NEW VHA REQUIREMENTS FOR RESEARCH:
FACILITY RESEARCH COMPLIANCE OFFICERS

As you may have heard, the 2009 Executive Career Field (ECF) Performance Plan requires that every VHA research facility appoint at least one full-time Research Compliance Officer (RCO) by the end of the First Quarter of Fiscal Year 2009.  The text of the requirement is as follows:
BP5:  Assurance of Research Compliance

For each VA facility for which they are responsible, the Network and Medical Center Director will ensure that the research conducted meets the standards and expectations for protection of human subjects, animal welfare, biosafety/biosecurity, and research information security that are defined by VA and other Federal requirements.  

Measure of Success: 

· By the end of Quarter 1 FY 2009, each facility that conducts a research program has appointed at a minimum one full-time dedicated Facility Research Compliance Officer.  The Research Compliance Officer will report to the Facility Director and perform the following functions:

○ Conduct audits and reviews to ensure compliance with all VA and other federal requirements for the conduct of research, including (a) annual audits of all active studies to ensure that informed consent has been properly obtained and documented for each subject accrued since the previous audit, and (b) regulatory compliance audits of all active studies at least every 3 years.

○ Serve as a local  resource for regulations, policies, memoranda, alerts, and other VA and federal requirements related to research compliance

ORO will provide additional guidance regarding these requirements, including a sample Position Description, within the next several weeks.  ORO will also provide sample tools to assist RCOs in fulfilling their audit responsibilities.
Please note that the RCO position must be full-time and must report to the Facility Director. Facilities with a large volume of research protocols may need more than one RCO to fulfill the auditing and other requirements associated with the position. 
