
Cardiovascular Clinical Trials

I will address some controversies in the design and interpretation of cardiovascular clinical trials. These include the choice
of primary outcome measure, the use of composite outcome measures, and the interpretation of statistical interactions — or
lack of them. The talk will be illustrated by examples from my experience in the design, conduct and monitoring of clinical
trials and of serving on FDA Advisory panels, most recently on the panel which recommended extension of the indication
for liraglutide (“Victoza”), to include reduction of cardiovascular risk as well as improvement in glycemic control in
patients with type 2 diabetes mellitus.
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