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Important Questions

• Why do we need RWE/RWD?

• In what contexts would the use of RWE/RWD be 
helpful/possible/most needed? 

• What are the comparative costs (versus traditional RCTs)? 

• When can non-randomized designs be used? 



Non-randomized Studies

• Are there examples of non-randomized RWE studies that have 
influenced regulatory decisions in psychiatry?

• Propensity score methods? 

• Instrumental variables? 

• Bradford Hill Criteria? 
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