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SAFETY REPORTING FORM FOR NON-LOCAL EVENTS
Instructions: Use this form when reporting adverse events related to company-sponsored trials.  Per federal regulation, attach the manufacturer's report, MedWatch report and/or any other information received from the sponsor. This is a cumulative report. Type all information.  

A serious adverse event (SAE) is defined as any adverse event that results in any of the following outcomes: death, a life-threatening situation, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or congenital anomaly/birth defect.

Principal Investigator:      

Contact Person:      

Department/Division:      
Phone:      
Email:       
IRB Study Number and Project Title:       
	SPONSOR’S

Identification Number
	Date of Sponsor Report
	Description of Event
	Initial or F/U Report
	Relationship to Study Drug/Device
	Seriousness of Event
	Is the frequency or intensity of the event greater than expected?
	Is this risk in the consent form?
	If not, should it be added to consent form?
	Date Reported to IRB
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I have reviewed all material necessary for providing an adequate assessment of this event’s impact on subject safety and the conduct of the study.
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