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	INSTRUCTIONS:

· Complete the Submission Checklist located in Appendix A to determine what documents aside from this form are required to be submitted for review. 

· Submit this form to irb@une.edu as soon as possible following the event, in accordance with UNE IRB policy or sponsor requirements. 

Note: This form must be used to report any new events that may impact the conduct, safety, or ethical oversight of a research project, regardless of whether it is classified as exempt or non-exempt. Reportable events include, but are not limited to, adverse events, unanticipated problems, protocol deviations, confidentiality or data breaches, and participant complaints.

· 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]EVENT DESCRIPTION

	1. Specify the following details:

a) Date and time the event occurred (if known):

Enter text

b) Date the event was discovered (e.g., when first brought to the attention of study personnel): 

Enter text

c) Location of the event (e.g., lab, online, off-site clinic, participant’s home):

Enter text


	2. Type of reportable event: (select all that apply)

	☐	Unanticipated problem involving risks to participants or others

An unexpected event related to the research that suggests participants or others are at greater risk of harm than previously known and may require procedural changes to the study or consent process. The use of the term “others” refers to individuals who are not enrolled research participants but who may be affected by the research or a research-related event. 

	☐	Adverse event (AE) 

Any unexpected medical or psychological occurrence in a research participant, whether or not it is related to study procedures, that results in harm or poses a potential risk to the participant’s health or well-being. Examples include: new or worsening physical symptoms (e.g., headache, nausea, chest pain), psychological distress (e.g., anxiety, depression), hospitalization or emergency room visit, allergic reaction or side effect from a study intervention, injury occurring during study participation. 

	☐	Protocol deviation/violation

A departure from approved study protocol, procedures, or consent process, whether intentional or accidental, that may affect participant safety, rights, or data integrity.

	☐	Breach of confidentiality

An unauthorized access, use, or disclosure of private or identifiable participant information.

	☐	Data loss or security issue

The accidental or unauthorized loss, destruction, or compromise of research data, including issues involving electronic systems or physical records.

	☐	Participant complaint

A concern or grievance expressed by a participant about their experience in the study, which may relate to safety, consent, procedures, or treatment. 

	☐	Noncompliance

Failure to follow applicable regulations, IRB requirements, or institutional policies. 

	☐	Other (describe below)



Enter text


	3. Provide a clear, factual description of the event: 

Note: Include what happened, how it was discovered, and who was involved. 

Enter text


	4. Did this event place participants or others at increased risk of harm? 

Note: The use of the term “others” refers to individuals who are not enrolled research participants and whose welfare, rights, or safety may be impacted by the research or research-related event.  

☐ No
☐ Yes (answer the questions below)

a) Specify the number of participants affected (if applicable):

Enter text

b) Were participants or others notified of the event? 

☐ No (explain why not below)
☐ Yes (describe how and when below)

Enter text




	C. ROOT CAUSE ANALYSIS & CORRECTIVE ACTIONS

	1. Identify and explain the root cause(s) or contributing factors that resulted in the event:

Instructions: A Root Cause Analysis is used to identify the underlying factors that contributed to the unexpected or adverse event — beyond the obvious or most apparent causes. When completing this section, consider the following areas as applicable: 

· Human Factors: Were personnel properly trained? Was there fatigue, distraction, or misunderstanding? 

· Communication Issues: Was there a failure to communicate changes, procedures, or responsibilities?

· Procedural or Protocol Factors: Were SOPs or the approved protocol unclear, incomplete, or not followed?


· Equipment/Facility Factors: Did equipment fail or malfunction?

· Management/Systems Issues: Were workloads, resources, or oversight insufficient? Were processes missing or ineffective? 

Enter text


	2. Describe all immediate actions taken in response to the event, including steps to manage the situation, minimize risks or harm to participants or others, and notify appropriate personnel. List any temporary or permanent corrective measures implemented. 

Enter text


	3. Summarize any additional planned follow-up or preventive actions, including a timeline for completion: 

Note: Describe any additional actions intended to prevent recurrence of the event. Examples include staff retraining, revisions to study documents, change in study team responsibilities, ongoing monitoring or audits, equipment updates, process or system improvements. For each planned action, indicate the anticipated timeline for completion. 

Enter text




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

	REQUIRED SUPPLEMENTAL DOCUMENTATION (as applicable to the reportable new event)
	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
	Applicable supporting documentation related to the reported event (e.g., incident or deviation reports, consent documentation or logs, data security or breach reports, screenshots, correspondence, or other relevant materials)

· Supporting documentation should be limited to materials necessary to adequately describe, assess, and address the reported event

	☐	☐
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