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OBJECTIVE:

The objective of this AG is to describe the procedure to follow to conduct QC of protocol and grant expiration dates for active studies

PROCEDURE:

Once a month the IRB-HSR staff will enter the IRB-HSR database under Utilities-“Active Expired” section and run the Protocol and Grants report.  Verification will be made with the Protocol and Grant Profiles and the hard copy file to determine the most accurate information.  
· If database errors are discovered they will be corrected.  This correction might lead to a correction of the Assurance Form and to the Minutes.  Refer to AG 2-31 regarding correction of Assurance Form and Minutes

· If studies are found to be active, but expired, the Principal Investigator and Study Coordinator, if listed, will be sent a Status Report to be submitted within 2 weeks.  If not received by the IRB within 2, weeks, the study status will be changed to Closed and the comment of “expired” will be added. Use the letter from AG 3-5, Appendix I.   

DOCUMENTATION:

The monthly report will be filed in the IRB-HSR QC Notebook.  An explanation of findings will be entered on the form. 
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