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Continuing review of all human subjects research requires a review of all local serious adverse events and unanticipated problems. Please use this log to record all such events during each review period, number pages below, and submit with your continuing review material.
Initial date of review period:
	Date Event Occur-red
	Date Learned of Event
	Subject ID
	Event
	Serious* (see codes below)
	Expected**
	Related***
	Date Reported to IRB****

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Codes
*Serious: 1=Unanticipated Problem, 2=Death, 3=Life-threatening event, 4=Hospitalization, 5=Prolongation of hospitalization, 6=Persistent or significant disability or incapacity, 7=Congenital anomaly or birth defect, 8=Other important medical event 
**Expected: 1=Expected, 2=Unexpected. Unexpected refers to an event or problem that is new or greater than previously known in terms of nature, severity, or frequency given the procedures described in protocol-related documents and the characteristics of the study population. Study endpoints are considered expected.

***Related: 1=Unrelated, 2=Possibly related, 3=Definitely related. SAE is considered study-related if it is clearly or possibly caused by research procedures or participation. It is not study related if it is solely caused by underlying disease, condition, treatment, or if it is solely caused by circumstances other than the research or underlying disease.
****Date Reported to IRB. VHA Handbook 1058.01 requires that serious unanticipated problems involving risks to subjects or others and local unanticipated and related serious adverse events be reported to the VA NYHHS IRB within 5 business days of learning of the event.
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