	CENTRAL DEPARTMENT OF ENERGY INSTITUTIONAL REVIEW BOARD
Report of Unanticipated Problems Involving Risks to Subject or Others (UP) Including Unanticipated Serious Adverse Events (USAE)

	The protocol must be submitted in typed form and all applicable items must be answered
NOTE:  Reports must be filed with the CDOEIRB within 48 hours of an adverse event or unanticipated problem, unless it is a suspected or confirmed breach of personally identifiable information, which must be reported immediately.




	Protocol Number:
	

	Protocol Title:
	

	Principal Investigator:
	



	Indicate what you are reporting by placing an X in the appropriate box

	
	UP: An event that occurs during the course of research that involves increased or potentially increased risk to research subjects or others, is unanticipated and is related or may be related to the subject’s participation in the research.  This includes loss or compromise of subjects’ personally identifiable information (PII).

	
	SAE: An event that is fatal, life threatening, requires ongoing medical management or hospitalization, prolongs hospitalization, results in persistent or significant disability,and/or requires medical or surgical intervention to prevent one of the outcomes listed above, whether or not considered related to the subject’s participation in the research.    



	Indicate relationship to participation by clicking on the appropriate box	 

	|_| Definitely related
	|_| Probably related
	|_| Possibly related

	|_| Unlikely related
	|_| Unrelated
	|_| Unknown




	Summarize the event.  Include the date(s) and nature of the increased risk.

	



	Indicate corrective actions taken thus far, and any others under consideration. 

	



	Indicate actions taken thus far, and any others under consideration to prevent recurrence of this type of event. 

	



	Indicate whether this event has occurred in other subjects.

	



	Indicate whether the event changes the risk/benefit assessment of the study and if changes are recommended to the protocol/consent.

	





	INVESTIGATOR ASSURANCE

	I affirm to the best of my knowledge that all the above information is complete and accurate and agree to accept responsibility for this project in accordance with applicable Federal regulations and established CDOE IRB policies and procedures.  I accept primary responsibility for safeguarding the interests of subjects under study.  No changes will be made without prior approval from the CDOE IRB.

IRBNet submissions must contain all e-signatures prior to submission of the amendment request for review. Typed and/or printed name(s) and dates must be included here.  


	PRINCIPAL INVESTIGATOR
	
	DATE
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