Form #4

                                                                      Office of Research Administration
Regulatory Services for Human Subjects Research

The University of Texas at Arlington

Institutional Review Board
Request for Modification Approval

1. Study Identification

Principal Investigator:      
IRB #:      
Project Title:      
2. Will this modification require a change to the Informed Consent Document or Assent?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
If yes, attach a copy of the revised informed consent/assent. 
3. Check any other issue or document(s) that were revised.

 FORMCHECKBOX 
 Protocol/project narrative/procedures/methods (describe in lay language the nature of this modification and the rationale for the change.  Itemize revisions resulting from this amendment.
 FORMCHECKBOX 
 Change Protocol Title:  From:       / To:      
 FORMCHECKBOX 
 Add / delete project staff (members of the research team).  (Attach separate sheet if necessary)


 FORMCHECKBOX 
 Change in project status from last continuing review

 FORMCHECKBOX 
 Change in subject participation      

 FORMCHECKBOX 
 Other (list document and new version date please):      
4. Does this modification change the risk to participants?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes    
If yes, please provide detailed explanation.       
5. Indicate how new information will be communicated to currently enrolled participants. If this is not considered necessary, please provide explanation.
     
Please remember to attach any required documents, including any revised documents as noted above, sponsor summaries or other supporting material, if available.

___________________________________________

_____________________________

Signature, Principal Investigator



Date

Administrative Use Only:  Signature of IRB Reviewer________________________________Date: _________ 
[   ] Approved

[   ] Approved with Stipulations (List below or attach sheet)  
Comments/Stipulation(s): 



[   ] Refer to Full Board   
Full Board Decision: [   ] Approved
[   ] Approved with Stipulations
    [    ] Disapproved
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