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Reportable New Information Checklist 
View 1

Evaluation of New Information
*1.0 Does this new information involve any of the following? (check all that apply)
· An allegation of non-compliance
· A finding of non-compliance
· An unanticipated problem involving risk to subjects or others
· A suspension or termination of IRB approval
· None of the above
Clear
· If you are unable to answer this question or would like confirmation of your decision, consult the IRB chair or IRB director.

· If the IRB chair and IRB director are unable to answer a question, follow “SOP: Investigations.”

2.0 Provide additional comments or notes:
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If “None of the above” is selected along with any other item, give an error and remain on this view.
If only “None of the above” was checked, branch to View 6
If “Allegation of non-compliance” was checked, branch to View 2
If “Allegation of non-compliance” was unchecked, but “Finding of non-compliance” was checked, branch to  View 3

If “Allegation of non-compliance” was unchecked, “Finding of non-compliance” was unchecked, and either “Unanticipated problem involving risk to subjects or others” or “Suspension or termination of IRB approval” was checked, branch to View 5
View 2

Allegation of Non-Compliance
Gather additional information as needed to determine whether this allegation of non-compliance has a basis in fact. 
*1.0 Does the allegation of non-compliance have a basis in fact?
[image: image2.wmf]Yes  [image: image3.wmf]No  Clear
· If you are unable to answer this question or would like confirmation of your decision, consult the IRB chair or IRB director.

· If the IRB chair and IRB director are unable to answer a question, follow “SOP: Investigations.”
2.0 Provide additional comments or notes:
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If “Yes” is checked in this view, branch to View 3.
If “No” is checked in this view and “Finding of non-compliance” was checked in View 1, branch to View 3.

If “No” is checked in this view ,  “Finding of non-compliance” was unchecked in View 1, and either “Unanticipated problem involving risk to subjects or others” or “Suspension or termination of IRB approval” was checked in View 1, branch to View 5
View 3
Finding of Non-Compliance

Gather additional information as needed to determine whether this non-compliance is serious or continuing. 
*1.0 Is the finding of non-compliance:
[image: image5.wmf]Serious  
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[image: image7.wmf]Serious and continuing

[image: image8.wmf]Neither serious nor continuing

 Clear
· If you are unable to answer this question or would like confirmation of your decision, consult the IRB chair or IRB director.
· If the IRB chair and IRB director are unable to answer a question, follow “SOP: Investigations.”
2.0 Provide additional comments or notes:
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If “Neither Serious nor Continuing” checked, branch to View 4; otherwise branch to View 5
View 4

Non-compliance that is Neither Serious Nor Continuing
This information item involves non-compliance that is neither serious nor continuing. Consider whether a corrective action plan is needed. If so, implement the plan. If the plan cannot be implemented, re-enter this information as continuing non-compliance.
1.0 Provide additional comments or notes:
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If either “Unanticipated problem involving risk to subjects or others” or “Suspension or termination of IRB approval” was checked in View 1, branch to View 5; otherwise branch to View 6

View 5
Final Page
This information item involves one or more of the following:

· Serious or continuing non-compliance

· An unanticipated problem involving risk to subjects or others

· A suspension or termination of IRB approval

Forward this item for committee review and take any applicable  actions described in “SOP: New Information.”
*1.0 Describe the final determination (e.g., serious non-compliance, suspension of IRB approval, and/or unanticipated problem involving risk to subjects or others) along with any other notes for the IRB:
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2.0 Provide additional comments or notes:
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*3.0 Is your review complete?

[image: image13.wmf]Yes  [image: image14.wmf]No  Clear
View 6

Final Page
This information item does not involve any of the following:

· Serious or continuing non-compliance

· An unanticipated problem involving risk to subjects or others

· A suspension or termination of IRB approval

If applicable:

· Take any additional actions required to resolve any concerns or complaints associated with the information.

· Send a correspondence to the reporter to acknowledge the outcome of this review.

1.0 Provide additional comments or notes:
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*2.0 Is your review complete?
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