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______________________________________________________________________________________
NEBRASKA’S HEALTH SCIENCE CENTER          

                         
     OFFICE OF REGULATORY AFFAIRS (ORA)

                                                                                                             Institutional Review Board (IRB)   
REQUEST FOR CHANGE 
Instructions: All changes identified on this form must be accompanied by the respective form, with change clearly identified.  IRB application changes must have the deletions crossed out and the additions underlined.  All other Word documents should have changes tracked.  Please review the Submission Checklist thoroughly to ensure that all necessary documents are submitted.
The IRB files must contain a complete and accurate description of the research; therefore, this form must be accompanied by a revised IRB research application (with deletions crossed out and additions underlines) and other modified documents, such as consent forms, recruitment letters or educational materials (with changes tracked).  The IRB suggests that when revising the IRB application clearly identify the new version by a date or version number.  

Information should be provided by site for all studies involving more than one site for which the UNMC IRB OR Joint Pediatric IRB is the only IRB of record.  
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 principal investigator understands that, if approved by the IRB, these changes become a change to the protocol.

     
Printed Name of Principal Investigator

_________________________________________
__________
Signature of Principal Investigator




Date

1.
Are there changes in Section I of the IRB Application?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes.  Fill out one table for each change.  
Attach and modify Section I of the IRB Application, consent forms and/or information sheets (as applicable).  If there are more changes to Section I than tables allotted, copy and paste the blank table, as needed.  Changes to Section I may include, but are not limited to, study title, granting agency or sponsor.
	Section I.# (i.e. Section I.2)
	

	Current
	

	New
	

	Justification for change
	


	Section I.# (i.e. Section I.2)
	

	Current
	

	New
	

	Justification for change
	


	Section I.# (i.e. Section I.2)
	

	Current
	

	New
	

	Justification for change
	


2.
Are there changes in Section II of the IRB Application?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes.  Identify the following for each change.  Attach and modify Section II of the IRB Application, consent form(s) and/or information sheet(s) (as applicable).  If there are more changes to Section II than tables allotted, copy and paste the blank table, as needed.  Changes to Section II may include, but are not limited to, risks, accrual or numbers of samples/records*, eligibility criteria, methods or procedures.

	Section II.# (i.e. Section II.2)
	

	Current
	

	New
	

	Justification for change
	

	Does the change increase or decrease risk associated with the research?
	 FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 
 YES
	Explain: 


	Section II.# (i.e. Section II.2)
	

	Current
	

	New
	

	Justification for change
	

	Does the change increase or decrease risk associated with the research?
	 FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 
 YES
	Explain: 


	Section II.# (i.e. Section II.2)
	

	Current
	

	New
	

	Justification for change
	

	Does the change increase or decrease risk associated with the research?
	 FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 
 YES
	Explain: 


*Note: If there is a change to accrual or numbers of samples/records (i.e. human biological material or medical records), the maximum number of subjects includes all subjects consented at University of Nebraska Medical Center, The Nebraska Medical Center, University of Nebraska-Omaha or Children’s Hospital and Medical Center (UNMC, TNMC, UNO or CH&MC) and all IRB-approved performance sites listed in Section I of the IRB application.  The IRB approves a maximum number of subjects to be consented.  "Consented" subjects are persons who have agreed to participate in the research and have signed the consent form.  

3.
Does the Clinical Trial Master Matrix require modification as a result of any of the changes in this study? 

 FORMCHECKBOX 
 
Not applicable
 FORMCHECKBOX 
 
No



 FORMCHECKBOX 
 
Yes.   Attach a modified Clinical Trial Master Matrix that reflects the current version of the methods, procedures and commercial contract.

4.
Are there changes in the consent form(s) and/or information sheets?  

Note: Changes in the consent form(s) and/or information sheet(s) previously described in this form or related to personnel do not need to be listed here.  This section pertains only to modifications that are specific to the consent form.  
 FORMCHECKBOX 
 Not applicable
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes.  Attach and modify consent form(s) and/or information sheet(s) (as applicable).  If there are more changes to the consent form(s) and/or information sheet(s) than tables allotted copy and paste the blank table, as needed.
	Current
	

	New
	

	Justification for change
	


	Current
	

	New
	

	Justification for change
	


	Current
	

	New
	

	Justification for change
	


CHANGE(S) IN RECRUITMENT OR EDUCATIONAL MATERIAL (5-6)
5.
Are there new or modified recruitment materials?  
 FORMCHECKBOX 
 
No



 FORMCHECKBOX 
 
Yes.  Fill out the table below and attach a copy of all applicable recruitment materials and modify Section II of the IRB application. Recruitment materials may include, but are not limited to, brochures, newspaper/magazine advertisements, bulletin board posters, physician recruitment letters, UNMC Searchable Clinical Trials database, UNMC Eppley Clinical Trials Database, clinicaltrials.gov, radio/television scripts, and videotapes.
	New
	Modified
	Recruitment Material
	Justification

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	


6.
Are there new or modified educational materials to give to subjects?   

 FORMCHECKBOX 
 
No



 FORMCHECKBOX 
 
Yes.   Fill out the table below and attach a copy of all applicable educational materials and modify Section II of the IRB research application.
	New
	Modified
	Educational Material
	Justification

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	


OTHER CHANGES (7)
7.
Are there other changes that have NOT been addressed previously in this form (except personnel changes)?  
 FORMCHECKBOX 

No.
 FORMCHECKBOX 

Yes.  Either fill out the table below or attach a summary or list of administrative changes.
	

	

	

	


SUBJECT ACCRUAL RESTRICTIONS & RECONSENT (8-9)
8.
Was subject accrual halted pending IRB-approval of the Request for Change?  Note:  If the Request for Change in methods or procedures impacts subject safety (e.g., a safety-related change in eligibility or addition of or change in a screening procedure) further subject accrual must be temporarily halted until the IRB approves the change.  If there is new or modified risk information that is material to a prospective subject’s decision to participate in the study further, subject accrual must be temporarily halted.
 FORMCHECKBOX 

Yes.  Explain. 




 FORMCHECKBOX 

No.  Provide justification why subject accrual was not halted. 



 
9.
Will subjects be re-consented?  
Note: Significant new findings (for example, previously unknown side effects) developed during the course of the research or information concerning changes in protocol that may relate to the subject's willingness to continue participating must be promptly provided to the subject [45 CFR 46.116.b(5) and 21 CFR 50.116.b(5)].  In this section, the investigator must describe the process of re-consent.  Depending upon the importance of the information to currently enrolled subjects, the investigator may decide to immediately notify all subjects by telephone or other contact means.  In this case, the IRB should be notified as soon as possible. 
 FORMCHECKBOX 

Not applicable (waiver of consent approved by the IRB)
 FORMCHECKBOX 
  No.  Provide justification why re-consent is not required.  
 FORMCHECKBOX 
  Yes.  Complete the following:
A.
Which subjects will be re-consented (all enrolled subjects, or a subset of enrolled subjects)?  


B.
What is the location where re-consent will be obtained, and how will the environment be conducive to discussion and thoughtful consideration?


C.
Who will be involved in the process of re-consent and what are their responsibilities? 


D.
How much time will be allotted to the process of re-consent? 


E.
How will it be determined that the subject understood the information presented?  

PERSONNEL CHANGES (10-11)
10.
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


11.
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.
submission checklisT
Note: Per requirements of 45 CFR 46.103(b)(4) and 21 CFR 56.108(a)(3)(4), changes in approved research cannot be initiated without IRB review and approval unless necessary to eliminate apparent immediate hazards to the subject or provide important information germane to informed consent.  In this circumstance, the IRB must be notified immediately.  

1. REQUIRED SIGNATURES
 FORMCHECKBOX 
  Principal Investigator signed and dated this form.
 FORMCHECKBOX 
 (If applicable) New Principal Investigator signed and dated the assurance

 FORMCHECKBOX 
 (If applicable) New Principal Investigator has signed/dated 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 
2. ATTACH TO THE ELECTRONIC IRB APPLICATION
 FORMCHECKBOX 

The signed Request for Change form.

 FORMCHECKBOX 

(If applicable) The revised IRB application (Section I and Section II) with deletions crossed out and additions underlined.



 FORMCHECKBOX 

(If applicable) The revised consent form(s) and/or information sheet(s) with changes tracked
 FORMCHECKBOX 

(If applicable) The revised Clinical Trial Master Matrix

 FORMCHECKBOX 

(If applicable) Any correspondence from the sponsor related to this change, including protocol amendments or revisions, revised investigator brochure(s), questionnaires or recruitment items.

 FORMCHECKBOX 

(If applicable) Any new grants or revised grants associated with this change.

 FORMCHECKBOX 

Other:      
Note:  Once the IRB has reviewed and approved all modifications in the consent form(s) and/or information sheet(s), you will be requested to attach the revised forms to electronic IRB application.  Final IRB approval of the Request for Change and the IRB-approved stamped documents (i.e. consent forms, advertisements, letters) will be attached to the electronic IRB application.

3. OTHER APPROVAL REQUIREMENTS
 FORMCHECKBOX 

Fred & Pamela Buffett Cancer Center Scientific Review Committee (SRC)
· Cancer-related studies only
 FORMCHECKBOX 

Pharmacy & Therapeutics (P&T) Committee 
· Request for Change involves a change in drug dosing or the addition of a new drug.
 FORMCHECKBOX 
  Sponsored Programs Administration (SPA) 

· Request for Change involving a new contract or agreement

· Final execution of this change is contingent upon final execution of any contract or agreement.
Request for Change Form (07-15-09)
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Request for Change Form (03-10-14)












Page 6 of 7

