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NEBRASKA’S HEALTH SCIENCE CENTER          

                         
 
 
 OFFICE OF REGULATORY AFFAIRS (ORA)

                                                                                                                 Institutional Review Board (IRB)   

REQUEST FOR CHANGE INVOLVING ONLY

PERSONNEL, ADVERTISEMENTS, and/or EDUCATION MATERIALS

1. IRB #:      
2. TITLE OF PROTOCOL:      
3. PRINCIPAL INVESTIGATOR NAME:      

A.
Department:
      
B.
Address and/or campus ZIP:
     
C.
Phone:      

D.
Email address:      
4. LEAD COORDINATOR NAME:      


A.
Phone:      
B.
Email:      

5. CERTIFICATION OF PRINCIPAL INVESTIGATOR
Signature certifies that the proposed changes are necessary for scientific or administrative reasons, or to protect or reduce risks to human subjects.  The investigator understands that, if approved by the IRB, these changes become a permanent change to the protocol.
     

Printed Name of Principal Investigator



Signature of Principal Investigator



Date


RECRUITMENT MATERIALS

1.
Are there new or modified recruitment materials?  
 FORMCHECKBOX 

No


 FORMCHECKBOX 

 Yes.  Attach a copy of all applicable recruitment materials and the revised Section II of the IRB application.  
EDUCATIONAL MATERIALS

2.
Are there new or modified educational materials to give to subjects?   

 FORMCHECKBOX 
 
No



 FORMCHECKBOX 
 
Yes.   Attach a copy of all applicable educational materials and the revised Section II of the IRB research application.
PERSONNEL CHANGES

3.
Are study personnel added, deleted or whose responsibilities have been modified at this time?  

 FORMCHECKBOX 

No

 FORMCHECKBOX 
  Yes.  Complete the following table, modify and submit Section I and Section II of the IRB research application and consent form(s)/information sheet(s) (as applicable).  All personnel added to the protocol must be CITI trained prior to approval of the change.  In order to verify CITI training, please provide each new individual’s full name (i.e., first, middle and last).  For UNMC/UNO personnel, the name should match the legal name utilized by the University of Nebraska.  

	TYPED FULL NAME 

PLEASE DO NOT USE NICKNAMES.
	CLASSIFICATION
	ADDED, DELETED OR MODIFIED?
	IF ADDED OR MODIFIED

	
	
	
	FINANCIAL INTEREST IN THE RESEARCH?
	DOCUMENT INFORMED CONSENT?

	     
	 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
 FORMCHECKBOX 
 Modified
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
 FORMCHECKBOX 
 Modified
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
 FORMCHECKBOX 
 Modified
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
 FORMCHECKBOX 
 Modified
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A


4.
Is an Appendix - Personnel Change Form attached? 

 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes. Please specify # of forms attached      
Note: If additional space is needed for personnel changes, fill out the “Appendix - Personnel Change Form” located in the Miscellaneous section of the Forms sections on the IRB website.

REQUIRED SIGNATURES: 
 FORMCHECKBOX 

Principal Investigator has signed/dated this Request for Change form
 FORMCHECKBOX 

(If applicable) New Principal Investigator has signed/dated the assurance and UNMC Disclosure of Potential Conflict of Interest Form.  
 FORMCHECKBOX 

(If applicable) Any new responsible personnel declaring a financial interest has completed and signed the UNMC Disclosure of Potential Conflict of Interest Form 
SUBMIT TO THE OFFICE OF REGULATORY AFFAIRS (UNMC – 7830)
 FORMCHECKBOX 

This Request for Change form
 FORMCHECKBOX 

(If applicable) One copy of each UNMC Disclosure of Potential Conflict of Interest form (original sent to the UNMC Compliance Office (UNMC – 7810)

 FORMCHECKBOX 

One copy of the revised IRB application (Section I and Section II) with deletions crossed out and additions underlined.  

 FORMCHECKBOX 

(If applicable) One copy of the revised consent form(s) with deletions crossed out and additions underlined.
 FORMCHECKBOX 

(If applicable) Email the revised, clean consent form(s) to IRBORA@unmc.edu 
Section i





Section ii





Section iiI


SUBMISSION CHECKLIST
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