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DESCRIPTION:   A Safety Report is an SAE that happened elsewhere, perhaps in another study and perhaps with a different condition that the sponsor is required to report to all sites using the same investigational drug.  These reports are often called External SAEs.   They should be sent only if they meet the three elements below.    

Submit one E&I Form 54 with each Safety Report.

report@eandireview.com
	A.  Event Evaluation

	To be reportable to the IRB, the event must meet all three criteria. 

	 FORMCHECKBOX 


	This event was unanticipated in the original context.   Check if it is unanticipated within the framework of this study.  
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False   
There is information about the risk in the consent form.

 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False 
There is information about the risk in the protocol.

 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False 
There is information about the risk in the Investigators Brochure.

 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False 
This event was anticipated in this frequency, seriousness and duration.

Describe why this event is surprising in the context of your study.

     

	 FORMCHECKBOX 


	Relatedness.  Check if the event from elsewhere could impact or alter your response within this study.
	Please discuss what this means in terms of your monitoring of subject safety or the information you should share with them?

     

	☒
	By definition this event was serious.  
	 FORMCHECKBOX 
  Death
 FORMCHECKBOX 
  Hospitalization or extension of hospitalization
 FORMCHECKBOX 
  Life threatening
 FORMCHECKBOX 
  Persistent or significant disability/incapacity
 FORMCHECKBOX 
  Congenital anomaly/birth defect
 FORMCHECKBOX 
  Required immediate non-trivial intervention to prevent permanent impairment or damage
 FORMCHECKBOX 
  Could have been serious if undetected or untreated

	If all three are not checked, why is the event being submitted?
	 FORMCHECKBOX 
  Protocol requirement           FORMCHECKBOX 
  Sponsor requirement        FORMCHECKBOX 
  Agency requirement


or      


	B.
Identification

	B.1.
 Report 


	 FORMCHECKBOX 
  Initial   FORMCHECKBOX 
  Follow-up
	Your internal report #      

	B.2.
 Study 


	Study Title
	     

	Study Number
	E&I App #      
	Protocol ID      

	B.3.
 People


	
	Name
	E-mail
	Phone  

	1 Person Reporting
	     
	     
	     

	2 E&I Investigator
	     
	     
	     

	SIGNATURE         of Reporter
	
	Date signed:
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