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Resources for Further Reading

Drug labels: DailyMed.nlm.nih.gov and Drugs@FDA:
https://www.accessdata.fda.gov/scripts/cder/daf/

MedWatch: http://www.fda.gov/Safety/MedWatch/

REMS Basics:
http://www.fda.gov/AboutFDA/Transparency/Basics/ucm325201.htm

FDA Postmarket Drug and Biologic Safety Evaluations:
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillan
ce/ucm204091.htm

European Medicines Agency (See “Patient Safety” tab):
http://www.ema.europa.eu/ema/

Potential Signals of Serious Risks/New Safety Information Identified from the FDA
Adverse Event Reporting System (FAERS):
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillan
ce/AdverseDrugEffects/UCM082196
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