
QUANTIFYING THE IMPACT OF EXPOSURE PREVALENCE AND 
SELECTION BIAS TO OPTIMIZE PATIENT SELECTION CRITERIA 
IN POST-AUTHORIZATION SAFETY STUDIES
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/postapproval-pregnancy-safety-studies-guidance-industry
https://www.cdc.gov/mmwr/preview/mmwrhtml/mm5701a2.htm
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