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Mr. Chairmen and Members of the Subcommittees:

Thank you for the opportunity to appear before you to discuss non-profit research corporations and educational foundations and the Department of Veterans Affairs  Human Studies Protection Program.


With me today are Mr. Tim McClain, the VA General Counsel, Dr. John Feussner, VHA Chief Research and Development Officer, and Dr. Mindy Aisen, Director of VA’s Rehabilitation Research and Development Service.  With your permission, I will briefly summarize my submitted statement and will then be prepared to respond to your questions.


My formal statement discusses the background, operational functioning and accomplishments of the research and educational corporations.   These corporations have helped VA research by increasing flexibility with respect to staffing and handling donated funds and grants.  Also, as a result of the Millennium Act, we are now able to establish corporations to facilitate educational activities of the Department.  Such activities would include work-related instruction and training for VA-employed staff, as well as broad instructional and learning experiences directed toward improving and maintaining the health of the veteran patient.  

As of June 1, 2001, 88 research and/or education corporations had been chartered.  Of these, 85 remain active.  Recently, two facilities established education corporations that are separate from the research corporations already serving these facilities.  Revenues and expenditures in support of VA research and education programs are increasing, and the expertise of management is improving steadily as evidenced by corporation audit reports.


Mr. Chairman, you also requested that I provide an update of VA’s activities to assure that VA research is conducted in accord with the highest standards and with the highest regard for research participant’s safety and health.  As you know, VA undertook significant efforts in this regard following hearings conducted by the House Veterans Affairs’ Committee in 1999 and 2000.  My formal testimony discusses these efforts in some detail, however, the creation of the Office of Research Compliance and Assurance – or ORCA - and the leadership VA has provided to establish an external accreditation process for research programs are noteworthy and are leading the nation in many respects.  

Dr. Mather has testified earlier about ORCA activities and accomplishments.  Regarding the accreditation program, I am very pleased that VA has worked with the National Committee for Quality Assurance or NCQA, a private, non-profit accrediting organization dedicated to improving health care quality to develop this process.  NCQA has developed accreditation standards and will survey and determine the accreditation status of all VA facilities conducting human subjects research every three years.  Accreditation site surveys began in September 2001.  Survey results and accreditation reports will be valuable learning tools for all who have a role in VA Research and will significantly add to our oversight and assurance activities.  


To conclude, VA is committed to assuring that its investigators follow the highest standards for assuring respect of the rights, dignity, and safety of research participants.  We believe the approach VA is taking, with its continued emphasis on training and education, independent oversight and mandatory external accreditation will result in a system-wide human subjects protections program that will place VA at the forefront of ethical science.


Mr. Chairman, I very much appreciate this committee’s support of these efforts over the years.  This concludes my statement.  My colleagues and I will now be happy to answer any questions that you and other members of the Subcommittees might have.
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