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OBJECTIVE:

To outline the procedures for making changes in Administrative Guidance and to assure that the procedures are current.

PROCEDURE:

Administrative Guidance Review

The IRB-HSR Director or designee shall conduct a periodic review (i.e. at least once every 12 months) of the continuing suitability of the Administrative Guidance Documents (AG)
AG may be reviewed at any time and shall be revised if deemed necessary.  

Revisions to Administrative Guidance
Proposed changes to the Ag shall be submitted to the IRB-HSR Director or designee. All changes must be in compliance with Federal and State Regulations.
Steps to Update AG

1. Open most current version of AG
2. Save as new document:

a. If previous title of AG was  1-1_R2_this_is_a_test_AG
b. The new title will be 1-1_R3draft_this_is_a_test_AG
3. Open new document and turn on Tracked changes

4. Change version # in header on first and second page

5. Delete Current Revision Date

6. Make all changes

7. Check page numbering for accuracy

8. Forward to Director or Associate Director for review and approval.

9. Director/Associate Director will review, and when approved – enter new effective date and forward documents to Webmaster for posting

10. All revisions shall be reviewed with the appropriate members of the staff
DOCUMENTATION:

Documentation must be maintained to confirm that the IRB-HSR Director has reviewed the AG's periodically (i.e. at least every 12 months).  This is filed in the Quality Assurance Notebook.

