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	Social, Behavioral & Educational Final Report Form


	GENERAL INFORMATION


	SBE IRB Protocol #
	     
	Title:


	     

	A.  Current SBE IRB Approval Expiration Date:
	


	
B.  Requested Date of Termination: (Must be on or before the expiration date listed in box A.)
	     

	
C. Date Form Completed: (Must be on or before the Expiration date listed in box A - OR - the          
                                                       requested Termination date in box B, which ever comes first.)
	     

	Principal Investigator:


	     
	Phone:       
Email:        

	Student:
	     
	Phone:       
Email:        

	
	
	


	ENROLLMENT INFORMATION

	1.
	Total number of UT participants that were approved by the SBE IRB to enroll in this research? (Total number may include information for more than one year.)
	     

	2.
	Total number of UT participants actually enrolled since the start of the study. 
	     

	PARTICIPANT WITHDRAWAL INFORMATION

	4.
	Have any UT participants withdrawn from participation at their own request? 
	 FORMCHECKBOX 
  Yes, list how many______ Please attach page and describe in detail the reason for each withdrawal.
 FORMCHECKBOX 
 No – please go to the next question

	5.
	Have any UT participants been withdrawn from participation at the request of the PI? 
	 FORMCHECKBOX 
  Yes, list how many______ Please attach page and describe in detail the reason for each withdrawal.
  FORMCHECKBOX 
 No – please go to the next question



	NEW FINDINGS

	6.
	Have there been any significant new findings (either good or bad) that should be or have been disclosed to the SBE IRB?

     
	Check one:        

 FORMCHECKBOX 
  Yes, attach a copy of the notification to the SBE IRB (signed and dated by the P.I.)

 FORMCHECKBOX 
 No – please go to the next question

	9. 
	Have there been any significant new findings (either good or bad) that should be or have been disclosed to participants?

     
	Check one:        

 FORMCHECKBOX 
  Yes, if participants already have been notified, please attach a copy of the notification that went to the participants (signed and dated by the P.I.) or, if participants have not yet been notified, please submit a copy of the information to be disseminated and your plan for doing so for the SBE IRB to review and approve (signed and dated by the P.I.)

 FORMCHECKBOX 
 No – please go to the next section


	PRINCIPAL INVESTIGATOR ASSURANCE STATEMENT

	Your signature certifies:

1) the completeness and accuracy of the above, 

2) that no participants have been entered or non-participant safety related research activity conducted since the termination date listed above;  

3) that all applicable adverse events at UT have been reported to the SBE IRB, the sponsor and the appropriate federal agencies as required by the UT Federalwide Assurance and UT policy;
4) that all study personnel for this research have been properly notified of its termination;
5) that you will not access or record any additional protected health information (as defined by HIPAA) or other personal information for the sole purpose of this research project after the protocol termination date listed above; 

6) all other applicable UT IRBs, UT departments and agencies (including funding agencies) have been notified that this research is terminated at UT; and
7) you understand that you must continue to report serious adverse events, unexpected and new information regarding this research to the federal government and to the SBE IRB after this research has been terminated as required by federal regulations and institutional policy and you will handle all research data in a confidential and secure manner, including storage and destruction of material, as described in your research protocol and as required by federal regulation and institutional policy. 
 

	                                

       Print Name of Principal Investigator                                                                       
       ________________________________________________                       
       Signature of Principal Investigator                                                                           Date



	IMPORTANT NOTE: 

1) No participants (or human subject records or other existing materials, including but not limited to protected health information, can be enrolled or continued to be studied as part of this research after the date you review and sign this form or after the current SBE IRB approval period expiration date or after your requested Date of Termination, whichever occurs first. 
2) The date that you review and sign this form must be on (or a few days after) the current SBE IRB approval period Expiration Date (BOX A in General Information section above) or on (or a few days after) your requested Date of Termination (BOX B above) for this research and on or a few days after the Date Form Completed (BOX C above).



Please contact the SBE IRB office at (419) 530-2844 with any questions or if you need assistance.
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