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REQUEST FOR MODIFICATION

	Complete this form to request changes to IRB approved research.  As applicable, provide the revised materials (i.e., protocol, consent, flyer, etc.), one copy with change(s) underlined (or “tracked”) and one copy with change(s) incorporated (clean). All materials should be submitted single sided.


A.  STUDY INFORMATION
	1.  IRB NUMBER
	

	2.  STUDY TITLE
	

	3.  PRINCIPAL INVESTIGATOR
	
	4.  PI PHONE & FAX #
	

	5.  PI EMAIL ADDRESS

	6.  RESEARCH COORDINATOR
	
	7.  PHONE & FAX #
	

	8.  EMAIL ADDRESS


B.   TYPE OF MODIFICATION (SELECT ALL THAT APPLY)
	 FORMCHECKBOX 

	Change in Study Personnel
	Complete Section C.

	 FORMCHECKBOX 

	Change in Enrollment
	Complete Section D.





	 FORMCHECKBOX 

	All Other Changes
	Complete Section E.





C. CHANGE IN STUDY PERSONNEL
	1.  PERSONNEL TO BE ADDED

	Name and Degree:
	

	Role on Project
	
	Dept. or Division
	

	Employer
	

	Email
	
	Phone and Fax Number
	

	

	Name and Degree
	

	Role on Project
	
	Dept. or Division
	

	Employer
	

	Email
	
	Phone and Fax Number
	


If additional room is needed to list all study personnel, rows may be added (if assistance is required, please contact the IRB office at 404-785-7555.
	2.  PERSONNEL TO BE DELETED

	Name:
	

	Email
	
	Phone and Fax Number
	

	

	Name:
	

	Email
	
	Phone and Fax Number
	


If additional room is needed to list all study personnel, rows may be added (if assistance is required, please contact the IRB office at 404-785-7555.
	3.  PERSONNEL CHANGING ROLES

	Name and Degree:
	

	Previous Role
	
	New Role
	

	Email:
	

	

	Name and Degree
	

	Previous Role
	
	New Role
	

	Email
	
	
	


If additional room is needed to list all study personnel, rows may be added (if assistance is required, please contact the IRB office at 404-785-7555.
	4.  Does any Children’s investigator (including principal or co-investigator(s)), key personnel, or their immediate family members have any financial interest (including royalty, equity interest, consulting salary, stock options,  intellectual property rights, compensation related to the research, proprietary interest related to the research including, but not limited to, a patent, trademark, copyright, or licensing agreement, or other financial interest related to the research) with the sponsor or other study related entities outlined in the Conflict of Interest Related to Research Policies and Procedures? 
If yes, please submit a completed Investigator Conflict of Interest form and any applicable attachments.
FOR PHS-FUNDED studies, financial disclosure related to institutional responsibilities by senior key personnel is also required.
	        FORMCHECKBOX 
 YES   
 FORMCHECKBOX 
 NO

	5.  If this study is funded by PHS (NIH, CDC, FDA, etc.), have all investigators (senior key personnel) completed the required financial conflict of interest training?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO   FORMCHECKBOX 
 N/A
If Yes, please include a copy of certificate(s) of completion for personnel being added.     
If No, study will not be renewed until training is complete.

	6.  Review study documents where study staff may be listed (i.e., informed consent documents, protocol, advertisements, etc.) and include any revised documents.   FORMCHECKBOX 


	7.  If you have a 1572 and are adding or removing an investigator, co-investigator, or any other study personnel (i.e., coordinator, pharmacists, etc.) with a role in performing critical study functions and/or making direct and significant contributions to data, please include the revised document.   FORMCHECKBOX 


	8.  Assure all additions have completed the required CITI and GCP modules.   FORMCHECKBOX 
  

	9.  Review study documents where enrollment needs revised (i.e., informed consent documents, protocol, advertisements, etc.) and include any revised documents.   FORMCHECKBOX 



D. CHANGE IN ENROLLMENT
	The number of subjects is defined as the number of individuals who provided informed consent, even if the subject is found to be ineligible or otherwise does not complete the study.  For reviews of medical records, analysis of specimens and other studies with no direct subject interaction, subjects “enrolled” refers to those persons whose information has been collected for use in this study.

	1.  Currently approved number of subjects (or records, specimens, etc.)
	

	2.  Requested number of subjects (or records, specimens, etc.) to be added 
	

	3.  Total requested number of subjects (or records, specimens, etc.) (D1 + D2)
	

	4.  Provide rationale for adding subjects:

	5.  Review study documents where enrollment needs revised (i.e., informed consent documents, protocol, advertisements, etc.) and include any revised documents.   FORMCHECKBOX 



E. ALL OTHER CHANGES
	1.  Describe the change(s) to the research and provide a rationale for each change.  

	2.  Will there be any change in the risk(s) to subjects?

If yes, please explain and revise consent documents and protocol as necessary.
	 FORMCHECKBOX 
 YES   
 FORMCHECKBOX 
 NO

	3.  Will there be any change in the benefit(s) to participants?

If yes, please explain and revise consent documents and protocol as necessary.
	 FORMCHECKBOX 
 YES   
 FORMCHECKBOX 
 NO

	4.  Could the proposed change(s) affect subjects’ willingness to take part in the research?

If yes, please explain and provide new or revised documents to inform the  currently enrolled subjects.
	 FORMCHECKBOX 
 YES   
 FORMCHECKBOX 
 NO


PRINCIPAL INVESTIGATOR’S ASSURANCE

	The signature of the Principal Investigator certifies that he/she acknowledges responsibility for (1) the ethical conduct of the research study in protecting the rights and welfare of human research subjects; (2) the adequate training, knowledge and experience of all study personnel; and (3) the timely reporting of all required information.  The Principal Investigator assures that the information in this application is correct and all procedures performed under the project will be conducted in strict accordance with all applicable Federal, State and local regulations and policies regarding the protection of human subjects in research.

​​​​​​​​​​​​​​​​​​__________________________________                       _____________________________                          ________________

Principal Investigator’s Signature

 
     Printed Name




  Date




Signature page must be received as original, fax to (404) 785-9470, or scanned and sent as a pdf via email to irb@choa.org.  Electronic signatures will not be accepted.  
	*********TO BE COMPLETED BY THE INSTITUTIONAL REVIEW BOARD (IRB)*********


Action taken by the Institutional Review Board:

 FORMCHECKBOX 
 Expedited Review





 FORMCHECKBOX 
 Approved

 FORMCHECKBOX 
 Approved w/Modification

 FORMCHECKBOX 
 Full Board Review

















 FORMCHECKBOX 
 Disapproved (FB only)
 FORMCHECKBOX 
 Clarification needed









 FORMCHECKBOX 
  Referred to Full Board 
Children’s IRB Chair, Vice Chair or Their Designee





Date
If modification affects one or more regulatory criteria, approval indicates all relevant regulatory criteria for approval were met

1. The risks to the subjects are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
2. The risks to the subjects are reasonable in relationship to anticipated benefits and the importance of the knowledge that may reasonably be expected to result.

3. The selection of subjects is equitable.

4. A process has been established for obtaining informed consent from each prospective subject or the subject’s legal representative, in accordance with and to the extent required by DHHS and FDA regulations and the policies of the hospital.

5. A process has been established to document informed consent.

6. A procedure has been established to monitor the data collected to ensure the safety of subjects; and

7. The investigational research plan adequately provides for the protection of privacy of subjects and the maintenance of confidentiality of data concerning those subjects.

8. That applicable regulations for the protection of children (CFR 45: 46, Subpart D) are satisfied.
To be completed by IRB:


Date Received:  __________
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