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OBJECTIVE:

The objective of this Administrative Guidance is to describe the procedures to take to conduct quality control tests of IRB Online.  

Due to human error, there may be times when a protocol/grant has been approved by the IRB or Closed by the PI, but the approval/closure event appears more than one time in the database. Each protocol or grant can only have one approval event and one closure event.

The procedures in this guidance should be followed to find and correct these mistakes before it might affect the continuation of a protocol.  The term “Closed Events” includes additional events of rejected, withdrawn or consolidation.

PROCEDURE: This QC will be performed monthly
1. Go to the IRB Online and click on “Utilities” then “Reports”.  
2. Then click on “Incorrect Open/Close” report.   Print this report for both protocols and grants.

3. Investigate and correct any mistakes in the database.  Note this may also require a correction to past IRB-HSR minutes.  If this is the case, AG 2-31 should be followed
· Any Protocol/Grant that has Y (Yes) in Active column should have a “1” or greater in the Times Open column.

· Any Protocol/Grant with a N (NO) in the Active column, should have at least (1) in the Times Open column and at least a (1) in the Times Closed column.  These numbers should match 1:1.

DOCUMENTATION:

The reports will be filed in the QC Notebook.
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