IRB Protocol # _____________________________
      




 PI:  ______________________________
VOLUNTEER NO.:
                                 



Record of Adverse Events
1.
Were there any adverse events reported by the study participant or observed by clinical staff ?  
□ Yes    □ No




If yes, complete table below.            

	Adverse Event No.
	Specify Event
	Onset Date

Check box if AE is continuing from previous visit
	Severity

Grade
	Seriousness
	Action Taken
	Outcome
	Resolution Date

Enter date OR check box if AE is continuing
	Causality



	__ __
	
	__ __/__ __/__ __ □
	
	
	
	
	__ __/__ __/__ __ □
	

	__ __
	
	__ __/__ __/__ __ □
	
	
	
	
	__ __/__ __/__ __ □
	

	__ __
	
	__ __/__ __/__ __ □
	
	
	
	
	__ __/__ __/__ __ □
	

	__ __
	
	__ __/__ __/__ __ □
	
	
	
	
	__ __/__ __/__ __ □
	

	__ __
	
	__ __/__ __/__ __ □
	
	
	
	
	__ __/__ __/__ __ □
	


	Severity Grade – refer to DSMP for grading scale
	Seriousness
	Action Taken
	Outcome
	Causality

	0 – None

1 – Mild

2 – Moderate

3 – Severe


4 – Life threatening or disabling *

5 – Fatal *                                     *  Complete SAE form
	0 – not serious

1 – serious


	0 – none

1 - discontinued study treatment

2 - remedial therapy

3 - inpatient hospitalization  
	1 – Resolved

2 – Resolved with sequela

3 -  Ongoing

4 – U nknown/lost to follow-up 
	1 - Not related

2 – Possibly related

3 – Probably related 

4 – Definitely related

To be assigned by Investigator only


Form Completed by __________________________________________________________  Date:  __ __/__ __/__ __

Principal Investigator’s  Signature  ___________________________________________  Date:  __ __/__ __/__ __
4/1/10


