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	INSTRUCTIONS:

1. Complete the Submission Checklist located in Appendix A to determine what documents aside from this form are required as part of your amendment. 

2. Submit your completed application along with any required supplemental documentation to irb@une.edu for review.

Note: All modifications to previously approved study documents MUST be clearly indicated —preferably using track changes (for Word files) or highlighting (for PDFs) —within the original approved document. 

E-mail irb@une.edu for any questions you may have with regard to this form. 




	Version Date:
	Enter date when form is first completed or date when form is last updated 
	IRB #:
	Enter text
	Title of Project:
	Enter text


	A. [bookmark: _Hlk91787173]PROJECT INFORMATION

	Principal Investigator (PI) Name1:

Enter text
	You are:

☐ Faculty
☐ Staff
☐ Student
	UNE Center or College:
	

Enter text
	E-Mail:
	

Enter text	
	UNE Department:
	



Enter text
	Phone #:
	

Enter text	
	
	

	

	Faculty Advisor Name2:

Enter text
	E-Mail:

Enter text
	Phone #:

Enter text

	

	Current Review Category:

	☐	Exempt

	☐	Non-Exempt (Expedited or Full Board)



	Current Project Status: 

	☐	Not yet started (no participants enrolled)

	☐	In progress and enrolling participants
(specify the # of participants enrolled to date below)

	☐	Closed to enrollment – active follow-up ongoing

	☐	Data analysis only

	☐	Other (specify below)



Enter text


	1
	Per the federal regulations, only one individual can be named as the principal investigator of the project. 

	2
	[bookmark: _Hlk202257618]If a UNE student is named as the principal investigator of the study, a UNE-affiliated faculty advisor MUST be designated within the application.





	B. [bookmark: _Hlk202447306]SUMMARY OF REQUESTED CHANGES

	1. Type of change: (select all that apply)

	☐	Study design or methodology

	☐	Research population or inclusion/exclusion criteria

	☐	Recruitment procedures or materials

	☐	Consent documents or consent process

	☐	Study sites or locations

	☐	Data collection tools or procedures

	☐	Addition or removal of investigators or personnel

	☐	Funding source or sponsor

	☐	Risk or benefit assessment

	☐	Other (describe below)



Enter text


	2. For each item selected in Question 1, provide a concise description of the proposed change and the justification for it. 

Enter text


	3. Do the proposed changes alter any information in previously approved study documents? 

☐ No
☐ Yes (check all that apply below)

	☐	Exempt or non-exempt IRB application

	☐	Research proposal summary or protocol 

	☐	Participant information sheet or consent/assent form

	☐	Participant recruitment materials

	☐	Data collection tools

	☐	Other (specify below)



Enter text

	4. Do the proposed changes add any new documents? 

☐ No
☐ Yes (check all that apply below)

	☐	Participant information sheet or consent/assent form

	☐	Participant recruitment materials

	☐	Data collection tools

	☐	Letters of support/permission

	☐	Other (specify below)



Enter text




	C. IMPACT ON RESEARCH PARTICIPANTS

	1. Do any of the proposed changes involve the following? (select all that apply)

	☐	Alter the level of risk to participants? 
(e.g., increase or decrease risks, introduce new risks)

	☐	Affect confidentiality, privacy, or data protection?

	☐	Impact informed consent or participants’ understanding of the research?

	☐	Involve the collection of new or more sensitive information?

Sensitive information includes: 

· Information that relates to (a) sexual attitudes, preferences or practices, (b) the use of alcohol, drugs, or other addictive products, (c) illegal conduct, or (d) genetic information; 
· Information that if released, could reasonably damage an individual’s financial standing, employability, educational advancement, or reputation within the community; 
· Information that would normally be recorded in a patient’s medical record and the disclosure of which could reasonably lead to social stigmatization or discrimination;
· Information that pertains to an individual’s psychological well-being or mental health. 

	☐	Affect the willingness of currently enrolled participants to continue participation? 

	☐	Impact participants who have already completed their participation?

	☐	Change the population of participants, including adding vulnerable groups?
(e.g., children, prisoners, pregnant individuals, economically or educationally disadvantaged individuals, adults with impaired decision-making capacity, individuals with limited English proficiency, UNE students or employees)

	☐	Introduce new procedures that may require medical, psychological, or legal monitoring or referrals? 

	☐	Introduce new compensation or incentives that could be considered unduly influential? 

	☐	Involve re-identification of previously de-identified data or access to identifiable information not previously approved? 

	☐	Affect how participants are contacted, followed up with, or withdrawn from the study?

	☐	Change the potential benefits to participants or to society resulting from the research?



Note: If any items are selected, describe the potential impact on participants and/or study procedures below. 

Enter text






[bookmark: AppendixB][bookmark: AppendixA]Appendix A: Submission Checklist

	REQUIRED SUPPLEMENTAL DOCUMENTATION (as applicable to your proposed changes)
	Yes
	N/A

	1
	Signed copy of the Submission Attestation Form (click here)

· If the PI is a student, the document must also be signed by the respective Faculty Advisor

	☐	

	2
	Current CV or resume of the Principal Investigator if a change in PI is requested
	☐	☐
	3
	Copy of current CITI training completion certificates for all UNE-affiliated key personnel that are being added to the project

· All UNE-affiliated key personnel are required to take the applicable UNE-specific CITI training course(s) outlined below. 

Note: The IRB does NOT accept CITI training certificates completed at other institutions when key personnel are affiliated with UNE. 

· CITI training completion certificates are NOT required for non-UNE affiliated personnel or collaborators. If the external personnel or collaborators are affiliated with an organization with its own IRB, they will need to ensure they meet the human subjects training requirements of their own institution. 

Note: If the external personnel or collaborators are not affiliated with an organization with its own IRB, they may be required take the applicable UNE‑Specific CITI training course(s) outlined below.

	UNE-Specific CITI Training Courses
	Take when the research project…

	Social & Behavioral Research Investigators
	Involves the collection of data via focus groups, interviews, surveys, educational or psychometric tests, or observation of non-public behavior

	Data or Specimens Only Research
	Involves existing identifiable data (e.g., retrospective chart review) or biospecimens

	Biomedical Research Investigators
	Involves the collection of biomedical data, or biometric or physical data from participants

	Conflict of Interest
	Is funded or sponsored by a federal Public Health Service (PHS) agency




	☐	☐
	4
	Revised Research Proposal Summary or Protocol if requested changes require modification to these documents

	☐	☐
	5
	New or revised Participant Information Sheet or Consent/Assent Form 

	☐	☐
	6
	Letter(s) of Support/Permission:

· Required from any new non-UNE sites where research will be conducted; or when applicable, documentation of IRB approval from the external site(s)

· Required when PHI originates from a new non-UNE covered entity and the project involves access to, use, or disclosure of PHI for research purposes

Note: The letter of support from the new non-UNE covered entity must attest that they are aware of the proposed project and support the access to, use, or disclosure of PHI to the study team for research

	☐	☐
	7
	New or revised Data Collection Tools (as applicable):

· Master list or linking key template
· Interview scripts/guides
· Questionnaires
· Surveys
· Diaries
· Data collection form template

	☐	☐
	8
	New or revised Participant Recruitment Materials (as applicable):

· Flyers
· Notices
· Letters
· E-Mails
· Verbal scripts
· Advertisements (e.g., newspaper, radio, tv, social medial, etc.)

	☐	☐
	9
	Whenever possible, submit separate Microsoft Word files for the following study documents:

· Revised Exempt or Non-Exempt IRB Application
· Revised Research Proposal Summary or Protocol
· New or revised Participant Information Sheet or Consent/Assent form
· New or revised Data Collection Tools (see item 7 above)
· New or revised Participant Recruitment Materials (see item 8 above)

Note: At the end of the review process, the IRB will provide the Principal Investigator with clean, version-controlled copies of all approved study documents for use in the project. 

	☐	



	Applicant Remarks:

	Enter text




	RES-F-029; Rev 0; Effective Date: 1/9/2026



image1.png
UNIVERSITY OF
NEW ENGLAND

INNOVATION FOR A HEAI THIER PILANET





