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Protocol Status Form 

for Continuing Review of IRB-SBS Protocols

Institutional Review Board for the Social and Behavioral Sciences

University of Virginia
· Please email one copy of this form to irbsbs@virginia.edu.  Include in your email your current consent form(s) document(s) without the IRB stamp.  Send a copy of the Protocol Status form with all appropriate signatures to the IRB-SBS office. Signed materials can be submitted by mail, fax (924-1992), or email (scanned document to irbsbs@virginia.edu). 
· Please make sure that the IRB-SBS contact information on the consent form(s) is updated: 
Tonya R. Moon, Ph.D., Chair, Institutional Review Board for the Social and Behavioral Sciences

One Morton Dr Suite 500 

University of Virginia, P.O. Box 800392

Charlottesville, VA 22908-0392

Telephone:  (434) 924-5999 

Email: irbsbshelp@virginia.edu

Website: www.virginia.edu/vpr/irb

· If the study is closed to new enrollment, do not include the consent forms with your submission.

· If you have made modifications to the study, submit a MODIFICATION FORM.  
· Do not resubmit your original protocol.  You should, however, refer to the original protocol and any subsequent modifications approved by the IRB-SBS as you complete this form.

· If this study is completed or discontinued, DO NOT SUBMIT THIS FORM.  Instead, complete and submit the STUDY CLOSURE FORM.

· This form will be reviewed in the full board meeting prior to the expiration of the protocol. 
· PLEASE NOTE: Make sure that you have completed or updated the IRB-SBS CITI training so that you are certified to conduct human subjects research (the certification is valid for three years).  All researchers listed on the protocol including the Principal Investigator, Faculty Advisor, and any other researchers must complete the CITI Training.  If you do not complete the CITI Training, it will prevent our office from sending approval/ exemption letters.  Please see http://www.virginia.edu/vpr/irb/training_citi.html  

Current Protocol Information

	IRB-SBS Protocol Number:
	     

	Protocol Title:
	     

	
	

	Principal Investigator:
	     

	Current mailing address:
	     

	Current e-mail address:
	     

	Current phone number:
	     

	Primary Contact (If other than PI; include name, email address, and phone)
	     

	
	

	Faculty Advisor (if applicable):
	     

	Other researchers (use full names):
	     

	
	

	Current funding source(s):
	     

	Grant title: (if different from protocol title):
	     


Has there been a change in researchers since your last submission?

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO


If yes, please make sure the researchers listed above reflect current personnel on the protocol, and

briefly explain why the changes occurred.       
Was this project undertaken?






 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

If yes, please describe what you did during the past year.      
Current Status (check one):


Open to enrollment of new participants



 FORMCHECKBOX 


Closed to enrollment, but current participants still active in study
 FORMCHECKBOX 


Performing data analysis (cannot close study)


 FORMCHECKBOX 

Enrollment:

	
Approximate number of participants enrolled since last IRB review:
	     

	
Approximate number of participants since original SBS approval date:
	     

	
Approximate number of participants expected to enroll in the upcoming year:
	     


Participant Problems:

	Have there been any problems involving participants in this study since the last IRB review of this project?  (Please include, but don’t limit to, unanticipated side effects resulting from participating in the research, complaints from participants about their experience in the research, a high rate of participant withdrawal from the research, and/or injuries to participants.)

	
	 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

	If YES, describe any problem(s) and its (their) resolution(s).
	

	     


	Are there any additional risks not described in the original protocol?
	 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

	

	If YES, describe any problem(s) and its (their) resolution(s).

	     


If there is any published information about risks associated with this type of research, please cite and summarize below.

	     


	The anticipated end date for this study is (Month Year):
	     


	
	
	

	
	
	January 8, 2009 FORMTEXT 

April 30, 2004


	Signature of Principal Investigator
	
	Date

	
	
	

	
	
	     

	Signature of Faculty Advisor (if applicable)
	
	Date
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