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Good morning. On behalf of the IOM's Committee on Assessing the System for Protecting Human Research Subjects, I would like to welcome you here today. We have come for various reasons, but at the core of them all is the desire to ensure that this country's pre-eminent research enterprise remain among the most advanced, most robust, and safest in the world. Specifically, we are concerned today with research at the intersection of scientific inquiry and human life. Whether it is a demographic survey used to develop marketing ads or a clinical trial testing the efficacy of a new therapy, research involving humans is touching all of our lives with increasing frequency.

The cornerstone of this research is trust: trust between the individual participating in a research study and the investigator, the university, the hospital, or the private company conducting that research. In other words, trust in the research system as a whole. To preserve this trust, the research system and the specific mechanisms for protecting human research participants must be credible and accountable to the public. 

When the original system for protecting human participants in research was created, a typical study was one conducted at a single research institution by a single investigator or small team of investigators. Today, however, some studies involve scores of research centers and tens of thousands of participants. Independent institutional review boards (IRBs) have evolved to address the growing private research enterprise and the diversification of research locales, but the system as a whole has not adapted to the changing research environment and, therefore, needs to be evaluated and reformed. 

Repeatedly, high-level commissions given the task of recommending necessary adjustments to strengthen oversight practices and ensure the ethical treatment of human participants, have documented serious strains on the research oversight system. Yet, few substantial changes have been implemented; meanwhile, new challenges to the system continually are presented in our rapidly evolving research environment. 

In response to growing concerns about the system to protect human participants, the U.S. Department of Health and Human Services (DHHS) asked the Institute of Medicine to convene a committee to address the system's current needs. At the request of DHHS, the first topic examined in depth by this committee was accreditation of human research review programs. Specifically, the committee looked at accreditation's potential for enhancing the performance level within local research oversight programs, to guarantee the appropriate expectation of participant safety and thereby preserve public trust in the national research endeavor. A more comprehensive assessment of the overall system of protections is under way by our committee and will be issued in 2002. 

Over the course of this first, six-month-long study, the committee intensely explored the possible role of accreditation of what we have termed "human research participant protection programs," or HRPPPs. In our view, an HRPPP includes the participation and perspectives of not only IRBs, research organizations, and investigators, but also of research participants. Equally important are performance assessment components, such as ongoing research monitoring; quality improvement practices; and education programs for investigators, research staff, and administrators. The resulting report, which we present to you today, contains the committee's recommendations for core standards with which to initiate pilot accreditation programs for HRPPPs. 

The committee formulated its recommendations after much deliberation about the basic components of a valid accreditation system, the fundamental requirements for any standards applied to HRPPPs, and the most effective strategies to institute an accreditation program that could facilitate real improvements.

Primary among the committee's findings is that accreditation does, indeed, possess strong potential as a mechanism to strengthen the participant protection system. We recommend that this approach be pursued as soon as possible -- in a thorough and deliberate manner. Pilot-testing of any accreditation program is critical to the eventual success of the effort, as is feedback from organizations that have sought accreditation and from their research participants. These elements are essential, if we are to develop and implement a broadly applicable and respected accreditation system.

The committee also recommends that the organizations formulating accreditation standards and carrying out the accreditation process be independent, nongovernmental organizations. Independent accreditation is more flexible than mandatory government requirements and can adapt with the timeliness necessary to bring about efficient quality improvements and provide a more rapid response to change. However, accreditation standards should be clearly based upon existing federal regulations. 

Further, the accreditors must accommodate distinct research methods and models within accreditation programs. To be credible, nationally-recognized HRPPP accreditation standards should be comprehensive, including the broad range of research institutions and vast diversity of oversight mechanisms, such as independent IRBs, cooperative groups, contract research organizations, etc. The committee also feels strongly that the perspective of research participants needs to be directly incorporated into the formulation of standards and the accreditation process. In the committee's estimation, this perspective is vital for a well-functioning HRPPP. We will continue to explore this issue as our work moves forward.

With regard to the specific standards with which to initiate pilot testing of accreditation programs, the committee purposely decided not to craft a new, defined set of standards at this time. Rather, the committee opted to consider the elements essential and valuable to any set of standards for HRPPPs -- in other words, "standards for standards" -- and to assess two existing sets of draft standards for inclusion of these elements. To go further than this would break the cycle of standard setting, feedback, and modification that the committee views as fundamental to the evolution of a successful accreditation program.

Our committee reviewed the standards developed by two organizations, Public Responsibility in Medicine and Research (PRIM&R) and the National Committee for Quality Assurance (NCQA). We found that while both sets make valuable contributions, the draft material developed by NCQA is more immediately applicable to developing and implementing pilot accreditation programs.

Chief among the committee's recommendations for standards is that they articulate sound goals, and be flexible, ethics-based, meaningful, and measurable. Accreditation standards must encourage organizations to shift from a culture that relies on external compliance checks to a culture that puts safety and voluntary participation first and foremost. Standards must move beyond paper-based compliance. Continuous quality-improvement mechanisms must, therefore, be integral to HRPPP standards. 

The committee found that NCQA's draft standards met many of the requirements. Applying the NCQA standards beyond the Department for Veterans Affairs, for whom they were developed, will, of course, require some modification. Our specific thoughts on this are discussed within the report.

I'd like to close with the following, final point: In order to judge accreditation's contribution to strengthening the system of protections, a defined evaluation process must be established. DHHS should commission studies to gather baseline data on the current system of protections, to clearly assess whether the system does indeed improve over time. Congress should request that the General Accounting Office undertake an evaluation of accreditation pilot programs. Such a study would benefit greatly if commenced in concert with pilot-testing accreditation, as it could then capture valuable information on accreditation's impact and influence on the protection system. The Secretary of DHHS should consider requesting a parallel investigation from the DHHS Office of the Inspector General, to maximize future data available to policy-makers as they make final decisions about accreditation's ability to achieve its goals in a cost-effective way.

The committee looks forward to following the initial progress of pilot programs as we continue our investigation of the overall system of human research participant protections. During the remainder of our study, we plan to examine, among other topics, the informed consent process, ways to ease the burdens on IRBs, investigator education, the enhancement of research monitoring, and means to bolster institutional support and infrastructure. Additionally, special attention will be given to issues relating to behavioral and social science research.

My fellow committee members Mary Faith Marshall, Tim Jost, and Jim McNulty have been kind enough to join me today to address any questions that you may have about the report. Since this briefing is being recorded, please step up to a microphone and state your name and affiliation before asking a question. Thank you. 


	

	





