Sentinel

Disclaimer

The FDA chose a specific outcome algorithm that met its need for a given medical product-outcome assessment. The use of a
specific outcome algorithm in a Sentinel assessment should not be interpreted as an endorsement from FDA to use the
algorithm for all safety assessments. Investigators should always consider the objective, study design, analytic approach, and
data source of a given medical product safety assessment when choosing the outcome algorithm. The suitability of an
outcome algorithm may change when applied to different scenarios. For additional information, please refer to the

Best Practices for Conducting and Reporting Pharmacoepidemiologic Safety Studies Using Electronic Healthcare Data
guidance document provided by the FDA.




