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OBJECTIVE:

To outline the procedures for making changes to the Standard Operating Procedures of the UVa IRB's
PROCEDURE:

Standard Operating Procedure Review

The IRB Directors of the IRB-HSR shall conduct a periodic review (i.e. at least once every 12 months) of the Standard Operating Procedures.

Revisions to Standard Operating Procedures

Proposed changes to the SOPs shall be submitted to the IRB Directors. See Appendix B for steps to follow. 
The revised SOP shall become effective when approved.  All changes must be in compliance with Federal and State Regulations.

When the SOPs are revised a new and revised SOP Form (Appendix A) will be completed and a copy attached to the SOP.  

Outdated versions of the SOP will be placed in the Historical SOP Manual.

The IRB Directors shall maintain a copy of the current SOP.  
The staff shall be informed of all changes in the SOPs that are relevant to his/her job function.  
DOCUMENTATION:

Documentation must be maintained to confirm that the IRB Directors have reviewed the SOPs periodically (i.e. at least every 12 months).  This is filed in the Quality Assurance Notebook.

The staff will be notified of all changes to a SOP.
When the SOP are revised the outdated version will be placed in the Historical SOP
A copy of the New and Revised SOP Revision Form will be completed and kept with the revised or deleted SOP.

The New and Revised SOP Revision Form will document the changes made to the SOP.  

Appendix A

New and Revised SOP Form

Reason for  changing SOP:

Changes: 

Name:


Title:


Signature:


Date:



Staff notified of change by email on _________________ by ____________________________.

Appendix B:  Steps to Update SOPS:

1. Open most current version of SOP

2. Save as new document:-use new version date in title
3. Open new document and turn on Tracked changes

4. Delete Current Version Date

5. Make all changes

6. Check page numbering for accuracy

7. Forward to IRB Directors for review and approval
8. Directors will review, and when approved forward document to IRB Chairs for their review and approval. 
9. When all signatures are obtained: revised SOP with tracked changes turned on are sent to all staff members

10. Signed originals are put into SOP manual

11. Past versions are filed in historical files

12. Website Coordinator is then sent a notice to post the revised SOPS to website

