
MODIFICATION REQUEST

University of North Texas Institutional Review Board

Purpose: Complete this form when you would like to change the key personnel, data collection sites, protocol (e.g., compensation, study procedures, etc.), and/or Informed Consent/Assent Form in a research study that has already received IRB approval. Submit this form along with copies of any new or modified materials or documents you describe below. If modifications are more extensive than can be easily described on this form, please submit a new IRB application (http://research.unt.edu/ors/compliance/human.htm). NOTE: You may not implement any changes to an IRB-approved study until your Modification Request has been approved.

Please use a font size of 11 or larger. Check “No” or “Yes” on Items #1-5 and elaborate on “yes” answers as indicated.

	UNT IRB Number:           

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	Title of Project:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     


	Investigator:

(or Supervising Investigator for Student Studies):      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	Campus or Mailing Address:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
                                 City:      

 FORMTEXT 
                      State:                          Zip:      

	Phone:      
	Email:      

	Department:      
	

	Student Investigator: 

(if applicable, for theses and dissertations)

	Email:
	Degree Program:

	1.  Are there changes in Key Personnel assisting in the research project?  

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes - list changes below and submit a completion certificate for NIH training for all new Key Personnel (unless it is already on file with the IRB from a previous research study).

List Names and UNT affiliation of new Key Personnel 

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
List Names of Key Personnel to be Deleted:


	2.  Are there any additions or changes to sites where data will be collected?

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes - Identify specific data collection sites or agencies below. In addition, submit a signed letter on official letterhead approving data collection at each site.

     

 FORMTEXT 
     

 FORMTEXT 
     


	3.  Are there any proposed changes to the informed consent/assent form(s)?

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes - provide a brief description of and rationale for proposed changes below. In addition, submit two sets of the revised informed consent/assent form(s). On one set, highlight everything that differs from your original, approved informed consent/assent form(s).

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	4.  Are there any proposed changes in the protocol requested (e.g., recruitment procedures, data collection instruments or procedures, compensation)? 
 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes – provide a description of and rationale for proposed changes below (attach an additional page if necessary). In addition, submit copies of any recruitment materials, data collection instruments, etc. that have been modified or added since your last IRB approval of this study.

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     


	5.  Are there any proposed changes not described above? 

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes - provide a brief description of and rationale for the proposed changes. 

     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     


Investigator Assurance:  I certify that the revised information provided for this project is correct and that no other procedures or forms will be used.  I confirm that no changes will be implemented until I receive written approval for the changes from the UNT IRB.
___________________________________




______________
Signature of Investigator 






Date

Submission of Your Modification Request 

Print and sign this page and scan the signed document.  Email the entire form (including a copy of the informed consent form currently in use) to untirb@unt.edu. Please insert “Modification Request Form” in the subject line of your email.
If you have questions about your Expedited Review or Full Board Review approved study, please contact Shelia Bourns at (940) 565-3940 or Shelia.Bourns@unt.edu.  If you have questions about your Minimal Review approved study, please contact Jordan Harmon at 940-565-4258 or Jordan.Harmon@unt.edu. 
​​​or thse changes.  \

ormed consent forms and will not implement the changes until i r procedures will be used in teh ion, respon
For IRB Use Only


IRB File No: _________________


Date Received: _______________


Date Approved: _______________
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