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PROTOCOL CHANGE APPLICATION
	
A study must be carried out in accordance with the protocol approved by the IRB. Any changes in the study, including changes in sites or research personnel who are instrumental to the design or execution of the study, must be approved by the IRB prior to the change taking place.

	Protocol Title: 
[bookmark: Text1][bookmark: _GoBack]     
	IRB Number:
[bookmark: Text2]     

	Name of Principal Investigator:
[bookmark: Text3]         
	[bookmark: Text9]Date of Last IRB Review:      

	[bookmark: Text4]PI Contact Information:     
	

	
	


	
1. Provide a copy of the revised protocol, and describe why and how the protocol will be changed: (attach additional sheets as necessary):

[bookmark: Text5]      

2. Describe the known and anticipated impact on the subjects: (attach additional sheets as necessary): 

[bookmark: Text6]      

3. Provide a copy of both the original and changed study documents and identify the location of all planned changes (Page & Paragraph): 

[bookmark: Text7]     

4. Describe planned personnel changes (if any).  Provide complete contact information.  Indicate their role in the study and submit proof of human subjects’ protection training:

[bookmark: Text8]     



Signatures:

[bookmark: Text10][bookmark: Text11]Principal Investigator:       Date:                                                            


[bookmark: Text12][bookmark: Text13]Approved IRB:       Date:                                
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