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UWG Institutional Review Board
1601 Maple Street
ORSP Office – 3rd Floor Pafford Social Sciences Building
Carrollton, GA 30118
Phone: 678/839-6119 / irb@westga.edu

APPLICATION TO MODIFY APPROVED RESEARCH PROTOCOLS

Federal Regulations require IRB approval before implementing proposed changes for all Expedited or Convened research studies including any alteration in consent or form to the protocol, consent form, or supportive materials (e.g. study information sheet, data collection instruments, recruitment materials, study personnel list, etc.). The only exception to this policy is when there is need to eliminate an immediate hazard facing the subject as outlined in 45 CFR §46.108(a)(3)(iii) and 21 CFR §56.108(a)(4). This review of changes to previously approved research ensures that the regulatory criteria for IRB approval continues to be met and that the risk/benefit ratio remains appropriate in light of the proposed changes. 

Before completing this form, please review the IRB Guidance on Study Modifications on the UWG IRB website. Amendments for Exempt studies should only be submitted for specific proposed changes.

Documents Required for Modification Approval. Provide one copy of the following:
· Completed and signed IRB Modification Application.
· Tracked changes or highlighted versions of all amended documents including the previously approved protocol.
· Clean versions of all amended documents.
· Any new documentation that has not yet been submitted to the IRB (ensure new documents are identified as such).
· All submissions for studies determined to be Greater Than Minimal Risk by the IRB must include a complete list of documents submitted for review with clear names and file names that the IRB can reference in the letter approving the modification. If there are multiple consent forms, ensure they are clearly differentiated.

	SECTION I – STUDY DEMOGRAPHICS

	Full Protocol Title:
	

	IRB Number: 
	

	Principal Investigator (PI):
	

	Co-Investigator(s): 
	

	Other Key Personnel:
	

	Funding Source:
	




	SECTION II – PRIMARY CONTACT INFORMATION

	Name:

	Email:

	Phone:

	Is this a multi-site study where UWG is serving as the Single IRB or IRB of Record for external sites? If yes, indicate whether this is a study-wide amendment (i.e. the modification affects all sites) OR which sites are affected. Provide names, email, and phone for the site Investigator and study contact at those sites.
	☐ Yes
☐ No


	




	SECTION III – MODIFICATION PURPOSE

	☐
	Update personnel. If this is the ONLY change being submitted: Check this box, skip to the personnel change section, and continue completing the form. All personnel changes must also be made in the amended application.

	☐
	Submit revisions to/ addition of study documents and/or procedures (provide a summary of the changes below or in a separate cover letter).

	☐
	Provide regulatory documentation that does not alter study activity (e.g. administrative updates)

	☐
	Respond to IRB stipulations from a previous review. Provide original submission date below or IRB approval number in cover letter.

	




	SECTION IV – AMENDED OR ADDED MATERIALS
Identify submitted documents by checking all that apply.

	☐
	Approved protocol.

	☐
	Consent/assent form(s). All consent documents must have the IRB number and IRB version date on them.

	☐
	Recruitment documentation and advertisements.

	☐
	Data collection instruments (e.g. survey, interview protocol, etc.).

	☐
	Informational or therapeutic materials for subjects.

	☐
	Other IRB approved documents. Identify other documents which you are modifying or adding below.

	




	SECTION V – PROPOSED CHANGES
Identify the type(s) of PROPOSED changes by checking all that apply.

	
	Type of Amendment
	Examples

	☐
	Increased risk to subjects.
	New risk identified; changes made as a result of updated Investigator Brochure, serious adverse event, or IND (Investigational New Drug) or IDE (Investigational Devise Exemption) report.

	☐
	Eligibility changes.
	Change to the inclusion or exclusion criteria in the study.

	☐
	Recruitment of subjects.
	Change in the way subjects are recruited; new or revised advertisement.

	☐
	Scientific changes.
	Adding a new arm; changing objectives; changing statistical analyses; adding correlative studies; increase or decrease in overall accrual goal (i.e. target number of participants).

	☐
	Data, data collection, and data collection materials.
	Revised study diaries, questionnaires, or surveys given to subjects; addition or removal of data points or visits in the case report forms.

	☐
	Editorial or administrative changes.
	Change in contact information; change in site subjects (e.g. adding or removing a research site; transferring a subject from one site to another; updating contact information for a specific site); typographical errors corrected; clarifications made to previously approved research.



	SECTION VI – DESCRIPTION OF PROPOSED CHANGES

	1.
	Describe all proposed changes.

	

	2.
	Provide rationale for all modifications.

	

	3.
	Comment on whether any elements of the modification pose any new or increased risk to subjects. Consider how the amendment may affect any previous determinations made by the IRB.

	

	4.
	Describe whether the amendment will change the scope or objectives of the project.

	




	SECTION VII – CURRENT STATUS OF STUDY

	Enrollment status.
	☐  Study has not begun (no subjects consented).
☐  Open to subject enrollment.
☐  Closed to subject enrollment.

	Current UWG enrollment.

☐  Check here if no UWG 
subjects enrolled.
	Total number of subjects consented at UWG:

	
	     Number of active UWG subjects:

	
	     Number of UWG subjects in follow up:

	
	     Number of completed UWG subjects:

	Current study-wide enrollment.
	Total number of subjects consented in the study:

	
	     Number of active subjects:

	
	     Number of subjects in follow up:

	
	     Number of completed subjects:



	SECTION VIII – CHANGES TO CONSENT

	Does the current modification change the content of the consent form? 
	☐ Yes
☐ No

	If yes, indicate the re-consent plan:
	☐  N/A – no subjects enrolled
☐  PI/site plans to re-consent all subjects
☐  PI/site site plans to re-consent only select number of subjects (provide rationale below)
☐ PI/site does not plan to obtain re-consent (provide rationale below).

	Rationale:



	SECTION IX – CHANGES TO PERSONNEL

	☐  
	No changes to personnel.

	☐  
	Removing personnel. List removed personnel and indicate whether any study documents required revision.

	

	☐  
	Updating CITI training for existing personnel. List personnel and provide renewed CITI training reports/certificates.

	

	☐  
	Adding new UWG personnel. Include name, provide CITI training reports/certificates, and describe role in the study for all personnel being added. Ensure all new personnel are engaged in the study. If a change of PI is being submitted, a letter indicating transfer and acceptance of PI responsibilities is required with signatures from both former and current PI. If the old PI has left UWG and their signature cannot be provided, document this in the letter. In lieu of outgoing PI signature, obtain the signature from the Department Chair.

	

	☐  
	Adding new non-UWG personnel. List personnel, institutional affiliation, provide CITI training reports/certificates, and describe role in the study for all personnel being added.

	



I acknowledge that I have disclosed to the IRB all relevant information that might affect the analysis of this study.
☐ Acknowledged
Person completing this form: My name and date together constitute my electronic signature to this application. 

Name of person completing this form						Date

Principal Investigator: My name and date together constitute my electronic signature to this application. I have completed this application for scientific merit, rationale, and significance. I acknowledge that I will serve as Principal Investigator on the project and accept the responsibilities that role entails as noted above. I approve of the ethical foundation of the study.


Principal Investigator Name						Date
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