Requirements for Outside Monitoring of Portland VA Medical Center (PVAMC) Human Subjects Research
The following is required for all research projects that are approved by the PVAMC Institutional Review Board (IRB) or the combined PVAMC-OHSU IRB and are monitored by external entities  (e.g., pharmaceutical companies, Contract Research Organizations), regardless of whether the monitoring visit is routine or conducted for specific reasons. 
1. If the visit is being conducted for a specific reason and/or by a regulatory agency (e.g. FDA, OHRP), notify the Research Assurance Officer (RAO) or, if the RAO is unavailable, an IRB Analyst in the Research Administration Office as soon as the monitoring visit is scheduled.
2. If the monitor(s) will be onsite at PVAMC, upon their arrival, they must sign in as a visitor at the PVAMC Research Administration Office front desk.
3. The Principal Investigator (preferably) or other responsible study team member must meet with the study monitors to review the monitor’s role prior to the monitor beginning their work.   
4. No CPRS records may be printed or copied and taken off-site. If the monitor wishes to view CPRS records, a PVAMC paid or Without Compensation (WOC) employee, who is approved by the IRB to access identifiable information for the study and has been granted CPRS access, must operate the computer and be present at all times while the monitor is viewing records.
5. Upon completion of the monitor’s site visit, if there are any findings, suspicions or concerns of potential or actual previously unknown risks to subjects or others and/or of serious and/or continuing non-compliance, these must be reported and discussed during an exit interview with the Associate Chief of Staff for Research & Development (or their designee).  The RAO (or, if unavailable, an IRB Analyst) must be notified of such findings by telephone before the monitor leaves and will coordinate scheduling of the exit interview. 
6. A Monitoring Visit Report must be completed and signed by the monitor and submitted to the RAO (or, if unavailable, an IRB Analyst) before the monitor leaves (or as soon as possible thereafter).

7. Any problems found by the monitor should also be reported to the IRB as per the reporting requirements outlined in the IRB Policies & Procedures.
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