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Good morning, thank you for this opportunity to appear before you [and I would ask that my written testimony be entered into the record of this oversight hearing.]  The focus of my remarks this morning will be on the progress that has been made in establishing the Office of research Compliance and Assurance, usually referred to as ORCA, since Dr. Kizer, the then Under Secretary for Health, announced its formation in April 1999.  I have some additional information on the re-invigoration of the human subjects research program at the West Los Angeles VAMC, now the Greater Los Angeles Healthcare System, since September 2000.  Finally, I will also briefly discuss some of ORCA’s involvements in the VA’s program for the accreditation of Human Research Protection Programs at VA medical centers.

At the outset I want to emphasize that ORCA’s primary concern is that every research subject, involved in research conducted in VA medical facilities, is afforded all of the protections to which they are entitled.  The overall purpose of ORCA is to promote enhancements in the ethical conduct of research in conformance with regulations and policies while simultaneously monitoring the extent of this compliance.  ORCA’s structure, scope, philosophy and product lines are all designed to reinforce this mission.  My written statement provides further information on how this mission has been made operational, ORCA’s regional offices taking the lead with central office oversight.

Throughout all of our work, ORCA staff strive to keep the veterans’ needs and welfare in mind.  To that end, we have developed and are now distributing a brochure “I’m a Veteran.  Should I participate in Research?”  This brochure is intended to be used by veterans and their families who are interested in learning about participation in VA research.  The brochure has a balanced view of VA research and summarizes patients’ rights and welfare when they enroll as subjects in research.  One of the features of the brochure, that is expected to be very useful for the veteran, is the one page list of questions that a veteran should be prepared to ask about participation in a research study.

In March 1999, the research program at the Greater Los Angeles Healthcare System was suspended by DHHS’s Office for Protection from Research Risk, now the Office for Human Research Protections, often referred to as OHRP.  The problems were serious and egregious violations of the regulations to which the VA subscribes, known as the Common Rule, and VA’s own policies and procedures.  The research program was immediately placed on administrative probation and, although the suspension was soon lifted by OHRP, the VA put in place an approved and detailed Research Program Recovery Plan.  There were immediate improvements and evidence of compliance with the requirements for the protection of human subjects.  In spring 2000, a new Associate Chief of Staff for Research and Development was installed, which triggered the date, one year later, for review of the assigned probationary status.

ORCA conducted an intensive and comprehensive Follow-up review of the Greater Los Angeles Healthcare System’s research program in April 2001.  The conclusion, endorsed by the Under Secretary for Health, was that sufficient progress had been made to warrant the lifting of probationary status and an authorization was given to submit documents for the activation of a new Federal Wide Assurance.  The Follow-up review report contained recommendations for additional improvements in the research program.  ORCA has been reviewing the implementation of the Recovery Action Plan, which responded to the report’s recommendations.  Almost all of the recommendations have been implemented and should be completed within the next three months.  This will then result in a written “close-out” letter from ORCA.

In summary, the Greater Los Angeles Healthcare System’s research program is now demonstrating that it is dedicated to the protection of veterans in its human research activities.  This has been a difficult and complicated process to accomplish, which has necessitated the allocation and expenditure of many additional resources.

For the balance of my time, I would like to briefly discuss ORCA’s relationship with the VA’s accreditation program for Human Research Protection Programs.  ORCA has a direct liaison with the Human Research Protection Program of accreditation sponsored by the National Committee for Quality Assurance, often referred to as NCQA, and under contract to the VA, through the Office of Research and Development.  Until just recently, ORCA has acted in a general advisory capacity, offering its ideas and suggestions.  Now that the contractor for this accreditation program, NCQA, has begun to notify VAMCs it has surveyed of their accreditation status, the level of activity for ORCA has significantly increased.  NCQA has made determinations of accreditation status at eleven of the twenty-three sites it has surveyed: issued notices of “Not Accredited” at three VAMCs and “Accredited with Conditions” at the other eight VAMCs.

These accreditation determinations are all of great concern, especially those designated as “Not Accredited”.  ORCA makes immediate contact with the VAMCs that are “Not Accredited” to make a preliminary assessment of the situation.  Within 48 hours a Focus Review team, of one or two ORCA staff, is on-site to make a focused assessment as to whether human subjects enrolled in the research protocols are adequately protected and determine, as far as possible, whether there has been any medical harm.  An evaluation is also made as to whether there is any serious or egregious non-compliance with the regulations.  So far, the three completed Focus Review reports are reassuring, but they are insufficient to make a complete determination of the extent and magnitude of possible regulatory non-compliance.

Each of the VAMCs that received notification of “Not Accredited” were surveyed several months ago by NCQA, and all of them have indicated an intent to appeal, within the 30 day limit.  Filing an appeal with NCQA “freezes” the notification until the NCQA’s Appeals Panel considers additional information provided by the VAMC and renders a final decision.  

ORCA needs in depth and current information about the VAMC’s Human Research Protection Program activities and has created a Systematic Post-Accreditation Review, referred to as a SP-AR, to fully address the situations at VAMCs when NCQA gives a “Not Accredited” designation.  ORCA conducts an on-site SP-AR review at the VAMC.  The SP-AR’s Charter defines the purpose for these reviews and the expectation is to assess the full scope and significance of the issues that relate to the performance of the VAMC’s human subjects research activities.  The SP-AR report, including recommendations, is available two weeks after the team completes its on-site review and the first SP-AR report is due the end of this week.  

During the course of the on-site review, serious and egregious non-compliance with the regulations that protect human research subjects may become apparent.  If so, ORCA may issue a suspension or restriction on the VAMC’s “Assurance”.  While final SP-AR reports have yet to be issued, ORCA has issued a restriction on the “Assurance” at one VAMC that was “Not Accredited” for serious, but not egregious, non-compliance with several provisions of the ”Common Rule”.  When the SP-AR report is completed ORCA decides on the next steps and elicits a Recovery Action Plan from the VAMC, which must substantially address the recommendations.  As needed, ORCA will notify the other regulatory agencies such as OHRP and FDA.  Eventually, when the Recommendations have all been fully implemented to ORCA’s satisfaction, the VA’s Office of Research and Development will be notified.  This will signal that consideration might be given to a new review of the VAMC’s Human Research Protection Program through the NCQA accreditation program.

In summary, in the three years since the Under Secretary for Health announced the establishment of this office, ORCA has committed considerable time and much energy to achieve the required expertise and competence.  The ‘die has been cast’ to firmly establish ORCA as the primary office within the VA for oversight of the VA research enterprise in regard to the responsible conduct of research.  This role and responsibility has to be fulfilled in collaboration with other VA offices, the relevant other federal departments and agencies, and non-governmental organizations.  Over the next few years the foundation that has been established in ORCA will allow for the elaboration of an even more robust research enterprise where the rights of human subjects will be continuously protected.

Again, I appreciate the invitation to discuss these important issues with you, and I will be pleased to try and answer any questions you might have.
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