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OBJECTIVE:

To describe the procedure to follow to conduct QC of the information present in the database for the protocol/ grant.  This review will take place prior to the continuation review of each study. 
PROCEDURE: 
· This procedure will be performed monthly.  

· Under Utilities/Reports/Meeting Schedule, there is a column named PRINT.  The database listing will be run on each date listed under PRINT.

To Run the List:

From the HSR Main Page:

· Select the Meeting link from the Left menu

· Select the appropriate Meeting Date from the pull down menu

· Click the Update button

· Select the Continuations link from the Left menu

· Click Initiate/Refresh Continuations link

· Click Insert Button

· Select Print Continuations Listing link
· Print to main printer (double sided)

To Review the List:

1. Verify all pages have printed before review.
2. Review only those studies that have the status of Open to Enrollment, Temporarily Closed to Enrollment, or Closed to Enrollment, Subjects Being Treated

3. Perform QC and document findings in the Online QC Trends Spreadsheet found at U/ IRB/IRBHSR/Quality Control/ Database Audits. 

4. The reports will be reviewed at least quarterly at the IRB Directors meeting.  
DOCUMENTATION

All documentation will be done in the QC Trends Spreadsheet.   
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