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OBJECTIVE:

The objective of this guidance is to define the responsibilities of the IRB administrative staff for IORG-IRB Registration updates and describe the process for reviewing assurances that rely upon IRB 00000447

BACKGROUND:
OHRP requires that whenever there is a change in the information on file regarding the IRB registration(s), an update to the registration(s) must be submitted to OHRP.  In addition the registration(s) must be renewed at least every 3 years.  Note the VPR office is responsible for the renewals.  IRB administrative staff is responsible for updates.
PROCEDURE:

Updates to IORG_IRB Registration

1. IRB Administrative staff are responsible for making updates to the IRB registration.

2. Updates are required if: there are changes to any of the information previously submitted previously to OHRP via form 0990-0279 .

3. Directions for Updating the IROG IRB_IEC Registration can be found at the OHRP website:
Verification and documentation of assurances relying upon IRB 00000447

1. Whenever an institution decides to rely on IRB # 00000447, they are required to apply for their own FWA.

2. Once they have obtained an FWA, OHRP will allow that institution’s assurance to rely on UVa’s Registration.  OHRP sends an e-mail to the IRB Chair and the Contact Person stating that a particular institution is now relying on our IRB registration.

3. The administrative staff should make the following checks: 

· An Institutional Review Board (IRB/Independent Ethics Committee (IEC) Authorization Agreement should be on file for this institution.  This form is available on the IRB-HSR 
· Verify with the Grants and Contracts Office that a contract exists with this institution.

4. The IRB Authorization Agreement should be filed with the protocol file. .  

5. If there is no contract, no Authorization agreement and/or the institution , the organization should be contacted about the discrepancy and given a few weeks to provide any information.  If the information is not available after a few weeks, the organization should be contacted and instructed to remove their institution from the list of those relying on UVa registrationSee AG 3-27 for additional information on IRB Authorization Agreements and on QC of the FWA information with OHRP. 
DOCUMENTATION:

All documentation will be maintained in the IRB-HSR Office
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