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The views and opinions expressed in this 
presentation represent those of the 
presenter, and do not necessarily 
represent an official FDA position. 

The labeling examples in this presentation 
are fictitious and are provided only to 
demonstrate current labeling development 
challenges. 
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W&P Section:  Clinically Significant DI With 
Two Drug Classes – ENVARSUS XR  
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W&P Section:  Clinically Significant DI 
With Multiple Drugs - VITEKTA  
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