Modification Submission procedures:
Any changes made to your protocol after you receive approval/exemption must be reported to and reviewed by the IRB-SBS. If you are updating the protocol’s information, please see the procedure below.  All other modifications must be submitted and reviewed via the Modification Form. 


Updating Protocol information:
If you are only modifying the following items, do not fill out the Modification Form. Instead, send an email to irbsbs@virginia.edu and describe the change. These items include:

· Change in researchers or faculty advisor

· Change in contact information for Principal Investigator

· Change in funding source(s)
· Change in title of protocol
Please note: If you are changing the title of the protocol, the title must also change on your consent forms. Attach the consent forms with your email explaining the change. The SBS staff will stamp new forms and send them to you.

Please make the subject for the email “Update Protocol Information” and include the protocol number and Principal Investigator in the email.

Submitting the Modification Form:
Any modification that is not listed above needs to be reported via the Modification Form.  To submit a modification, please do the following:

· Submit one electronic copy of the Modification Form as a cover sheet to the proposed changes. 
· Submit one signed copy of the Modification Form. (Signed materials can be submitted by mail, fax (924-1992), or email (scanned document to irbsbs@virginia.edu). Please see our website for submission directions (www.virginia.edu/vpr/irb).)
· Submit electronic copies of any materials affected by the modification, such as the Protocol Form, Consent Form(s), instrument(s), advertisement(s), etc.  Modify the documents so that they reflect the changed procedures.  To highlight the changes in the document(s), use the “Track Changes” feature in Microsoft Word (please use where possible).
· To enable the Track Changes feature, go to Tools: Track Changes

· Please note that to show the changes made in the document, enable the Track Changes feature first before you make any changes to the document.  

· f your protocol was created between 10/01/05- 09/01/07, you will need to unprotect the document before you can use the Track Changes feature.  To unprotect the document, go to Tools: Unprotect Document. If you are unable to navigate to the text in the gray boxes, try using the cursor instead of clicking on the box with the mouse.  (You may want to consider updating your protocol to the most current form.)  

Modification Review Procedures:

· Modifications may be submitted for IRB-SBS review at any time.

· After the IRB-SBS receives your materials, a member of our staff will pre-review your materials to verify that everything is submitted properly.  

· Within two business days you will receive a response from an IRB-SBS staff member outlining suggested revisions for the modification.

· When the modification has completed the pre-review process, the IRB-SBS staff member will recommend your modification for either full board review or expedited review. 

· The modification will then be reviewed by an IRB-SBS member in an expedited review, or it will be assigned to the next available full board meeting. Please note that the IRB-SBS committee member conducting the expedited review could require that the modification be reviewed at the full board meeting. Modifications requiring full board review will automatically be reviewed at the next IRB-SBS meeting.
· After the modification is reviewed by the committee member or the full board, you will receive an email confirmation regarding the IRB-SBS decision and further directions for revisions or resubmission, if necessary.  If/when the modification is approved or exempt, you will receive an email confirmation followed by a hard copy letter which will include stamped consent forms (where applicable). Do not apply your modification to your research until you have received confirmation of your approval or exemption. 
· If you are making extensive modifications to the protocol, it may be necessary to submit a new protocol.

· PLEASE NOTE: Make sure that you have completed or updated the IRB-SBS Online Training Module 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 Online Training.  If you do not complete the Online Training, it will prevent our office from sending approval/ exemption letters.  Please visit our website (www.virginia.edu/vpr/irb) to access the Online Training Module.  

If you have questions regarding the modification submission procedures, highlighting changes in your forms, etc., please email the IRB-SBS at irbsbshelp@virginia.edu or call our office at 434-924-5999. 
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Modification Submission Form 

for Modifications to Approved/Exempt IRB-SBS Protocols

Institutional Review Board for the Social and Behavioral Sciences

University of Virginia
Current Protocol Information:

	IRB-SBS Protocol Number
	     

	Protocol Title
	     

	Principal Investigator
	     

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


Types of Modifications (check all that apply):

	 FORMCHECKBOX 

	Change in study population (ages, selection criteria, inclusion of vulnerable subjects, increased numbers)

	 FORMCHECKBOX 

	Change in recruitment methods or advertising

	 FORMCHECKBOX 

	Modification of methodology and/or procedures

	 FORMCHECKBOX 

	Modification to consent form(s) and/or the process by which consent is obtained

	 FORMCHECKBOX 

	Modification in instruments/measures and/or type of data collected

	 FORMCHECKBOX 

	Other modification (define):      


Are the risks to subjects affected (increased or decreased) by the modification(s)? 
 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO

	
	If yes, please explain.       


Provide a detailed description of and rationale for the requested modification(s).  Number each separate modification.

	
	     


	
	
	

	
	
	     

	Signature of Principal Investigator
	
	Date

	
	
	

	
	
	     

	Signature of Faculty Advisor (if applicable)
	
	Date
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