Report of Serious or Unexpected Adverse Event
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Report of Serious Adverse Event or Unanticipated Problem
An adverse event is an undesirable and unintended, although not necessarily unexpected, result of a treatment or intervention.  The review of unanticipated problems is required by federal regulations set forth by the Office of Human Research Protections (21 CFR 56108 & 45 CFR 46.103).  Please Note:  Any instance of death while on active research treatment protocol is reportable to the Committee within 24 hours.*
Events fitting the criteria must be reported immediately to the IRB, the Institutional Biosafety Committee, Office for Human Research Protection (if applicable), NIH (if applicable),  and NSF (if applicable), followed by the submission of a full written report filed with each group.

	Protocol Number
	Principal Investigator(s)
	
	
	

	Protocol Title:
	

	
	
	
	
	

	1.  What is Being Reported?
	
	
	
	

	
	
	
	
	

	A.  Is this an adverse event?
	
	Yes
	
	No    OR 
	B.  Is this an unanticipated problem?
	
	Yes
	
	No

	Adverse events refer to untoward responses involving any aspect of the study.  These events involve subjects and/or research personnel and can be anticipated because some adverse events are expected and only occur in the context of research.   If yes, continue to section 2.
	
	Unanticipated problems refer to untoward events involving any aspect of the study.  These events include subjects, research staff, or others not directly involved in the research.  Such problems are always unanticipated by definition. Examples include investigator loses laptop that contains confidential information, participants in a group session become unexpectedly violent, a large mailing is sent to the wrong participants.    If yes, continue to section 3.

	
	
	
	
	

	2.
	Adverse Event or Unanticipated Problem Details


	A.  Date of 
	
	Initial Report
	
	Complete Report to Follow?
	
	Yes
	
	No
	Follow-up Report
	

	Event/Problem
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	B.  Describe Event/Problem:
	
	Fatal
	
	Serious, But Not Fatal
	
	Moderately Serious
	
	Not Serious

	

	

	

	C.  The Adverse Event or Unanticipated Problem occurred with: (check one)

	
	A local study subject 
	

	
	If checked, in your judgment, was the event/problem caused by the procedures associated with this protocol?

	
	Unsure
	
	Unrelated
	
	Possibly Related
	
	Definitely Related

	
	

	
	A non-local study subject (reported via national safety report)

	
	If checked, in your judgment, was the event/problem caused by the procedures associated with this protocol?

	
	Possibly Related
	
	Probably Related
	
	Definitely Related
	
	

	
	

	
	Local study personnel

	
	If checked, in your judgment, was the event/problem caused by the procedures associated with this protocol?

	
	
	Unsure
	
	Unrelated
	
	Possibly Related
	
	Definitely Related

	D.  Provide a brief summary (you may attach an additional sheet if needed) describing the circumstance of the event.  

	

	E.  Was the event/problem caused by a deviation from the protocol?
	
	Yes
	
	No

	   If yes, and the event occurred in a local study subject, answer F & G below; if No, go to Question 4.

	
	
	
	
	

	F.  Was the protocol discontinued for the subject?
	
	Yes
	
	No

	
	
	
	
	

	G.  Was any further treatment required?
	
	Yes
	
	No

	If yes, explain below.

	

	

	4.
	Other Similar Events/Problems

	A.  Have there been similar events/unanticipated problems reported here?
	
	Yes
	
	No

	 Elsewhere?
	
	Yes
	
	No

	If yes, to either, provide a list of events (you may attach an additional sheet if needed).

	

	

	5.
	How Does This Event/Problem Affect the Protocol/Consent Form/Subjects

	

	A.  Do you have subjects receiving interventions or treatments now?
	
	Yes
	
	No

	
	
	
	
	

	B.  Is the risk of this adverse event/problem contained in the current consent form?
	
	Yes
	
	No

	
	
	
	
	

	C.  Is the risk of this adverse event/problem contained in the protocol?
	
	Yes
	
	No

	
	
	
	
	

	D.  Should the consent form or any portion of the protocol be revised as a result of this
	
	Yes
	
	No

	event/problem?

	If yes, please attach revised documents.

	If you have checked no and felt that the event/problem was “possibly related, probably related or definitely related”, provide justification for not revising the protocol/consent to include this event/problem.

	

	

	E.  Will currently enrolled subjects be notified of this event/problem?
	
	Yes
	
	No

	If yes, describe proposed method of notification (you may attach an additional sheet if needed):

	

	If no, why not?

	

	

	6.  Other Reporting

	A. Have other external agencies been notified?
	
	Yes
	
	No
	

	If so, please list the agency(ies) notified:
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	B. Is any other institutional reporting required?
	
	
	
	
	

	
	
	
	
	
	

	7.  Signatures

      By signing below, the Principal Investigator assures the information contained on this form is true and accurate.


	Reporting Investigator Signature:
	
	Date:
	

	
	
	
	

	Principal Investigator Signature:
	
	Date
	

	

	*Please Note:  Any local death while on active treatment is reportable to the Committee within 24 hours.*


Date Received by OARS:_____________________________________________
Date Reviewed by Research Compliance Officer___________________________
*Modified from The University of Vermont-Research Protections Office SAE form with grateful acknowledgement.
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