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EXECUTIVE SUMMARY

As of September 2006, it has been five years since the U.S. Congress funded the Agency
for Healthcare Research and Quality (AHRQ), in the Department of Health and Human Services
(DHHYS), to establish the national patient safety research and implementation initiative. AHRQ
contracted with RAND in September 2002 to serve as the evaluation center for this initiative.
This report—FEvaluation Report IV—is the last of four annual evaluation reports to be prepared
by the evaluation center. It presents results for the period from October 2005 through September
2006 and synthesizes findings over the full four-year evaluation period.

EVALUATION FRAMEWORK

Through this longitudinal evaluation, lessons from the current experiences of AHRQ and
its funded projects can be used to strengthen subsequent program activities. The overall study
design is based on the Context-Input-Process-Product (CIPP) evaluation model, which is a well-
accepted strategy for improving systems that encompasses the full spectrum of factors involved
in the operation of a program (Stufflebeam et al., 1971; Stufflebeam, Madaus, and Kellaghan,
2000). The study design allows for an overall assessment of the initiative’s activities and how
they fit into the larger scope of national patient safety activities, including synergies achieved
through collaborative activities with other organizations. Effects of the patient safety initiative
are assessed for six major stakeholder groups: patients, providers, states, organizations engaged
in patient safety activities, the federal government, and insurers.

To provide a cohesive framework for the process evaluation, we identified five system
components that work together to bring about improved practices and a safer health care system
for patients, as shown in Figure S.1. The components are (1) monitoring progress and
maintaining vigilance; (2) knowledge of epidemiology of patient-safety risks and hazards;

(3) development of effective practices and tools; (4) building infrastructure for effective
practices; and (5) achieving broader adoption of effective practices. Our process evaluation
examined progress in strengthening each of these components.

Knowledge

development Knowledge of Development of
Epidemiology of Patient | Effective Practices
Safety Risks and Hazards and Tools
ImpZIszZ:cftion Building Achieving Broader
Infrastructure for —— Adoption of
Effective Practices Effective Practices

Monitoring Progress and
Maintaining Vigilance

Figure S.1 The Components of an Effective Patient Safety System

The component for monitoring progress and maintaining vigilance is identified first and
placed on the bottom left side of the figure, reflecting the need for early data on patient safety
issues to help guide intervention choices, as well as ongoing feedback regarding progress in

xiil



developing knowledge and implementing practice improvements. The top row of the figure
contains the two components that contribute to knowledge development regarding patient-safety
epidemiology and effective practices and tools. This knowledge is then used in the remaining
two model components (in the second row of the figure), which contribute to practice
implementation—building infrastructure, (such as strengthening patient safety culture or training
a workforce skilled in safety) and adopting effective practices.

THE CHANGING CONTEXT DURING THE INITIATIVE

The formation and funding of the AHRQ patient safety initiative occurred in an historical
context most notably influenced by the Institute of Medicine (IOM) report published in 2000
entitled 7o Err Is Human: Building a Safer Health System. The initiative was designed within a
policy context that created high expectations for achieving patient safety improvements. In
Evaluation Report I, we identified the following implications for AHRQ, which continue to be
relevant in 2006:

o  AHRQ leadership—a clear mandate by Congress for AHRQ to provide leadership in
effecting change in patient safety practices.

e Balance between research and implementation—the need for AHRQ to maintain a
balance in the resources it applies to its traditional role of funding health services
research and its new mandate to catalyze implementation of patient safety improvements
in health care.

e Resource constraints—modest appropriation of funding relative to the work at hand,
including research to strengthen knowledge and actions to bring that knowledge to the
health care community and increase adoption of safer practices.

o Accountability for results—high expectations by Congress that AHRQ demonstrate
progress in improving patient safety practice and reduction of harm to patients.

o Coordination of multiple activities—a diversity of patient safety activities being
undertaken by multiple public and private organizations, which requires a coordination
role for AHRQ to achieve synergy among them and to encourage consistent standards of
practice.

Since the start of the initiative, several major external developments have had actual or
potential effects on its strategy and activities. These developments include: the shift in focus of
patient safety appropriations toward health information technology (health IT) grants, starting in
FY 2004 and continuing through FY 2007, with a new emphasis on ambulatory care settings; the
passage of the Patient Safety and Quality Improvement Act (PSQIA) of 2005 (Public Law 109-
41), which the Secretary of the DHHS tasked AHRQ to implement; several new private-sector
initiatives to improve patient safety that started in 2005 and have gained momentum in the past
year; and the Executive Order: Promoting Quality and Efficient Health Care in Federal
Government Administered or Sponsored Health Care Programs (White House, 2006).

AHRQ’S APPROACH TO THE PATIENT SAFETY INITIATIVE

During FY 2004, AHRQ defined a new mission and strategic plan to guide its activities,
which reflects a dual emphasis on research and implementation. Cumulative funding for patient
safety projects has generated a substantial body of work since FY 2000. The five systems-related
best practice (SRBP) grants were funded in FY 2000, followed by 81 patient safety projects
funded in FY 2001. The 13 patient safety challenge grants were funded in FY 2003, and 109
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health IT grants were funded in FY 2004. In FY 2005, 17 grants for Partnerships in
Implementing Patient Safety (PIPS) were awarded, as were 14 new health IT implementation
grants. In September 2006, AHRQ funded a new set of projects to research and evaluate the use
of simulation techniques to improve patient safety. Between 2001 and 2006, AHRQ gradually
placed greater emphasis on support of implementation-oriented projects and activities, and in FY
2007, it began to address safety issues in ambulatory care while continuing the dissemination and
implementation of results based on its earlier work.

AHRAQ established the Patient Safety Research Coordinating Center (hereafter,
Coordinating Center) at the start of the patient safety initiative, which serves as a stimulus and
facilitator of interactions among the projects funded under the initiative. AHRQ also established
a National Resource Center for Health Information Technology (hereafter, Resource Center) in
FY 2004, which provides technical assistance and support for the health IT grantees and assists
AHRQ with managing the health IT program.

In our assessment of the scope of activities for the patient safety initiative, we have
identified several overarching issues and recommendations for AHRQ to consider as it moves
forward with the initiative.

e Building a national data repository and reporting capability—Expand the participants in
the development process to include a small number of leading health systems that are
particularly interested in a national data network, and strengthen their commitment to
using it. Their contribution can help ensure that the national data network offers value to
users.

o Collaborative strategies for diffusion of effective safety practices—Collaborate with
partner organizations to respond in a timely way to user demand, making careful choices
about which practices to emphasize, which support tools to develop, and how to expand
their use.

o Active engagement of providers and consumers—Explore various mechanisms to engage
providers and consumers in the decisionmaking and design processes for patient safety
practices and tools to ensure their usefulness to end users.

e Balancing future patient safety funding—Continue to support research projects in areas
where better knowledge is needed, while at the same time funding health IT and
implementation projects.

PROGRESS IN BUILDING PATIENT SAFETY CAPABILITY AND ACTIONS

Monitoring Progress and Maintaining Vigilance (Chapter 3)

With the passage of the PSQIA, AHRQ is well positioned to achieve a national patient
safety data capability based on the PSQIA data network provisions. However, consensus must
still be reached among diverse stakeholders on system design, contents, and standards that are
consistent with those used for the larger national health information network being developed by
the DHHS Office of the National Coordinator of Health Information Technology (ONC) and
collaborating organizations. To this end, a modified Delphi consensus process was conducted in
2006 as part of this evaluation, in which national patient safety experts identified a limited set of
priority patient-safety outcome measures for monitoring safety performance and some initial
measures for ambulatory and long-term care settings. The participating experts concluded that
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almost all the measures require further development before they can be used for national
monitoring.

Suggestions for AHRQO Action

e Continue to pursue the current strategy and actions to establish a national patient-safety
data capability through implementation of the PSQIA provisions for a network of
databases, including use of a public-private collaborative approach for establishing
definitions and specifications for the measures and data to be contained in the system.

e Based on the results of the national Delphi consensus process conducted in 2006, support
the follow-up work needed to ensure that the measures identified are well validated and
used appropriately for national monitoring and assessing progress in improving patient
safety in the country.

e In partnership with the office of the National Coordinator of Health IT (ONC) and other
relevant federal agencies, develop clear federal guidance on standards and other
requirements for interoperability of health IT, including provisions that make the
investment in health IT more compelling and easier for low-resource organizations.

¢ Promote the adoption of consistent data and measurement standards among state-level
reporting systems and submittal of these data to the national network of databases when
the network is operational, including tracking the characteristics of state-level reporting
systems over time.

Knowledge of Epidemiology of Patient Safety Risks and Development of Effective Practices
and Tools (Chapter 4)

The numerous patient safety projects funded by AHRQ since FY 2000 have the potential
to contribute substantial new knowledge on patient safety epidemiology and scientific evidence
for a range of safe practices. Because many of these projects involve viable partnerships across
communities, AHRQ’s support has enabled creation of models that will help others implement
patient safety practices and health IT to support those practices. To make change happen,
multiple factors need to be in place, and the implementation teams need to persevere in carrying
out the work. Important opportunities exist for AHRQ to build knowledge of patient safety
epidemiology and practices. A current priority for AHRQ should be to get the knowledge
generated by funded projects into the hands of providers and policymakers.

Suggestions for AHROQO Action

e Maintain an ongoing monitoring process that uses data from the national network of
patient safety databases and published research, to examine shifts in trends for patient
safety epidemiology in specific aspects of health care, and to identify emerging safety
issues that need to be addressed to ensure the safety of health care practices.

e Together with the Coordinating and Resource Centers, establish structured start-up
support and training for first-time grantees to help them understand their responsibilities
and respond to AHRQ’s expectations.

e Build upon its early success in supporting health IT development in rural areas through
further development of flexible, inexpensive IT solutions, accompanied by funding
support that is responsive to the needs of organizations in rural areas and other low-
resource organizations.
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e Continue to explore mechanisms to strengthen the evaluation component of the health IT
implementation projects, including both training and technical assistance on evaluation
methods, as well as alternative approaches to ensure that the impacts of these projects are
effectively documented and analyzed.

e Using the growing volume of published results from the patient safety projects, as well as
information on commonly used evaluation designs for these studies, facilitate
establishment of standards of evidence for the commonly used evaluation designs, and
support use of these standards to update the evidence report on patient safety practices.

Building Infrastructure for Effective Practices (Chapter 5)

AHRQ’s efforts over the past four years have contributed to building a national patient-
safety infrastructure, which is vital to stimulate and support the implementation of patient safety
practices across the country. In particular, there was a substantial increase between 2004 and
2006 in the number of patient safety partnerships among AHRQ and other national-level
organizations, which will support future dissemination activities, and likely will be reinforced by
the products of other AHRQ work. The Patient Safety Improvement Corps (PSIC) also has been
successful in training participants in patient safety issues and skills, who actively have applied
what they learned in their work. The PSIC “graduates” trained thus far, however, represent a
small fraction of health care personnel in the country, and further training capability is needed to
reach much larger audiences. Engaging in partnerships has proven to be a useful strategy for
leveraging scarce resources and strategically expanding the players engaged on safety issues.
Partnerships could also be used to fund the production and dissemination of tools. In considering
future options for building infrastructure, AHRQ will need to choose strategically where its finite
investments can achieve the maximum effect.

Suggestions for AHROQO Action

e Sustain and build upon the success of the PSIC program by dedicating a portion of each
annual patient safety budget to continued expansion of patient safety skills and
knowledge through refresher courses for PSIC graduates, new training for additional
individuals, and reinforcement of training for senior health care leaders.

e Ensure that a clear definition and explicit performance criteria for high-reliability health
care organizations are established and that health care organizations nationwide are
provided guidance and tools to become high reliability organizations.

e Together with other public and private entities, substantially increase education and
outreach efforts to heighten consumer and provider awareness about patient safety issues
and the value of collaboration among patients, families, and providers for improving the
safety of care.

e Working collaboratively with other public and private funders, create more opportunities
for consumer organizations to obtain support for their patient safety efforts and to achieve
working partnerships with provider organizations for safety and quality of care.

e Develop guidance for the field regarding which design options and patient safety
measures are most appropriate for use in incentive payment systems, such as pay-for-
performance.
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Achieving Broader Adoption of Effective Practices (Chapter 6)

During 2005 and 2006, AHRQ’s dissemination activities accelerated in step with the
results emerging from the patient safety projects funded between FY 2000 and FY 2004. Based
on the results of the FY 2000-2001 projects, the Coordinating Center has identified numerous
practices for which product packaging and dissemination work can bring meaningful resources to
health care providers. AHRQ itself has generated toolkits to help health care organizations
improve their patient safety cultures and teamwork effectiveness. As the activities of other
national, field-based initiatives for implementing safe practices continue to expand and providers
increasingly recognize their value, AHRQ will likely experience increased pressure from the
field for additional evidence on safe practices and the tools to help implement them.

Suggestions for AHRQ Action

e Set priorities for specific patient safety practices to be addressed in practice dissemination
activities, and collaborate with partnering organizations to ensure that end users obtain
information and tools in a timely manner to support their adoption of safe practices.

e Engage health care providers actively in every phase of its processes for synthesizing
research findings on practice effectiveness and subsequent product and tool development
in order to ensure their value and usability.

e (Conduct a focused communication strategy to encourage hospitals to implement the 30
safe practices established by the National Quality Foundation.

e Establish an integrated clearinghouse on patient safety, including linkages to information
provided by other organizations, that is the “go to” place for users nationwide.

e Develop mechanisms to support health care providers as they continue to adopt newly
proven patient safety practices to ensure their sustainability.

MEASURING EFFECTS OF THE INITIATIVE ON PATIENT SAFETY

Analysis of baseline trends is a necessary initial step in exploring the impact of AHRQ’s
own patient safety activities. In addition, our efforts to track outcomes using measures based on
encounter data highlight the importance of having a reliable data infrastructure and reliable
definitions of measures for accurately estimating outcome rates over time. Validity issues
associated with reported adverse events preclude their use for estimating rates of changes in
patient safety outcomes, but they remain important contributors to the vigilance aspect of
monitoring because changes in the events reported could signal emerging patient safety
problems.

Future actions by AHRQ are needed to help develop the capability for monitoring trends
in both patient safety outcomes and adoption of safe practices by health care providers.
Ambulatory and long-term care settings continue to be a priority for development of measures,
and state-level reporting systems may have the potential to aggregate data on a regional or
national basis. Issues that continue to hinder progress in developing an acceptable monitoring
system and measurement methods are limited data availability and lack of consensus regarding
measures to be used for monitoring.

Suggestions for AHRQ Action

e Validate the integrity of the Patient Safety Indicators (PSIs) against results for measures
based on data abstraction from medical records, and clearly document the methodology
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and coding for calculating the PSIs, while striving to minimize coding shifts that could
lead to inappropriate interpretation of outcome trends.

e Place a priority on developing a set of patient safety measures for ambulatory care
settings, and foster establishment of a data infrastructure that can support measurement
for ambulatory care patient-safety issues.

e  Work collaboratively with other organizations to establish an infrastructure and
procedures for regular collection of data on the use of effective patient safety tools and
practices by health care organizations, along with reports from the organizations about
the effects of those tools and practices on care processes and clinical outcomes.

FUTURE DIRECTIONS

Over the course of this initiative, the patient safety evaluation center has examined
actions undertaken directly by AHRQ to improve patient safety as well as related developments
nationwide. In the process evaluation, we have documented the potential contributions of
AHRQ-funded patient safety projects to expansion of knowledge for patient safety epidemiology
and practices. We have also tracked AHRQ-related activities regarding the development of
needed system components and dissemination of knowledge and products to health care
providers across the country. In the product evaluation, we have analyzed baseline trends for
selected patient outcome measures for which national-level data were available, and we
established the groundwork for future assessment of the initiative’s effects on practices and
stakeholders.

Views of National Stakeholders on Safety Progress

To assess more broadly the initiative’s progress to date, the patient safety evaluation
center conducted interviews with 18 representatives from a diverse set of national stakeholder
organizations. There was general agreement among the individuals interviewed that much work
remains to be done to advance patient safety in the United States. Although awareness of patient
safety issues and the need to improve has increased, progress in achieving actual safety
improvements has been limited.

The stakeholders gave moderately weak ratings for progress being made nationally with
respect to the five components of a safer health care system and slightly stronger ratings for
AHRQ’s effectiveness in providing leadership for these efforts. Virtually all the stakeholders
interviewed expressed solid appreciation for the patient safety work that AHRQ has conducted to
date, particularly in light of its limited resources. The stakeholders recommended that AHRQ
work more aggressively on partnering with other organizations to ensure that evidence-based
practices are adopted by front-line health care workers, and on disseminating results from the
patient safety projects.

Summary Findings

Using a triangulation approach to assess the progress of the patient safety initiative, we
considered the combined results from three separate analyses, all of which are presented in this
report. The first was an assessment of how well the initiative was performing relative to the
goals that AHRQ had established for itself which is reported in Table 2.1 (Chapter 2). The
second was an independent assessment by the evaluation center of the progress made on the
broader set of key activities that AHRQ had undertaken. This component used the collective
results presented in the process evaluation chapters (Chapters 3 through 6), which addressed each
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of the five system components defined in the evaluation framework. The third was elicitation of
the perspectives of national stakeholders regarding how much progress was being made in
patient safety improvement across the country and how AHRQ was contributing to that progress
(Chapter 8).

Aggregating the results from these three assessments, the following summary findings
were determined for the five system components:

Monitoring and Vigilance: Limited progress.

Knowledge of Patient Safety Epidemiology: Strong progress.
Development of Patient Safety Practices: Strong progress.
Infrastructure for Effective Practices: Moderate progress.

Adoption of Effective Practices: Limited progress.

Future Actions and Priorities

According to Rogers’ S-shaped model for diffusion of innovations (Rogers, 2003), the
adoption rate for any one particular innovation will be slow as long as only the early adopters are
involved. The adoption rate will increase as the innovation proves to be successful and more
users become engaged. As the innovation matures, adoption then levels off. After five years of
the patient safety initiative, the United States stands at the threshold of the upward moving
portion of the curve (Figure 8.1), with more and more health care providers beginning to put
proven safety practices to work.

To advance beyond this threshold, AHRQ will need to continuously reinforce adoption
activities through dissemination of information and tools to support practices, and through active
partnerships with organizations that are leading related initiatives in the field. A list of specific
priorities that we suggest for actions by AHRQ is presented in Chapter 8. At the same time,
more research is needed on patient safety issues that have not yet been carefully examined, such
as advancing patient safety in ambulatory and long-term care settings.
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