NSU-IRB Submission Form for 
Amendment of IRB Approved Studies

Version: 10/14/2010
Instructions:  Federal regulations and NSU policy require researchers to obtain approval for study modifications before implementing changes to approved research.  If your original study submission approval was at the center level (exempt determination), then submit this form to your center representative.  If it was approved after expedited or full board review, then please submit the form directly to the IRB office (NSU, Office of Grants and Contracts, 3301 College Avenue, Fort Lauderdale, FL  33314, ATTN: IRB).  For further information, refer to the Amendments to Research policy on the IRB Web site http://www.nova.edu/irb/manual/ policies.html.  Please contact your center representative or the IRB administrator (954-262-5311) if you have questions.   

Please download this document and fill in the BLUE sections using a word processor.  You may expand the size of sections if needed to answer the questions.  Do not be concerned about where page breaks fall.
	I. General Information

	Project Title



	Insert Principal Investigator’s (PI) Last Name and Date of Submission in the footer.


	IRB Protocol #


	Initial IRB Approval Date




	II.  Principal Investigator (PI) Information

	Name
	
	Relationship to NSU

(Check Applicable)



	Mailing Address 

(for students)


	
	Faculty
	

	
	
	Staff
	

	
	
	Student
	

	Daytime Phone
	
	NSU Center/College/Dept



	Alternate Phone
	
	

	NSU Email Address
	
	

	Alternate Email Address
	
	

	Principal Investigator’s Signature: _______________________________Date: _____________

	If the PI is a student, the thesis adviser/dissertation chair must also sign this form.

Chair/Adviser’s Signature: ____________________________________  Date: _____________


	III.  Prior Approved Changes

	Had you previously requested study changes since the study was approved initially?   

Yes 

No



	If “Yes,” please list those changes in the box below.  (You may be asked for a revised protocol if the study has changed significantly since the initial review as a result of the combined past and proposed changes.  You may submit a copy of the revised protocol, following the same format as the original submission, if you believe it will be helpful.)

	


	III. Summarize the Current Study Protocol and Your Proposed Changes

	If your study was approved at the Center level (exempt), then submit the original protocol.  If your study was reviewed at the expedited or full review levels, then your original submission is on file, so you do not need to submit another copy.  Your summary of the study should be sufficient to allow the reviewer to understand the significance of the proposed changes.  

	Current Study Protocol

	

	Proposed Changes

	

	Version Date Explanation

	If the version date on any of the amendments is greater than two months from the date associated with the investigator’s signature, please explain the rationale for the delay in submission to the IRB for review.




	IV. Consent Forms and Recruitment Materials

	Yes 

No

Do the proposed study changes require any modification to the consent/assent forms or to recruitment materials? 



	If “Yes,” please explain the changes made to the consent/assent forms and include a copy of the revised forms.  Please use the most recent consent form template (see http://www.nova.edu/irb/manual/forms.html ).

	

	Please note that the IRB may request re-consent/assent of subjects depending on the nature of the amendments.  


PI: INSERT PI LAST NAME
Version Date: INSERT DATE OF AMENDMENT SUBMISSION
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