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MEDSTAR HEALTH RESEARCH INSTITUTE

OFFICE OF RESEARCH INTEGRITY

IRB FORM 4A: NOTIFICATION OF DEATH
Complete the entire form electronically, PRINT and submit to ORI within 24 hours of knowledge of death.  If the Principal Investigator is not submitting the initial report, a follow-up report must be submitted.
	A.  STUDY INFORMATION

	1.
	IRB Project # 
	     
	2.
	Study Title: 
	     

	3.
	Research Location:
	 FORMDROPDOWN 
       
	4.
	Report Status:
	 FORMDROPDOWN 


	5.
	Principal Investigator:
	     

	
	a)
	Contact Number:
	     
	b)
	E-mail Address:
	     

	6.
	Clinical Coordinator:
	     

	
	a)
	Contact Number:
	     
	b)
	E-mail Address:
	     


	B.  SUBJECT INFORMATION

	1.
	Initials (FML):
	     
	2.
	Subject Study Number:
	     
	3.
	Sex:
	 FORMDROPDOWN 



	C.  REPORT DESCRIPTION

	1.
	Report Source:
	 FORMDROPDOWN 
       

	2.
	Description of Event (below):

	
	     


	D.  REPORT DETAILS

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

	3.
	According to the Principal Investigator, what is the relationship of the death to the study product?
	 FORMDROPDOWN 


	
	a)
	If the death is related to the study product, are changes to the protocol necessary?
	 FORMDROPDOWN 


	
	b)
	If the death is related to the study product, are changes to the informed consent necessary?
	 FORMDROPDOWN 


	
	c)
	If the informed consent and/or the protocol are required to be changed, was the amendment submitted for IRB approval?
	 FORMDROPDOWN 


	
	
	(i)
	If submitted, date the amendment was submitted to the IRB:
	     

	
	
	(ii)
	If not submitted, explain the delay in submission:
	     

	
	d.
	If the death is not related to the study product, what was the cause of death?
	 FORMDROPDOWN 
       

	4.
	Was an autopsy done?
	 FORMDROPDOWN 



	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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