Memorandum

Department of

Veterans Affairs

Date:
November 13, 2006
From:
Research Assurance and Compliance Coordinator

Subj:   Reporting Study Site-Monitoring Visit Results

To:
Clinical Research Investigators



Clinical Research Staff

1. The Veterans Health Administration has released new requirements regarding the conduct and reporting of study site-monitoring visits. These new requirements apply to all research projects approved by the Portland VA Medical Center (PVAMC) Institutional Review Board (IRB), which are monitored by entities external to the PVAMC, e.g., pharmaceutical companies or Contract Research Organizations (CROs). From time to time, pharmaceutical companies and CROs request permission to perform site visits to monitor ongoing trials.

2. Please adhere to the following procedures when a site visit is conducted for a PVAMC IRB-approved research project, regardless of whether it is a routine visit or if is conducted for specific causes.  

a. The Research Staff who schedules the monitoring visit must notify the Research Assurance & Compliance Coordinator (RACC) in the Research Service office as soon as possible. At this time, an exit interview will be scheduled with the Principal Investigator, Associate Chief of Staff, Research & Development and RACC.

b. Upon arrival, the CRO or study monitor(s) must sign in as a visitor to the PVAMC Research Service office front desk.

c. The Principal Investigator or other responsible investigator is to meet with the study monitor(s) prior to the monitors beginning their work to review the monitors’ role.   

d. Upon completion of the monitors’ site visit, if there are any potential or actual serious findings of non-compliance, these will be conveyed and discussed during the exit interview.  If the monitors record no serious findings or concerns, the study investigator or research coordinator must notify the RACC in writing that there were no such findings identified by the monitor and the exit interview will be cancelled.
3. Serious findings or concerns of non-compliance may include a monitor’s suspicions or concerns that serious no-compliance may exist and if there is serious non-compliance with the study protocol, IRB requirements or other applicable Human Research Protection Program regulations and policies. This may include but is not limited to failure to consent subjects, entering subjects who do not meet entrance criteria into protocols, and failure to report serious or unexpected adverse events.  

4.   Please contact me if you have any questions regarding these new requirements by e-mail at:  elizabeth.anderson4@va.gov or andersdi@ohsu.edu or by phone at ext. 54989.
Sincerely, 

E. Diane Anderson 
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