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Adverse Event Log

The purpose of this Adverse Event Log is to document any adverse event related to an IRB-approved research protocol. This document can be used to track adverse events involving an individual study participant or can be used to track adverse events involving all study participants. 

Per Section 8.1 Review of Adverse Events and Adverse Device Effects of the CU IRB HRPP Policy Manual, an “Adverse Event (AE) is defined as any untoward or unfavorable occurrence in a human subject temporally associated with the subject’s participation in the research (whether or not related to participation in the research).”

See the following sections of the CU IRB HRPP Policy Manual for more information on reporting requirements: 
· 2.4 IRB Review of Changes in Previous Approved Research 
· 8.1 IRB Review of Adverse Events and Adverse Device Effects
· 8.2 IRB Review of Study Related Complaints
· 8.3 IRB Review of Unanticipated Problems Involving Risk to the Subjects or Others
· 8.4 Review of Noncompliance Involving the PI and Study Personnel
· 8.7 Reporting Incidents to Institutional Officials and Federal Agencies

	Severity
	Relationship to Study Intervention
	Action Taken Regarding Study Intervention
	Outcome of AE
	Expected AE
	Serious AE

	1 = Mild
2 = Moderate
3 = Severe
	1 = Not related
2 = Possibly related
3 = Definitely related
	1 = None
2 = Reduced intervention/dose
3 = Increased intervention/dose
4 = Delayed intervention/dose
5 = Discontinued temporarily
6 = Discontinued permanently
	1 = Resolved, no follow-up required
2 = AE still present, no treatment
3 = AE still present, treatment provided
4 = Residual effects present, no treatment provided
5 = Residual effects present, treatment provided
6 = Death
7 = Unknown
	Per Section 8.1 of the CU IRB HRPP Policy Manual, 3.1.1., “Unexpected AE: An AE in which the specificity, severity, or frequency is not consistent with (a) the IRB application and detailed protocol; (b) Risk information in the ICF; or (c) or similar materials.”
	Per Section 8.1 of the CU IRB HRPP Policy Manual, 3.1.4., “Serious AE: An AE which results in any of the following outcomes: Death, a life-threatening adverse event, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions, or a congenital anomaly/birth defect. Events may also be considered serious when they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition (21 CFR 312.32(a)).”
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	Principal Investigator
	



	Subject ID
	Adverse Event Description
	Start Date
	End Date
	Severity (#)
	Relationship to Study Intervention (#)
	Action Taken Regarding Study Intervention (#)
	Outcome of AE
(#)
	Expected? (Y/N)
	Serious? (Y/N)
	Date Investigator Notified
	Investigator Initials and Date
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