WORKSHEET Primary Reviewer, Report of New Information
INSTRUCTIONS: 

Purpose: This worksheet is for use by the Primary and Secondary Reviewer when preparing for the review of a Report of New Information (RNI) by the convened Committee. It is also intended to be used by the Designated Reviewer during the expedited review process. Refer to the INSTRUCTIONS: Designated Review of Reports of New Information (RNI) for details on the step-by-step review process. The Primary and Secondary Reviewers use this worksheet, together with the Pre-review Note prepared by HSD Regulatory Affairs Team, to review the application, and identify and write down issues for discussion by the IRB. The Pre-review Note can be found as an attachment to a Private Comment in the History tab of the RNI in ZIPLINE. 
Filling out this form is not a requirement, but reviewers may wish to take notes on it to use as a guide during the IRB meeting. 

HSD uses the acronym P.A.U.S.E as a framework to interrupt self- identified bias while reviewing applications. Don’t forget to- P: Pay attention to your reactions A: Acknowledge your assumptions U: Understand your perspective S: Seek different perspectives E: Examine your options and make a decision. 

1. Presentation to the convened committee (also see sections 1-5 below for step-by-step guidance): 
0. Provide a short descriptive summary of the research, the RNI, and any corrective and/or preventive actions (CAPA) taken or proposed. 
0. Present issues identified in your review to the other IRB members.  
0. Discuss issues identified in the Pre-review Note. When possible, avoid re-stating the issue and indicate agreement or disagreement. 
0. Make a motion by proposing an IRB action and research risk level. 

	1. Study Information

	STUDY/RNI Number:
	
	Principal Investigator:
	

	Study Title:
	

	2. Root Cause Analysis

	Yes
	No
	Has the researcher conducted an adequate root cause analysis? Consider whether all the factors identified by the researcher in the SUPPLEMENT RNI (or other supplemental documents) appear complete and accurate.  A root cause is typically a finding related to a process or system that has a potential for redesign to reduce risk.  Each finding that is identified as a root cause should be considered for an action and addressed in the corrective and/or preventive action plan. 

Example: RNI submitted for a randomized control trial looking at various mobile health interventions (e.g. WhatsApp, SMS) beyond standard of care to improve PrEP adherence over 12 months in young women in South Africa.  There were several incidents where subjects shared phones with friends or relatives or gave away/lost their phone and obtained a new one, inadvertently providing access to private, and identifiable information of other study participants in the WhatsApp group.
Root cause provided by researcher - Young women in South Africa are highly mobile; they lose and trade phones frequently, switching numbers associated with their WhatsApp accounts and may not recognize potential challenges with protecting other participant confidentiality in the context of a research study when doing so. This switching numbers while the number is still connected to the participant’s WhatsApp account makes it difficult for research staff to track these changes.  
Analysis – The root cause appears to adequately identify the contributing factors to the problem (i.e. cultural and economic differences that leads to phone sharing/changes; technical limitations of WhatsApp for central management/access control by study staff).  
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	If No, decide what additional required actions are needed on the part of the researcher to ensure the root cause(s) have been completely and accurately identified.

	Discussion items: 	


	3. Corrective and/or Preventive Action (CAPA)

	Yes
	No
	Is the researcher’s described CAPA adequate? Consider whether the corrective actions proposed/taken resolve the immediate problem and whether the described preventive actions will keep the problem from reoccurring.  Has the researcher accounted for all the root cause(s) in their CAPA plan?  Consider the S.M.A.R.T. approach when evaluating the plan: 
· Specific: Compliant with regulations, addresses the full observation or root cause, accountable to a named individual or role
· Measurable: Action could be measured to demonstrate whether it is adequate to address the root cause
· Achievable: Addresses all implicated processes and levels
· Realistic: Plan can be carried out given the available resources, knowledge, and expertise
· Time-bound: Assigned to a person or role who can accomplish the action in a given time period, addresses the urgency and criticality of the problem

Researcher proposed CAPA -  Notify affected participants in the WhatsApp group of the loss of confidentiality; remind participants via WhatsApp messages to alert study staff if they change phones or no longer have the same number in order to protect group member confidentiality.
Analysis -
Specific? – Not completely.  Plan is specific in detail but unclear if it fully addresses all of the root causes (e.g. cultural, technical) to adequately ensures the problem will not occur again.
Measurable? – Yes.  Event will either occur again or it will not.
Achievable? – Not completely.  Proposal addresses some of the processes that lead to the error but not all of them.
Realistic? – Yes.  Researcher has the resources to carry out their proposed plan.
Time-bound? – Not specified.  Additional info from the researcher is needed about timeline for completion of the notification and by whom.
Additional actions to consider might include: revising the consent form to include explicit information about risks of loss of confidentiality and importance of immediately notifying study staff of any change in phones/numbers; Requiring participants to use a PIN on their WhatsApp to prevent unauthorized access; ensure new #s cannot be added to the WhatsApp group without  study team administrator approval following ID verification.
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	If No, decide what additional required actions are necessary to ensure the immediate problem is resolved and future problems prevented.

	Discussion items: 


	

	4. Criteria for Approval

	Yes
	No
	Do the criteria for approval for the study continue to be met?  Consider whether the research continues to meet the criteria for approval in the context of the reported new information and any CAPA. Consult the WORKSHEET Primary Reviewer, Follow-on Submissions for reference.  In some instances, the CAPA may include proposed modifications to the study.  These should be evaluated separately under the review of the ZIPLINE modification.  

For the example above, implicated criteria to consider would be:
· Risks to subjects are minimized (1) 
· Risks to subjects are reasonable in relation to anticipated benefits (2) 
· Adequate provisions to protect privacy of subjects and to maintain the confidentiality of data (7)
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	If No, decide what additional required actions are necessary to ensure the criteria for approval are met.

	Discussion items: 

	

	5. Motion

	
	5.1 IRB Action. Choose one:
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	Accept/Acknowledge the RNI and any CAPA as presented: The item and any corrective and/or preventive actions described are acceptable. All of the applicable criteria for IRB approval are met (or continue to be met) without any changes, requests for confirmation or additional information, or conditions that must first be fulfilled.
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	Require Additional Actions: The IRB has determined that additional information or corrective and/or preventive action is required. The WORKSHEET Options for IRB Actions outlines the IRB can and cannot take. The IRB should identify the specific action(s) to be taken, the responsible party(ies) for completing the required action(s). The IRB should indicate whom will verify completion of the required action(s) (e.g., HSD Staff, IRB Chairperson, full IRB Committee). 

	
	5.2 Risk level. Choose one: 
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	Minimal risk: The probability and magnitude of harm or discomfort anticipated in the research ARE NOT greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  
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	More than minimal risk: Does not meet the above definition of minimal risk.  	

	
	NOTE: A change in the risk level for the study must be affected in ZIPLINE via a modification.





QUICK TIPS: Expedited Review
1. Check the ‘Reviews’ tab for the regulatory determination and any summary write-up
2. Review the SUPPLEMENT RNI.  Consider any root cause analysis and proposed Corrective and Preventive Action (CAPA) plan provided
3. Review any other relevant documents attached to the RNI including correspondence in the History tab
4. Request Clarification from the researcher if additional information is needed to evaluate the CAPA or if additional actions are necessary 
5. Assign designated reviewer back to the Compliance Administrator when ready to accept the RNI and any CAPA
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