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ADVERSE EVENT REPORT
	IRB # 


 

 FORMCHECKBOX 
  Initial Report     
 FORMCHECKBOX 
 Follow-up Report #____

	Protocol Title:  



	

	Principal Investigator:  









 

	Subject ID:  




   Age: 


Gender:      FORMCHECKBOX 
 female           FORMCHECKBOX 
 male


	ADVERSE EVENT(s) briefly:













	Date of Event:





Date Site Learned of Event::






Date Event was reported to Study Sponsor:





 

	Enrollment site:   FORMCHECKBOX 
 SLH campus
   
No. of subjects enrolled at SLH site to date:                     ______






   
No. of serious adverse events in SLH subjects to date:    ______



    FORMCHECKBOX 
 other local site
   Site where  subject was enrolled______________________________        



    FORMCHECKBOX 
  report provided by study sponsor (e.g., Medwatch reports)

	SEVERITY OF EVENT:

SERIOUS

 FORMCHECKBOX 
   hospitalization–initial or prolonged
 FORMCHECKBOX 
   resulted in death

 FORMCHECKBOX 
   disability or permanent damage   
 FORMCHECKBOX 
   was life threatening

 FORMCHECKBOX 
   congenital anomaly/birth defect
 FORMCHECKBOX 
   clinically significant event


	 FORMCHECKBOX 
  NOT SERIOUS
Does not meet any of the  criteria for classifying an AE as serious.

       

	 Description of event:  



TO BE COMPLETE BY PRINCIPAL INVESTIGATOR:

	Relationship to study:

( definite    ( probable    ( possible    ( unlikely    ( unrelated   ( unknown

	In your opinion, does this event necessitate:



	A protocol modification
	( yes
	( no

	A consent/assent form modification
	( yes
	( no

	A new findings report/amendment for previously consented subjects
	( yes
	( no

	Certification of Principal Investigator:  I have assessed the information concerning the above adverse event, and in my opinion, the risks of this research are minimized to the greatest extent possible and continue to be outweighed or balanced by the potential benefits.

Signature of Principal Investigator







Date



DATE TO IRB:


(for IRB use)  
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