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MEDSTAR HEALTH RESEARCH INSTITUTE

OFFICE OF RESEARCH INTEGRITY

IRB FORM 4B: UNANTICIPATED PROBLEM/EVENT
Complete the entire form electronically, PRINT and submit to ORI within 24 hours of knowledge of the event.
	A.  STUDY INFORMATION

	1.
	IRB Project #
	      
	2.
	Type of Study:
	 FORMDROPDOWN 

	3.
	Report Status:
	     

	4.
	Study Title:
	     

	5.
	Research Location:
	 FORMDROPDOWN 
       

	6.
	Principal Investigator:
	     

	
	a)
	Contact Number:
	     
	b)
	Email Address:
	     

	7.
	Clinical Coordinator:
	     

	
	a)
	Contact Number:
	     
	b)
	Email Address:
	     


	B.  REPORT DESCRIPTION

	1.
	Event Type:
	 FORMDROPDOWN 
       

	2.
	Description of unanticipated problem (below):

	
	     


	C.  REPORT DETAILS

	1.
	Date first known by research staff (MM/DD/YYYY):
	     
	2.
	Date of unanticipated problem/event (MM/DD/YYYY):
	     

	3.
	Was a police report filed?
	 FORMDROPDOWN 


	4.
	Was the Privacy Officer notified?
	 FORMDROPDOWN 



	D.  CORRECTIVE ACTION PLAN

	1.
	Describe the actions to be taken to ensure that this does not happen again.

	
	     


	E.  SIGNATURE OF PERSON MAKING THIS SUBMISSION

	     
Typed Name
	Signature
	Date of Signature


	F.  PRINCIPAL INVESTIGATOR SIGNATURE

	To the best of my knowledge, the information presented on this form is complete and accurate. 

	     
Typed Name of Principal Investigator
	Signature of Principal Investigator
	Date of Signature
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