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I. INSTRUCTIONS

Use this form to determine whether to report an incident to the Northwestern University Institutional Review Board (IRB). Use one form per event or group of events related to the same cause/outcome. The Principal Investigator (PI) or designee should complete all applicable sections of this form and provide sufficient detail for the PI to assess the event and document their determination accurately. The IRB Office provides detailed information about reporting criteria on the Reportable New Information (RNI) webpage. Also, refer to the Corrective and Preventive Action (CAPA) Plans webpage for how to conduct a root cause analysis and write a CAPA plan that is specific, timely, and measurable.

The regulations at 45 CFR 46.108 (a)(4)(i) and 21 CFR 56.108 (b)(1) allow the PI to make the initial reporting determination. The PI is ultimately responsible for meeting all reporting obligations (e.g., to the study sponsor, to the lead site) and ensuring the ethical conduct of the research, including protecting human participants’ rights, safety, and welfare.

Save this completed form in your study’s research record.

IMPORTANT CONSIDERATIONS

Short Form Consent Process: The unexpected use of the short form consent process is reportable to the Northwestern University IRB by submitting an RNI to the IRB within 10 business days of use and does not require the completion of this Incident Assessment Tool. Follow the directions on the Short Forms page and include all relevant documents and confirmations in the RNI submission.
If relying on an External IRB: Per HRP-092 – SOP External IRBs, the PI must submit an RNI to the External IRB following the External IRB’s reporting criteria. The PI must also submit information reported to the External IRB to the Northwestern IRB in parallel with an RNI submission in Northwestern’s eIRB+ system. The RNI submission must be updated when the External IRB provides its final evaluation of the report. RNIs that do not involve or impact Northwestern University or its affiliates’ study participants are not required to be submitted to the Northwestern University IRB (e.g., Unanticipated Problems Involving Risks to Subjects or Others (UPIRSOs)). However, if something is reported to the external IRB that impacts Northwestern University or its affiliates’ participants, then a parallel submission in eIRB+ is required.

If the Northwestern University IRB is the IRB of record for one or more external sites: Per HRP-093 Northwestern University serving as the IRB Of Record, the PI must submit an RNI in Northwestern’s eIRB+ system for any event that meets the Northwestern University IRB Reporting criteria. This includes events, UPIRSOs, and other relevant RNIs that occur at affiliate sites and any site relying on the Northwestern IRB. It is the PI’s responsibility to consult with the relying site(s) PI(s) to ensure the report is detailed and accurate and that the corrective and preventive action plan is appropriate and actionable within the local context at the external site(s). 

Additional Required Actions: Additional notifications may be required regardless of whether the event meets the IRB reporting criteria. Contact the applicable entities below to notify them of the incident, collaborate to identify the root cause and develop a Corrective and Preventive Action (CAPA) Plan, and incorporate all requested changes into the RNI application. Copy the Northwestern IRB Compliance Unit irbcompliance@northwestern.edu on all communications.
· Data Incident: Refer to the Guide on Evaluating Reports of Data Incidents for the appropriate steps and notifications. If the incident involves the unintended disclosure of private/personal information, please notify and consult with the Feinberg School of Medicine (FSM) Director of Clinical Research Operations (a-cosentino-boehm@northwestern.edu).
Investigational Drug Services: If the incident involves or affects the Northwestern Medicine (NM) Investigational Drug Services, please contact and consult with the Investigational Drug Service (NM) nminvestigationaldrugservice@nm.org

The PI or designee should submit items that do not meet reporting criteria, such as DSMB reports that do not contain changes to risk, to the IRB in Modification applications in the eIRB+ system.

See HRP-001 Definitions for further details on many of the terms used in this form.

II. TYPE OF EVENT
Adverse Event/Serious Adverse Event
An Adverse Event (AE) is any unfavorable or unintended event, including abnormal laboratory findings, a symptom of disease, or death, associated with the participant’s participation in the research or the use of an investigational test article. An AE in research may occur even in the absence of any error or protocol deviation and is not necessarily caused by any identifiable aspect of the research.
Serious Adverse Events (SAE) include those that result in death, life-threatening injury, hospitalization (or prolongation of existing hospitalization), results in a persistent or significant disability/incapacity, or a congenital anomaly or birth defect. An event that requires intervention to prevent one of these outcomes is considered a serious adverse event.
“Life-threatening” includes any adverse experience that places the participant, in the investigator’s view, at immediate risk of death from the reaction as it occurred.
Protocol Deviation/Violation
A protocol deviation is any alteration or deviation (whether accidental, unintentional, or intentional) from the IRB-approved research plan as defined in the IRB-approved protocol. 
Unanticipated Problem (must meet all):
Any information, including any incident, experience, or outcome that meets ALL of the following conditions:
1. Is unexpected (in terms of nature, severity, or frequency) given the procedures described in the research protocol documents (e.g., the IRB-approved research protocol and informed consent document) and the characteristics of the human subject population being studied;
2. Is related or possibly related to participation in the research (“possibly related” means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research); and
3. Suggests that the research places human subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized, even if no harm has actually occurred.
Other Unexpected Events
Any event that exposes a research participant or others to an increased risk of harm (than was previously known or recognized) because of research activities. Also, any suspected serious, continuing non-compliance with the IRB-approved protocol or research-related injury, or any event that adversely affects the rights or welfare of participants or undermines the scientific integrity of the data.
III. 
STUDY INFORMATION AND DETAILS OF THE EVENT(S)

Complete each section in sufficient detail.

	Principal Investigator (PI):      

	Name of the person filling out the form:      

	Related STU(s)#:     
	Study Title:      

	Event Site(s): List the site or sites where the event occurred. If at a Northwestern Memorial HealthCare (NMHC) site, include the name of the site(s):      

	Participant IDs:
(Do not include PHI. If there are multiple participants with different outcomes, detail these outcomes in the sections below)
	      
	Date(s) of Event:      
	Date of knowledge or notification of the Event:      
See the required reporting timeframes

	Describe Event: Detail the event, the actions taken to resolve the event, and how this type of event will be prevented in the future. Include corresponding dates. If applicable to the event, the description must address the following:
· What happened, when and where
· If the event required Additional Notifications, include the correspondence and outcome of the correspondence in your description of the event
· (see the Additional Notifications section on page 1 of this form)
· The number of participants impacted by the event, the status/outcome of the event for participants
· If applicable, include details on how you communicated the event to the participant(s) and the participant(s) response. 
· Corresponding dates for the above items
· If you will report the event to the IRB, include the description of the event, the root cause analysis, and CAPA plan in the RNI application in eIRB+.
     

	Root Cause Analysis (if applicable): Conduct a root cause analysis to identify the origin of the event. What factors and who contributed (role, not name) to why it happened? Refer to the Root Cause Analysis section of the Corrective and Preventive Action Plan webpage. If you will report the event to the IRB, include the description of the event, the root cause analysis, and CAPA plan in the RNI application in eIRB+.
     

	Corrective and Preventive Action Plan (if applicable): Create a Corrective and Preventive Action Plan to address the Root Cause, correct errors, and prevent the event(s) from recurring. What actions were taken to address the issue and what is the plan going forward for preventing this from happening again? Create and maintain documentation that demonstrates that you implemented the CAPA plan, and provide the plan to document any ongoing evaluation of the CAPA plan’s effectiveness. The PI should only take immediate corrective actions required to protect the health, safety, and welfare of participants, and must first obtain IRB approval for other planned corrective actions. If you will report the event to the IRB, include the description of the event, the root cause analysis, and CAPA plan in the RNI application in eIRB+.
     




IV. EVENT ASSESSMENT
Answer the four questions below to determine whether you must report the event to the IRB. If the event meets the reporting criteria, submit a Reportable New Information (RNI) item via eIRB+. If the PI cannot make a determination, submit an RNI to report the event to the IRB and include a narrative of the PI’s assessment of the event and why the PI could not make the determination.

	1.
	Is this event possibly or definitely related to the research?
Or
Is this a protocol deviation?
	|_|  Yes  |_| No

	2.
	Is this an unexpected event or a protocol deviation that did or could cause harm?
Notes:
· Unexpected in nature, severity, or frequency than was known for the investigational agent or the studied population.
· Breaches of confidentiality are considered unexpected, even if they are described in the Informed Consent Form (ICF).
	|_|  Yes  |_| No

	3.
	Did this event or could this event cause harm, increase the risk of harm, adversely affect the rights or welfare of participants, or undermine the scientific integrity of the data, or is the event an allegation of non-compliance? (Harms include physical, psychological, economic, or social). Note: If the adverse event is serious, the answer is always Yes.
Examples may include but are not limited to:
· Research conducted without IRB approval.
· Unintended disclosure of private/personal information
· Missed safety laboratory assessments
· Drug administration or dosing errors (regardless of whether an actual AE/SAE occurred)
· Study procedures performed on an ineligible participant
· Failure to obtain legally effective informed consent or re-consent when required by the IRB
· Premature suspension/termination of the study or our local study site
· Unresolved complaint from a research participant
· Incarceration of a current participant
	|_|  Yes  |_| No

	4.
	Did this event occur at Northwestern University, an NMHC site, the Shirley Ryan AbilityLab (SRALab), or a site for which Northwestern is the IRB of record or involve a study participant or employee of the aforementioned? For additional sites, refer to this page: Northwestern Affiliates & Chicagoland Partners: Institutional Review Board (IRB) Office - Northwestern University
Or
If the event occurred externally, does it have the potential to impact participants at site(s) where the Northwestern IRB is providing IRB review?
Note:
· Not all external events require IRB reporting via an RNI, however any consent and protocol changes that occur due to an external event require IRB review and approval prior to implementation.
	|_|  Yes  |_| No



If all answers to the above questions (#1-4) are “YES,” submit an RNI in eIRB+ within 5 business days of the date the research team became aware of the Event.
Death of an NU participant or a participant at a site where Northwestern is the IRB of Record that is both Unanticipated and Related or Possibly Related to the research must be reported by the PI or designee within 24 hours of knowledge or notification.
If ANY answers to the above questions (#1-4) are “NO,” Do not report the event to the IRB via an RNI. Complete this form to document the event and the PI’s determination that the event did not meet the IRB reporting criteria. Save this completed form in your study-specific regulatory binder or research record.
[bookmark: _Hlk86242153]If the answers to the above questions (#1-4) are “YES,” the Northwestern University IRB is not the IRB of record, and if this event occurred at Northwestern University, an NMHC site, SRALab, or a site for which Northwestern is the IRB of record, or involves a study participant (including identifiable data) or employee of the aforementioned  submit an RNI application in eIRB+ within 5 business days of the date the research team became aware of the Event. The PI or designee must report a death that is both Unanticipated and Related or Possibly Related to the research within 24 hours. Review your External IRB’s timeframe for submitting reportable events. The event should be concurrently reported to the IRB of record if it meets their reporting criteria, and the External IRB’s determination letter must be submitted to NU IRB via the RNI application. 






Principal Investigator’s Signature

I attest that I have reviewed the information in this document, that it is accurate, and that I will comply with reporting requirements.


Click or tap here to enter text.	Click or tap here to enter text.
Principal Investigator’s Signature	 					Date
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