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             Investigator Tool – Internal Adverse Event Log, Version 1.2
Protocol Title:  
Subject ID #:  

	Protocol Title:       

	Principal Investigator Name:     
	IRB Protocol # :       

	Subject ID #:       
	Subject Initials:       


	Event Description 
	Start  Date 

(MM/DD/YY)
	Severity
	Relationship to Trial 
	Expectedness
	Action Taken with Trial 
	End Date  or 

Continuing

(MM/DD/YY)
	Final Outcome

(Indicate all that apply) 
	Date Reported

(MM/DD/YY)
	Investigator‡
Initials/Date

(MM/DD/YY)

	1.      
	     
	 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Moderate

 FORMCHECKBOX 
 Severe
	     
	 FORMCHECKBOX 
 Anticipated      

 FORMCHECKBOX 
 Unanticipated 
	
	 FORMCHECKBOX 
 Continuing
	 FORMCHECKBOX 
 Drop Due to AE

 FORMCHECKBOX 
 Recovered

 FORMCHECKBOX 
 Not Recovered  FORMCHECKBOX 
 Recovered with                 sequelae

 FORMCHECKBOX 
 Fatal

 FORMCHECKBOX 
 Lost to Follow-up 

 FORMCHECKBOX 
 Reported as Serious AE
	 FORMCHECKBOX 
 Sponsor

     
 FORMCHECKBOX 
 IRB

     
 FORMCHECKBOX 
 NA

	     

	2.      
	     
	 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Moderate

 FORMCHECKBOX 
 Severe
	     
	 FORMCHECKBOX 
 Anticipated      

 FORMCHECKBOX 
 Unanticipated 
	
	 FORMCHECKBOX 
 Continuing
	 FORMCHECKBOX 
 Drop Due to AE

 FORMCHECKBOX 
 Recovered

 FORMCHECKBOX 
 Not Recovered  FORMCHECKBOX 
 Recovered with                 sequelae

 FORMCHECKBOX 
 Fatal

 FORMCHECKBOX 
 Lost to Follow-up 

 FORMCHECKBOX 
 Reported as Serious AE
	 FORMCHECKBOX 
 Sponsor

     
 FORMCHECKBOX 
 IRB

     
 FORMCHECKBOX 
 NA

	     

	3.      
	     
	 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Moderate

 FORMCHECKBOX 
 Severe
	     
	 FORMCHECKBOX 
 Anticipated      

 FORMCHECKBOX 
 Unanticipated 
	
	 FORMCHECKBOX 
 Continuing
	 FORMCHECKBOX 
 Drop Due to AE

 FORMCHECKBOX 
 Recovered

 FORMCHECKBOX 
 Not Recovered  FORMCHECKBOX 
 Recovered with                 sequelae

 FORMCHECKBOX 
 Fatal

 FORMCHECKBOX 
 Lost to Follow-up 

 FORMCHECKBOX 
 Reported as Serious AE
	 FORMCHECKBOX 
 Sponsor

     
 FORMCHECKBOX 
 IRB

     
 FORMCHECKBOX 
 NA

	     

	4.      
	     
	 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Moderate

 FORMCHECKBOX 
 Severe
	     
	 FORMCHECKBOX 
 Anticipated      

 FORMCHECKBOX 
 Unanticipated 
	
	 FORMCHECKBOX 
 Continuing
	 FORMCHECKBOX 
 Drop Due to AE

 FORMCHECKBOX 
 Recovered

 FORMCHECKBOX 
 Not Recovered  FORMCHECKBOX 
 Recovered with                 sequelae

 FORMCHECKBOX 
 Fatal

 FORMCHECKBOX 
 Lost to Follow-up 

 FORMCHECKBOX 
 Reported as Serious AE
	 FORMCHECKBOX 
 Sponsor

     
 FORMCHECKBOX 
 IRB

     
 FORMCHECKBOX 
 NA

	     

	5.      
	     
	 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Moderate

 FORMCHECKBOX 
 Severe
	     
	 FORMCHECKBOX 
 Anticipated      

 FORMCHECKBOX 
 Unanticipated 
	
	 FORMCHECKBOX 
 Continuing
	 FORMCHECKBOX 
 Drop Due to AE

 FORMCHECKBOX 
 Recovered

 FORMCHECKBOX 
 Not Recovered  FORMCHECKBOX 
 Recovered with                 sequelae

 FORMCHECKBOX 
 Fatal

 FORMCHECKBOX 
 Lost to Follow-up 

 FORMCHECKBOX 
 Reported as Serious AE
	 FORMCHECKBOX 
 Sponsor

     
 FORMCHECKBOX 
 IRB

     
 FORMCHECKBOX 
 NA

	     

	6.      
	     
	 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Moderate

 FORMCHECKBOX 
 Severe
	     
	 FORMCHECKBOX 
 Anticipated      

 FORMCHECKBOX 
 Unanticipated 
	
	 FORMCHECKBOX 
 Continuing
	 FORMCHECKBOX 
 Drop Due to AE

 FORMCHECKBOX 
 Recovered

 FORMCHECKBOX 
 Not Recovered  FORMCHECKBOX 
 Recovered with                 sequelae

 FORMCHECKBOX 
 Fatal

 FORMCHECKBOX 
 Lost to Follow-up 

 FORMCHECKBOX 
 Reported as Serious AE
	 FORMCHECKBOX 
 Sponsor

     
 FORMCHECKBOX 
 IRB

     
 FORMCHECKBOX 
 NA

	     








Relationship to Trial: 1. Related, 2. Probable, 3. Possible, 4. Unlikely, 5. Not Related





 

Action Taken with Trial (medication, device, intervention, etc.):  1. None 2. Dose Decreased, 3. Dose Increased, 4. Dose Delayed, 5. Intervention Temporarily Interrupted, 6. Intervention Discontinued Permanently
‡ Must be PI or an individual delegated by the PI to perform this task.
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