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Office of Research Integrity
Institutional Review Board (IRB)
2000 University Avenue								Phone:  765-285-5070
Muncie, IN  47306-0155								Fax:  765-285-1328

IRB Modification/Amendment Form

	IRBNet Number:
	[bookmark: Text1][bookmark: _GoBack]     
	Date:
	[bookmark: Text2]     

	Principal Investigator:
	[bookmark: Text3]     

	
	

	Protocol Title:
	

	[bookmark: Text4]     


Any modification is ANY change to a previous approved protocol.  Modifications must be approved by the IRB before they may be implemented.
1. Please check the appropriate box for the modifications you are requesting.  Upload a revised version of all documents affected by these modifications with changes highlighted.  Remember that the Principal Investigator (PI), Faculty Advisor (FA), and Protocol Title Changes will likely affect the Informed Consent Form and any other documentation.

[bookmark: Check1]|_|	Change of Principal Investigator (PI)- A revised Informed Consent may be needed with the new 	PI’s contact information.  (New PI must have completed the CITI Training prior to IRB approval)
	
	New PI Name:
	[bookmark: Text5]     

	Department:
	[bookmark: Text6]     

	Telephone:
	[bookmark: Text7]     

	Email:
	[bookmark: Text8]     



[bookmark: Check2]|_|	Change of Faculty Advisor (FA)- A revised Informed Consent Form may be needed with the new 	FA’s contact information.  (New FA must have completed the CITI Training prior to IRB approval)

	New FA Name:
	     

	Department:
	     

	Telephone:
	     

	Email:
	     



[bookmark: Check3]|_|	Change in Protocol Title

	Old Protocol Title:	
	[bookmark: Text9]     



	New Protocol Title (Make sure this is changed on all documents and on IRBNet):	
	[bookmark: Text10]     







[bookmark: Check4]|_|	Change in Key Peronnel

[bookmark: Check5]	|_|	Add (New Personnel must have completed the CITI Training for the protection of research 			participants before IRB approval).
	
	New Personnel Name
	Faculty, Staff, Student, Outside, Other
	Role in Study (Co-PI, Research Assistant, etc.)
	Email
	Phone

	[bookmark: Text11]     
	[bookmark: Text17]     
	[bookmark: Text23]     
	[bookmark: Text29]     
	[bookmark: Text35]     

	[bookmark: Text12]     
	[bookmark: Text18]     
	[bookmark: Text24]     
	[bookmark: Text30]     
	[bookmark: Text36]     

	[bookmark: Text13]     
	[bookmark: Text19]     
	[bookmark: Text25]     
	[bookmark: Text31]     
	[bookmark: Text37]     

	[bookmark: Text14]     
	[bookmark: Text20]     
	[bookmark: Text26]     
	[bookmark: Text32]     
	[bookmark: Text38]     

	[bookmark: Text15]     
	[bookmark: Text21]     
	[bookmark: Text27]     
	[bookmark: Text33]     
	[bookmark: Text39]     

	[bookmark: Text16]     
	[bookmark: Text22]     
	[bookmark: Text28]     
	[bookmark: Text34]     
	[bookmark: Text40]     


	Attach additional names, if necessary, as a document titled, “Additional Key Personnel” and 		upload to IRBNet.

[bookmark: Check6]	|_|	Delete Personnel

	Name of Personnel
	Role in the Study (Co-PI, Research Assistant, etc.)

	[bookmark: Text41]     
	[bookmark: Text45]     

	[bookmark: Text42]     
	[bookmark: Text46]     

	[bookmark: Text43]     
	[bookmark: Text47]     

	[bookmark: Text44]     
	[bookmark: Text48]     




[bookmark: Check7]      |_|	Change of Research Location- A letter of support/permission may be needed from new location 	sites where research will be done.  Upload the letter of support/permission on IRBNet.  
	List the 	Location(s):	
	[bookmark: Text49]     



[bookmark: Check8]      |_|  	Change of Informed Consent Form 

[bookmark: Check9]	|_|	Minor Revision- Changes that do not alter meaning or procedures (spelling, defining a 			term, in lay language, changes to reflect what is already approved, and new personnel).
	[bookmark: Text50]     		



[bookmark: Check10]	|_|	Major/Significant Revision- Changes that alter procedures or meanings of terms changes 			that accompany a modification to procedures in the protocol, or addition/waiver of any 			elements of informed consent.
	[bookmark: Text51]     



[bookmark: Check11]|_|	Changes/Revisions of Recruitment Materials or Methods (Explain).
	[bookmark: Text52]     



[bookmark: Check12]|_|	Change in Population or Number of Subjects (Addition of Protected Populations may require 	change in review status).

[bookmark: Check13]	|_|	Added Population/Subjects
		
	 Number of Subjects (A range is acceptable):
	[bookmark: Text53]     


		
[bookmark: Check14][bookmark: Check15][bookmark: Check16]		Gender:		|_| Male	|_| Female	|_| Both Male and Female
		
	 Age Ranges:
	     



		Check all categories that apply to the populations to be added :

[bookmark: Check17][bookmark: Check21]		|_| Normal Healthy Adults (≥ 18 years)		|_| Cognitively Impaired*
[bookmark: Check18][bookmark: Check22]		|_| Students (≥ 18 years)			|_| Patients/Clients*
[bookmark: Check19][bookmark: Check23]		|_| Student Athletes (≥ 18 years)		|_| Pregnant Women*
[bookmark: Check20][bookmark: Check24]		|_| Minors (≤ 17 years)*				|_| Prisoners*
[bookmark: Check25]		|_| Other (Explain):			
	[bookmark: Text54]     


			
		*Protected Population

[bookmark: Check26]	|_|	Delete Population/Subjects:
	[bookmark: Text55]     		



	
	
	Indicate NEW TOTAL number of subjects for this study:
	[bookmark: Text56]     



[bookmark: Check27]|_|	Change in Conflict of Interest/Commitment 
	(If checked, fill out new Conflict of Interest Disclosure Form)

2. Other Modifications (Describe the requested modifications in sufficient detail.  Upload a revised copy of all documents affected by the modification.  If additional space is needed, please upload a separate document)

	[bookmark: Text57]     




3. Provide a justification for all requested modifications from Sections 1 and 2.  
	[bookmark: Text58]     




Submission for this Modification/Amendment Form must be electronically signed within IRBNet by the Principal Investigator (and Faculty Advisor, when applicable).  Your electronic signature indicates your certification that the information provided in this document is accurate and current.
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