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Research Compliance Officer and Research Audit Requirements

Read by Tom Puglisi, PhD, ORO Chief Officer
The Office of Research Oversight (ORO)(10R) has received many questions about the new requirements for Research Compliance Officers (RCOs) and mandatory compliance audits.  We invite everyone to explore ORO’s expanded website for information on these topics.
1. ORO will continue to monitor implementation of the requirement that each VHA research facility appoint at least one RCO.  Requests for approval to appoint a part-time (rather than a full-time) RCO must be sent to ORO and the Office of Research and Development (ORD)(12) for review.  ORO and ORD will forward finalized requests to VHA leadership for final action.  Approximately 15-20 such requests are currently in process.
2. The primary function of RCOs is to conduct mandatory informed consent and regulatory audits of VHA research.  Every VHA research study must receive a 100% audit of informed consent documentation each year, as well as a regulatory audit approximately every 3 years.  Audit tools are posted on the ORO website.  RCOs also serve as local resources on research compliance requirements and as non‑voting members of the Institutional Review Board (IRB) and other research oversight committees.

3. The lead RCO at each facility MUST report directly to the Facility Director.  It is critical that the RCO function independently of the Research Service.  Please note that RCO activities MAY NOT be directed or prioritized by Research Service leadership or personnel.  Each Facility Director has a responsibility to ensure the functional independence of the facility’s RCO(s).
4. Completion of the required informed consent and regulatory audits is an element of Facility Director and RCO performance plans.  Thus far, however, ORO has concentrated on training RCOs to conduct informed consent audits and has advised RCOs to complete all of their required consent audits before beginning their regulatory audits.  ORO and the Deputy Under Secretary for Health for Operations and Management (DUSHOM)(10N) recognize that because many RCOs were not in place until January 1, 2009, or later, some research facilities will not be able to meet the regulatory audit goal in Facility Director and RCO performance plans (i.e., regulatory audits of 1/3 of the facility’s research studies).  The DUSHOM has indicated that individual Facility Director and RCO performance evaluations should take such constraints into account. 
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