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FOR IMMEDIATE RELEASE

Accreditation Is One -- But Not the Only -- Potential Tool For Strengthening System to Protect Research Participants


WASHINGTON -- Strengthening the system responsible for protecting volunteer participants in human research studies could be accomplished, in part, by implementing accrediting programs to certify that research entities meet certain performance standards, says a new report from the Institute of Medicine of the National Academies. However, accreditation is only one possible solution, and such programs should first be pilot-tested before being universally adopted.

"The responsibility for protecting research participants looms especially large and is particularly complicated in clinical research, where risks are often highest, professional roles frequently conflicted, and ethical lapses most salient," said Daniel D. Federman, chair of the committee that wrote the report and senior dean for clinical teaching and professor of medicine and medical education at Harvard Medical School, Boston. "Over the years, any number of attempts have been made to improve the quality of research oversight. The latest approach -- accreditation - holds real promise. But we see it as an evolving tool, and one that cannot be viewed as a panacea or overnight solution. It must be part of a long-term strategy."

A set of draft standards developed by the National Committee for Quality Assurance (NCQA), a private accrediting body, for use by the U.S. Department of Veterans Affairs (VA) appears to present a framework most readily applicable to the initiation of other accreditation programs, said the committee. This framework should, however, be strengthened and also adapted to differing research environments and disciplines. The resulting accreditation programs should be initially pilot-tested and then assessed after three to five years. Establishing an accreditation process typically takes several years, according to the report. The process must be continually adjusted to meet changing needs, if it is to succeed in improving performance at the national level.

Participants in studies should be more thoroughly integrated into the research oversight process, the committee said. Moreover, accreditation standards should be made applicable to all research programs involving human participants -- by one estimate, a total of more than 10,000 programs, including those conducting biomedical research and drug trials as well as studies in the behavioral and social sciences. By offering a recognized seal of approval, accreditation could establish a measure of excellence sought by research organizations, raising the bar for all and laying a path for continuous improvement.

Amid increasing concern over patient safety and shutdowns of research operations at a number of academic and VA medical centers, calls for accountability and oversight have grown louder. Presidential committees, Congress, the U.S. Department of Health and Human Services (HHS), and the VA have explored different approaches to improving the system; ultimately, last year, HHS approached the Institute of Medicine (IOM) for independent guidance on the matter.

The IOM committee compared sets of draft accreditation standards developed by two private organizations, NCQA and Public Responsibility in Medicine and Research (PRIM&R). NCQA's standards were deemed, on the whole, to be more immediately applicable for pilot-testing than those drafted by PRIM&R. NCQA's standards not only draw upon existing federal regulations, said the committee, but also rely on rigorous quality improvement programs at research sites and have the potential to elevate the enterprise beyond a system focused on administrative compliance. As part of its study, the committee examined other models of accreditation, including hospitals and clinics participating in Medicare, mammography facilities, treatment programs for opiate dependence, institutions for higher education, and laboratory-animal care facilities. 

Among its slate of 11 recommendations, the committee also urged that:

> accrediting organizations be nongovernmental entities whose standards build upon federal regulations;

> HHS commission studies for collecting baseline data on the current system of protections; and 

> consideration be given to having pilot programs evaluated by the U.S. General Accounting Office and the HHS Office of the Inspector General.

A more comprehensive assessment of the overall system for protecting human research participants is under way by the IOM committee and will be issued in 2002. That study will delve into improving the informed consent process, easing the burdens on institutional review boards, ensuring that investigators are educated about the ethics and practices involved in conducting research with humans, enhancing research monitoring, and bolstering institutional support and infrastructure. Additionally, special attention will be given to issues relating to behavioral and social science research.

The study was sponsored by the U.S. Department of Health and Human Services and the Greenwall Foundation. The Institute of Medicine is a private, nonprofit institution that provides health policy advice under a congressional charter granted to the National Academy of Sciences. A committee roster follows. 


Read the full text of Preserving Public Trust: Accreditation and Human Research Participant Protection Programs for free on the Web, as well as more than 1,800 other publications from the National Academies. Printed copies are available for purchase from the National Academy Press Web site or at the mailing address in the letterhead; tel. (202) 334-3313 or 1-800-624-6242. Reporters may obtain a pre-publication copy from the Office of News and Public Information at the letterhead address (contacts listed above).
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