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	The purpose of this worksheet is to provide support for RNI pre-review, designated review, and for the convened IRB reviewing Reportable New Information (RNI) submissions. This worksheet may be used for guidance and does not need to be completed or retained.
 
Except where indicated, the steps below apply to all types of Reportable New Information (RNI) events that meet IRB reporting criteria, and for studies that are reviewed by the Northwestern University IRB or reviewed by an External IRB.

	Section 1: Pre-Review

	Determine whether the following information are provided within the RNI application and/or supporting documents. If not, request necessary information. Encourage researchers to use the Incident Assessment Tool (HRP-1207) to document their assessment of the event. 

	|_|
	All applicable RNI categories are selected. Review the RNI categories on the website to ensure accuracy. More than one RNI category may be selected. 
· Confidentiality was select if it is a data or privacy event. 
· Investigational Pharmacy Error was select if the event involved the NM Investigational Drug Services (IDS) Pharmacy. 

	|_|
	A robust summary of what happened is provided, including relevant details, and any participant communications. Information such as: 
· If it is a protocol deviation, what was supposed to happen and what happened are both stated.
· The current status of participant(s). 
· The source of participant data.
· Whether they notified the local site participant(s) of the event and the participant’s response to the notification. 

	|_|
	If the event required additional notification, the correspondence and the outcome of the correspondence, including any corrective/preventive actions, are included if available at that time. If these details are not yet available, add an eIRB+ comment that the information is forthcoming. 
· If it is a data/privacy event, the correspondence between the researcher, FSM/SRALab, IRB Compliance, and any additional required parties was provided as an attachment, per Guidance on Evaluating Reports of Data Incidents (HRP-1908).
· If the event involves or affects the NMHC Investigational Drug Services (IDS) Pharmacy, the outcome of the correspondence with NMHC IDS Pharmacy and IRB Compliance was provided.

	|_|
	When the event happened, including a timeline of the event and any corrective/preventive actions, was provided. If additional actions are planned, the expected timeline for completion is provided, if available at the time.

	|_|
	Who took which actions (who provided/attended the training). Roles, not names, are preferred (Principal Investigator, Study Coordinator, etc.)

	|_|
	Where the event happened, including whether the participant(s) under Northwestern IRB oversight experienced any adverse events are described.

	|_|
	Any potential risks/harm due to the event were described. The PI’s assessment of whether participants were harmed or placed at greater risk of harm due to the event was provided. 

	|_|
	The total number of affected participants and the impacted NU/NU affiliate participant ID numbers are provided. 

	|_|
	Steps that the researchers took to address the issue prior to submitting the RNI are included. 
Immediate corrective actions include those required to protect the safety and well-being of participants.

	|_|
	The role of the Principal Investigator in the event, the root cause analysis, and, if applicable, a Corrective and Preventive Action (CAPA) Plan was described. 

	|_|
	For a protocol deviation and/or non-compliance or researcher error, determine whether the CAPA plan adequately addressed the event:
· The factors and information on what contributed to why the event happened are included (Root Cause Analysis), if applicable.
· Corrective actions as part of Corrective and Preventive Action (CAPA) Plan are included. CAPA plans should be SMART (specific, measurable, achievable, realistic, and time-bound) and include a feedback loop to evaluate the CAPA plan for effectiveness. 
· A SMART plan to prevent a similar occurrence (preventive actions) is included, if applicable. 
· If applicable, researchers provided supporting documentation for their CAPA plan, such as new SOPs implemented, training sign-in sheets or agendas, etc. 
If needed, work with the researchers to develop and implement a suitable corrective action plan. Contact the IRB Office Compliance Team for support.

	|_|
	If there was a significant delay between the date the RNI was submitted and the date of PI knowledge/notification (See IRB Office reporting timeline), the justification for the delay was provided, and, if appropriate, a CAPA plan was provided to prevent recurrence of the delay in reporting.

	|_|
	If the information indicates a new or increased risk, or a safety issue, and revisions to the study or study documents are required, the item was selected appropriately in the RNI application question #6, and the plan to submit the revised study documents to the IRB has been provided within the RNI description.

	|_|
	If RNI does not meet reporting requirements per the Incident Assessment Tool (HRP-1207), determine if the study team should discard the submission. 
          STOP – If the RNI will be discarded, this worksheet is not applicable. Ask the study team to respond via comment 
within the RNI to provide the PI’s justification as to why the event does not meet the reporting criteria, then direct the study team to discard the submission.

	
	In addition, if the study(ies) have an external IRB of Record: 

	
	|_|
	The reviewing IRB’s RNI determination letter was submitted within the RNI.
· If the reviewing IRB’s policy is to not provide a formal determination letter following review of a submission, their confirmation of receipt may be accepted instead. 

	
	|_|
	· If the reviewing IRB made a reportable determination, the IRB Compliance Team has been notified to fulfill Northwestern University’s institutional reporting obligations.

	Section 2: Determine Next Steps

	
Determine how the RNI will be reviewed:

|_| Send to Panel (Full Board) when the information may represent one or more of the following determinations:
· Unanticipated problem involving risks to subjects or others (UPIRSO)
· Suspension of IRB approval
· Termination of IRB approval
· Serious non-compliance
· Continuing non-compliance

|_| Expedited Review when the information within the RNI represents the following determinations:
· Non-compliance that is neither serious nor continuing
· None of the above 

|_| Studies that have an external IRB of Record:
· If the determination made by the External IRB is a suspension of IRB approval 
· Hold acknowledgment of the RNI until receiving documentation that the suspension has been resolved. Once resolved, notify the IRB Compliance Team to fulfill Northwestern University’s institutional reporting obligations.
· All other determinations made by the External IRB
· STOP – Once the pre-review is complete, acknowledge the determination made by the External IRB. 


	Section 3: IRB Review

	Staff may wish to consult the RNI Panel Guidance document

	                   Expedited Review or Panel Review
	                                             Panel Review 

	|_|
	Modify the protocol
	|_|
	Require additional training of the investigator and/or research team 


	|_|
	Modify the consent form and/or the information disclosed during the consent process
	|_|
	Observe the consent process 


	|_|
	Provide additional information to current participants (Whenever the information may relate to the participant’s willingness to continue)
	|_|
	Consider whether changes without prior IRB review and approval were consistent with ensuring the participants’ continued welfare.


	|_|
	Provide additional information to past participants
	|_|
	Transfer participants to another investigator

	|_|
	Have current participants re-consented
	|_|
	Make arrangements for clinical care outside the research

	|_|
	Notify investigators at other sites 

	|_|
	Allow continuation of some research activities under the supervision of an independent monitor.

	









	|_|
	Require follow-up of participants for safety reasons.

	
	|_|
	Require adverse events or outcomes to be reported to the IRB and the sponsor

	
	|_|
	Obtain additional information

	
	|_|
	PI conducted post-approval monitoring self-assessment, or audit the research

	
	|_|
	Compliance conducted self-assessment or directed audit of the research (IRB Panel to specify the scope of the audit).

	
	|_|
	IRB-Directed Education/Training

	|_|
	Other:
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	Section 4:  Determinations 

	                                    Expedited Review 
	                                           Panel Review

	|_|
	Non-compliance that is neither serious nor continuing
	|_|
	Lift prior suspension of IRB approval 

	|_|
	None of the above 
	|_|
	Suspension of IRB Approval[endnoteRef:1]  [1:     Voluntary holds of research activities do not apply to interruptions of research that are related to concerns regarding the safety, rights or welfare of human research participants or others. When an Investigator/Sponsor voluntarily places a hold on any research activity (e.g., enrollment or procedures), the Investigator must promptly report the hold to the IRB via an eIRB+ Reportable New Information submission. Such voluntary actions, proactively taken by the Investigator/Sponsor may not result in a subsequent IRB determination of suspension or termination of IRB approval, as appropriate (HRP-029 – SOP: Suspension or Termination of IRB Approval By Convened Panel).] 


	
	
	|_|
	Termination of IRB approval

	
	
	|_|
	Serious Non-compliance

	
	
	|_|
	Continuing Non-compliance

	
	
	|_|
	Unanticipated Problem Involving Risks to Subjects or Others (UPIRSO)

	
	
	|_|
	Additional Information Required
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