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(Attachment 2)
Patient Safety and Health Care Quality:
The Interface of Research and Practice

In addition to its administrative and clinical concerns with patient safety, VA embraces the important role of research in fostering a safer and more effective health care system.  VA policy makers and managers recognize that delivering the highest quality care depends on collection of accurate data and continuous monitoring, analysis, and evaluation of outcomes.  Improving quality and reducing errors requires cooperation among clinicians, managers, information technology specialists, and researchers at all levels of the organization.  Unique among Federal health agencies, VA can take research discoveries and put them to work, nationally, to improve patient outcomes and system efficiencies.

VA has established several quality management research initiatives to enhance evidence-based practice in the VA health care system:

·	National Surgical Quality Improvement Program (NSQIP) provides clinicians, managers, and policymakers continuous high quality information about the outcomes of major surgery performed in 123 VA hospitals nationwide.  Significant gains in patient outcomes and systems efficiency have been documented since implementation of NSQIP in 1994.  These achievements were enabled by research (The National VA Surgical Risk Study) that developed the methods for collection of valid and reliable patient data, for carrying out risk adjustments, and for monitoring, analyzing, and reporting results.

·	Quality Enhancement Research Initiative (QUERI) is an even more ambitious program focused on improving care for diseases and conditions that are especially common among veterans such as heart disease, strokes, and diabetes.  QUERI researchers compare the outcomes of different treatment strategies, develop instruments for assessing outcomes, and test methods to improve adherence to evidence-based practice guidelines and quality standards.  QUERI creates a formal link between research and clinical care.

·	Patient Safety Research is a natural component of VA’s interdisciplinary health services research program.  A specific call for research proposals on, “Patient Safety and the Prevention of Adverse Events,” was announced in May 1998 and will remain open indefinitely.  VA is building a research portfolio in patient safety that will identify avoidable risks, develop and test indicators of potential errors and injuries, determine the cost-effectiveness of alternative approaches to reduce or prevent medical errors, and evaluate the applicability to VA of safety concepts, measures and initiatives developed in the private health care sector or outside the health care arena.  VA has already invested over $ 2 million in patient safety research projects in such areas as prevention of falls and adverse drug reactions since 1997.

VA also has policies and procedures in place to enhance patient safety during the conduct of research:

·	VA is a signatory to the Federal Government-wide Common Rule for the Protection of Human Subjects of Research, and requires that all VA funded research be subject to the twin protections of scientific merit review and human studies review.  VA has established the Office of Research Compliance and Assurances (ORCA) to enhance its human subjects protection program, and is the first public or private organization to require external accreditation of all Institutional Review Boards (IRBs) providing human studies review for VA facilities.

·	VA carries out an extensive program of study monitoring oversight activities for all large-scale multi-center clinical trials funded by the agency under its Cooperative Studies Program (CSP).  Before any trial can begin, two planning meetings involving the CSP Director, the responsible CSP Coordinating Center, and the CSP site management team are held, the proposal is approved by the Human Rights Committee at the responsible CSP Coordinating Center, and authorization is given by the Federally-chartered Cooperative Studies Executive Committee (CSEC) following scientific merit review.  The trial must also be approved by the institutional review board (IRB) at each study site.  While the study is in progress it is monitored by an independent Data Safety Monitoring Board, the Study Executive Committee, the site management team, and, at mid-term, by CSEC.  If the study involves a new medication or device or a new use for a marketed product, it is also subject to oversight by the U.S. Food and Drug Administration.



