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OBJECTIVE:

An IRB may determine that verification is required from sources other than the PI that no material changes have occurred since the previous IRB review.  
Definitions:
Sources other than the PI:  Research staff other than the principal investigator, compliance offices such as the GCRC Advisory Committee, the Cancer Center Protocol and Review Committee, Institutional Bio-safety Committee,  Radiation Safety Committee, IRB-HSR Post Approval Monitoring Sub-Committee or other research administration personnel such as the investigational pharmacists, grants and contracts administrators, general counsel. 

Material changes:  Changes or modification of study purposes, design, procedures, inclusion or exclusion criteria, recruitment or consenting procedures, or any other change that has a substantive effect on the health, welfare, or safety of research subjects.
PROCEDURE:

This determination may be made at the discretion of the IRB.  Criteria that the IRB may consider when making this determination include:
· Studies involving an investigator-held IND or IDE

· Studies with a conflict of interest

· Investigators with previous non-compliance, substantiated complaints or allegations of non-compliance

· Investigators who have had previous for-cause FDA or other for cause internal or external regulatory audits

· Studies involving high-profile topics or methodologies ( gene transfer, embryonic stem cells)

· Studies involving higher-than-average risk (phase 1 clinical trials)

When the IRB-HSR determines that such verification is required, it should establish the sources it will use.  These sources include, but are not limited to:

· VPR Post Approval Monitors
· School of Medicine Clinical Trials Office

· Other UVA compliance committees

· General Clinical Research Center

· Investigational Pharmacists

· Sponsors

· External regulatory agencies (OHRP, FDA)

· Research Subjects

· General Counsel

· University officials who oversee research with humans such as Research Deans or department chairs

· Conflict of Interest Committee

· Any other source of information about the study in question

Once the IRB-HSR has determined that such verification is required the IRB-HSR staff will contact the sources and request information.  This information will be forwarded to the IRB-HSR as part of the continuation review.  

DOCUMENTATION:

Documentation will take place in the primary reviewer’s checklist and in the IRB-HSR files.  
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