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	Serious Adverse Event Report


	For IRB use only:




	Sterling IRB requires that all Serious and Unexpected Adverse Events that are Related or Possibly Related to participation in the research that occur at your site be reported within 10 business days of when your site became aware of the event. All fatal or life threatening events should be reported immediately.

Please refer to the Sterling IRB Investigator Handbook available on our website, www.sterlingirb.com, for additional information regarding serious adverse event reports.    



	Sterling IRB ID#:
     
	Protocol:
     

	Principal Investigator:
     
	Sponsor:
     
	Name of Drug or Device: 
     

	Subject Initials and ID #:
     
	Male  FORMCHECKBOX 
  Female  FORMCHECKBOX 

	Subject Age:

     

	Initial  FORMCHECKBOX 
   Follow-up  FORMCHECKBOX 


	Date of onset: 
mm/dd/yyyy
	Date event reported to Sponsor:
mm/dd/yyyy
	Date site became aware of event: mm/dd/yyyy

	Please describe the serious adverse event:
     


	Seriousness of Event: (Check all that apply)  
                                 Death  FORMCHECKBOX 
        Life-Threatening  FORMCHECKBOX 
        Inpatient or prolonged hospitalization  FORMCHECKBOX 
 
                                 Disability/Incapacity  FORMCHECKBOX 
     Congenital anomaly  FORMCHECKBOX 
     Other  FORMCHECKBOX 
 (If other, please describe)


	Status of Event: 

                                  Ongoing   FORMCHECKBOX 
        Resolved   FORMCHECKBOX 
      Date Resolved: mm/dd/yyyy
       

	Please describe relationship to study medication or device and/or the protocol design: 

                       Possibly Related  FORMCHECKBOX 
         Probably Related  FORMCHECKBOX 
         Definitely Related  FORMCHECKBOX 



	Do you recommend a change to the IRB approved protocol or informed consent form in response to the event? 
(If Yes, please attach a copy of the document with the proposed changes clearly marked)  
	YES  FORMCHECKBOX 
  NO   FORMCHECKBOX 



	

	     
Name of Person Completing this Form
	         

Date     
	For IRB use only:


	     
E-mail Address 
	

	     
Phone Number
	               

Fax Number      
	

	__________________________________________

Signature of Principal Investigator or Sub-Investigator
	_____________
Date
	

	Please complete this form and fax to Sterling IRB at 770-690-9492
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