IRB  08/13/2007

Winthrop University
Institutional Review Board

Adverse Event Report

Instructions:  Complete this form to report to the IRB Chair any unanticipated negative consequences that occur as a result of participation in a research project.  This report is to be submitted within 48 hours of the adverse event taking place.  The IRB will report to the Authorized University Representative (AUR) the event and IRB recommended action to be taken.   Submit a signed paper copy, as well as an electronic copy to Teresa Justice, Director of Sponsored Programs and Research (justicet@winthrop.edu).

	Researcher of Record:      

	Protocol # IRB     

	Title of Research:      


	Date and Location of Event:      


	Please check the applicable block:

 FORMCHECKBOX 
  Adverse event was a direct result of the research activity.

 FORMCHECKBOX 
  Research activity contributed to the adverse event but did not cause the event.
 FORMCHECKBOX 
  Adverse event took place during the research activity, but was not related to the activity.

 FORMCHECKBOX 
  Other;  Explain:      


	Description of the adverse event.  Include details as to how many subjects were affected by the event, the nature of the consequence(s) to the subject(s) and any injuries the subject(s) may have incurred.      


	Description of action taken by the researcher or modifications made to the research activity:      


	Name of Individual Reporting Adverse Event:      
Position of Individual Reporting Adverse Event:      
________________________________________________________      ____________________________

                Signature of Individual Reporting Adverse Event                                     Date of this Report




	This section is to be completed by the IRB Chair

	IRB Recommended Actions in response to this reported adverse event.

 FORMCHECKBOX 
 Continue research study as submitted to and approved by IRB.  No modifications are needed.

 FORMCHECKBOX 
 Continue research study after the Researcher of Record meets with the IRB to review adverse event and makes any IRB recommended modifications to the protocol and/or related documents. [See below.]


 FORMCHECKBOX 
  Terminate the Research Activity


	IRB Recommended modifications to the protocol and/or related documents: 


	 FORMCHECKBOX 
  Report has been sent to the Authorized University Representative (AUR); 

       Name of AUR:  Thomas Moore, PhD.; Academic Vice President    Date submitted:_____________

 FORMCHECKBOX 
  Report has been submitted to the Researcher of Record.                   Date submitted:  ____________

_____________________________________________________    ____________________       

                              T. Christian Grattan, PhD., Chair                                                  Date
                              Institutional Review Board                  



