

DURHAM VAMC ADVERSE EVENT LOG
**List all local AEs and SAEs since the last continuing review that have NOT already been reported to the IRB.**
	STUDY TITLE:
INVESTIGATOR:
MIRB NUMBER:



	
SUBJECT ID
	
Brief Description of AE[footnoteRef:1] [1:  Adverse Event: Any untoward physical or psychological occurrence in a human subject participating in research.] 

	SERIOUS[footnoteRef:2]  [2:  Serious: Untoward occurrence in human research that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect, or that requires medical, surgical, behavioral, social, or other intervention to prevent such an outcome.] 

(Y/N)
	RELATED[footnoteRef:3]  [3:  Related: May reasonably be regarded as caused by, or probably caused by, the research.] 

(Y/N)
	EXPECTED[footnoteRef:4] (Y/N) [4:  Expected: 1.The known or foreseeable risk of adverse events associated with the procedures involved in the research that are described in (a) the protocol-related documents, such as the IRB-approved research protocol, any applicable investigator brochure, and the current IRB-approved informed consent document, and (b) other relevant sources of information, such as product labeling and package inserts; or
2.The expected natural progression of any underlying disease, disorder, or condition of the subject(s) experiencing the adverse event and the subject’s predisposing risk factor profile for the adverse event.] 
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