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QUESTIONS TO THE COMMITTEES 

________________________________________________________________________ 
 
Discussion Questions Afternoon Session: 
 
1. Discuss and prioritize solutions for challenges regarding integration of Risk 

Evaluation and Mitigation Strategies (REMS) into healthcare systems. 
 
2. Discuss analyses and metrics to consider when assessing the effects of REMS with 

Elements to Assure Safe Use (ETASU) on: 
a. Safe use of the drug of interest 
b. Patient access 
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c. Burden on the healthcare delivery system 


