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Determine safety, 
tolerability, PK, PD, 
and dose-ranging 
in 20 to 80 healthy 
volunteers

Evaluate 
effectiveness, 
look for side 
effects in 20 
to 300 patient 
volunteers

Confirm 
effectiveness, 
monitor adverse 
reactions from 
long-term use 
in 300 to 3,000 
patients 

FDA-required 
post-marketing
surveillance
and testing 
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Marketed SRI Drugs
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