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OBJECTIVE: The objective of this AG is to describe the procedures to take to conduct quality control tests on the IRB Online. The purpose of this review is to identify the following:
· Due to human error, there may be times when a protocol has been approved by the IRB, but this has not been documented in the IRB Online.  This may occur when the approval event is entered, but the ACTIVE box is not checked.  In these cases the protocol will not show up on the next review date for continuation approval.  

· To identify those protocols/grants that have been reviewed by the IRB-HSR however for whatever reason have not been approved within 90 days of review. (Note this is necessary because update to protocol and consent templates occur on an ongoing basis.  The IRB-HSR does not wish to consider for approval those studies that have prepared study documents using templates that are obsolete by greater than 90 days.)    
The procedures in this guidance will assist the IRB staff to find and correct mistakes before it might affect the continuation of a protocol.  In addition following these procedures will help the IRB-HSR identify those protocols/grants that potentially should be given the status of WITHDRAWN because they were submitted greater than 90 days prior to QC review  
Note that for the reports below, the term “Closed Events” includes additional events of rejected, withdrawn or consolidation.

PROCEDURE:  This review will occur monthly.
1. Go to IRB Online, under Utilities and click on “Reports”.  
2. Then click on “Inactive with No Close Events” report and select “Protocol” – then print.  Do the same for Grants.  

3. Highlight those studies with a review date greater than 90 days from the QC date. 

·  Review the information in the database to verify if the study has an Approval event and the Active Box was accidently left “unchecked.  If this is found to be the case, correct the information in the database.  In addition, verify that there is no erroneous information on the initial Assurance/Approval form or in a past version of the IRB-HSR Minutes.  Refer to AG-2-31 for information on how to correct the Assurance/Approval form and IRB-HSR Minutes.

· If the protocol/grant is found to have been languishing for greater than 90 days from the date of IRB review verify the following:

a. The PI received notification of necessary corrections that included information about the 90 day deadline,
b. No communication has been received from the time that the initial communication was sent.

If the items in a and b hold true for this protocol/grant, then an event of WITHDRAWN  using a review type of NONE should be entered in to the database and the documentation should be returned to the PI.
· If the protocol/grant is found to have been languishing for greater than 90 days from the date of IRB review and it is discovered that the initial e-mail to the PI providing corrections necessary for approval, did not contain information about the 90 day deadline, then the study team should be notified using the template located in Appendix A of this document.

· IF the study is not approved within 90 days from the date of IRB review and there is evidence of ongoing communication, then no action with regard to the protocol /grant is required. 

4. Each highlighted item on the report will be given some form of annotation beside it to indicate what corrective action was performed or to indicate if no action was required.
5. File these reports in QC Notebook.

DOCUMENTATION:

The reports will be filed in the QC Notebook.

REFERENCES:

None

Appendix A:  Template for E-mail to Study Teams re: 90-day approval deadline

IRB #

Protocol title:

Dear Study Team,

The IRB-HSR received the above study from you on (insert).  This study was reviewed on (insert).  An e-mail with corrections necessary to obtain approval for this (protocol/grant) was sent to you on (insert) by (insert).  There has been no response.  Please let me know if you no longer wish to pursue approval by responding to this e-mail.

If you wish to continue to work towards approval, I need to let you know that the IRB-HSR has a 90 day deadline from the time of review in which to approve protocols/grants.  After this time, the IRB-HSR is required to change the study status to WITHDRAWN.  The protocol/grant is in this way removed from consideration for approval.  A new submission is then required if you wish to have this protocol/grant considered for approval.

Please note that this protocol/grant is approaching or has exceeded this 90 day deadline. The IRB-HSR is extending this deadline for 1 month.  Within this next month, the issues outlined in the e-mail mentioned above, must be resolved or this protocol will be withdrawn from consideration.

Please le me know if you have questions or concerns or need additional help with resolving the outstanding issues.
Sincerely,

Insert name

