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Safety Report Tracking Log
This log tracks Serious Adverse Events (SAEs) and Unanticipated Problems (UPs) from external sites in a multi-site study per sponsor and regulatory requirements for the study.  For drug studies conducted under an IND, these are known as IND Safety Reports, and it is the responsibility of the sponsor to distribute these reports to all sites and the FDA.  Those outside SAEs that meet criteria for UPs  must be reported within two days to the BUMC IRB.  Please refer to the BU AE Reporting policy at: http://www.bumc.bu.edu/Dept/Content.aspx?DepartmentID=293&PageID=9923.
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