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EXECUTIVE SUMMARY

I. Background and Study Objectives

The Centers for Medicare and Medicaid Services (CMS), the Federal agency that administers the
Medicare program, contracts with a national network of 53 Quality Improvement Organizations
(QIOs)—one in each state, the District of Columbia, Puerto Rico, and the Virgin Islands. QIOs
seek to 1) improve the quality of care that Medicare beneficiaries receive by collaborating with
providers to help them meet evidence-based standards of care, 2) protect beneficiaries by
responding to and investigating claims and evidence of substandard care, and 3) protect the
Medicare Trust Funds by reviewing claims patterns and suspicious cases for the inappropriate use of
services or incorrect billing codes. Over the course of a 3-year contract with CMS, QIOs engage
providers in quality improvement projects and offer technical assistance across four major health
care settings — hospitals, home health agencies, nursing homes, and physician offices. For the
current 3-year contract period CMS has dedicated $1.265 billion to the program.

Recent press coverage and inquiries made by Congress have raised questions regarding the QIO
program’s effectiveness and whether substantial reforms should be made to the program. As part of
the Medicare Prescription Drug, Improvement, and Modernization Act (MMA) of 2003, the
Congtress requested that the Institute of Medicine (IOM) conduct an evaluation of the QIO
program. The IOM released their report “Medicare’s Quality Improvement Organizations:
Maximizing Potential” in March 2006. Among the IOM’s conclusions was that:

“Given the lack of consistent and conclusive evidence in scientific literature and
the lack of strong findings from the committee’s analyses, it is not possible to
determine definitively the extent of the impact of the QIOs and the national
QIO infrastructure on the quality of health care received by beneficiaries. Many
confounding factors make it difficult to attribute the results obtained thus far [to
QIOs].” IOM, 20006)

I.A Study Objectives

In 2005 ASPE contracted with NORC at the University of Chicago (NORC) to develop several
options for evaluating the effectiveness of the QIO program. NORC’s objectives for this study
were three-fold:

1) Conduct an environmental scan to identify and create an inventory of QIO-specific
technical assistance activities, interventions, and strategies used to meet performance
targets identified in the 7" and 8" SOW and enter this data into a database of QIO

activities;

2)  Conduct site visits to QIOs to gather more detailed information about their day-to-day
operations and quality improvement strategies;

3)  Identify alternative designs for evaluating the QIO program or studies to enhance our



understanding of selected components of the program, to be vetted by members of a
Technical Expert Panel (TEP).

I.B  History and Structure of the QIO Program

The origins of the QIO program date back more than thirty years, beginning in 1971 with the
creation of Experimental Medical Care Review Organizations (EMCROs), in 1972 with the creation
of Professional Standards Review Organizations (PSROs), and then in 1982 with the creation of the
Utilization and Quality Control Peer Review Organization (PRO) Program. These eatlier programs
focused on utilization review, cost-containment, and adherence to local practice patterns by
“inspecting and detecting” to identify egregious cases in delivery of care and, if necessary,
sanctioning providers for substandard care. As a result, providers perceived them more as
adversarial and regulatory in nature, as opposed to potential partners in quality improvement.

In response to a 1990 review by the Institute of Medicine (1990), which concluded that a
collaborative approach to quality improvement would be more effective in improving providers’
performance, the Health Care Financing Administration (HCFA) (now CMS) launched the Health
Care Quality Improvement Initiative (HCQII) in 1992 to analyze patterns of care and identify areas
for improvement. Under the HCQII, PROs were encouraged to collaborate with hospitals as
partners in developing and implementing hospital quality improvement initiatives instead of focusing
on identifying individual “bad apples” within the provider community. These changes implemented
by HCFA represented a dramatic shift in vision for the QIO program. Subsequently, Congress
officially renamed the PRO program in 2001 to the “Quality Improvement Organization Program.”

To date, eight rounds of contracting have occurred since the shift to a 3-year contract cycle took
place in 1984, hence bringing us in 2005 to the 8" Scope of Work (SOW). Under the SOW QIOs
are required to engage in four major sets of tasks. Tasks 1 through 3 are referred to in this report as
the “core contract” since all QIOs are required to perform these activities. Task 4 refers to “non-
core” activities. These are “Special Studies,” which selected QIOs may be contracted to perform.

Under Task 1 of the 8" SOW core contract, QIOs are responsible for providing technical assistance
to providers across four major health care settings — nursing homes, home health agencies, hospitals,
and physician offices — in order to improve providers’ performance across multiple clinical
outcomes and processes of care measures. Furthermore, CMS requires that QIOs divide their
technical assistance activities between two different groups of providers. First, QIOs must offer
technical assistance to all providers in a state who request assistance on issues of quality
improvement as identified in the SOW. The second group of providers includes an “identified
participant group,” or an IPG. Providers in an IPG are selected by QIOs and, subsequently,
volunteer to receive intensive and ongoing technical assistance and participate in a number of
projects to meet specified performance improvement targets. Thus, Task 1 is comprised of QIOs’
activities with IPG and non-IPG providers. Under Task 3, QIOs review beneficiary complaints for
quality of care concerns and, as part of the Hospital Payment Monitoring Program (HPMP), they
also review the accuracy of DRG codes, medical necessity, and the appropriateness of care to
address issues of inappropriate utilization or billing patterns.

Task 4 of the SOW is comprised of the Special Studies Program. The Special Studies Program
includes two different types of special studies—Quality Improvement Organization Support Centers



(QIOSCs) and all other special studies. CMS awards QIOs funds to conduct special studies in
addition to their core contract activities. Special studies are designed to gather information for
identifying best practices; examining or testing performance measures, tools or technical assistance
approaches; and, in general, addressing issues of specific interest or relevance to CMS and the QIO
program. Quality Improvement Organization Support Centers are QIOs who receive funds to offer
technical assistance or support to other QIOs by providing them with the tools, training,
information on best practices, and other resources that they need to work effectively with providers
to meet quality improvement objectives. As of the 8" SOW, a total of 15 QIOSC contracts have
been awarded.

I.C  Review of the Literature on QIO Program Effectiveness

For years, researchers have attempted to evaluate the effectiveness of the QIO program using both
qualitative and quantitative analytical techniques and with national-, organizational-, and health care
setting-level data, but, for the most part, these studies have proven inconclusive. Even the most
recent studies are plagued by the same methodological obstacles that eatlier studies failed to
overcome — questionable data, selection bias, spurious attribution due to numerous confounding
factors (e.g. secular trends, differences in provider motivation, non-QIO quality improvement
initiatives), lack of generalizability, and the inability to isolate and define experimental and control

groups.

The body of literature on the QIO program brings to policymakers’ attention the importance of
quality improvement in Medicare and, in part, suggests that QIOs play a role in promoting quality of
care. However, the evidence is inconclusive as to what extent, if any, of the demonstrated quality
improvement can be attributed to the QIO program, overall. This conclusion stems from two
major observations in the literature:

o The review of this literature did not yield a conclusive answer as to whether or not the QIO
program or specific QIO-led interventions resulted in higher quality, lower quality or no
change in any given provider setting. While several QIO interventions or collaboratives
suggest that QIO-directed quality improvement activities have been effective at improving
selected process and outcome measures, the statistical significance of the findings varied. As
an editorial in a 2005 issue of AM.A pointed out that among 33 recent studies of the QIO
program, 16 yielded “ambiguous results,” eight reported no or negative effects, and nine
reported positive effects.

e Most studies evaluating the effectiveness of the QIO program are fraught with
methodological limitations—such as selection bias, confounding, and attribution— that are
inherent in the study designs. Such problems are threats to the internal and external validity
of the studies and may bias study findings. In the future, new and methodologically rigorous
studies will be necessary to offer more meaningful conclusions about the effectiveness of the
QIO program.



II.  Major Findings from QIO Inventory, Site Visits and TEP Meeting

II.A°  Development of QIO Inventory

In order to obtain an inventory of QIO activities for the 7" and 8" SOWs, NORC conducted a
comprehensive environmental scan. As part of this scan we gathered a standardized set of
descriptive information about each of the 53 QIOs; data consisted of basic identifying information
such as address and the name of the Chief Executive Officer. Other data consisted of information
on the organizational structure, profit status, board membership and composition. To the extent
available, we gathered activity-level information on each of the QIOs and information related to the
organization’s day-to-day operations and activities, such as ongoing quality improvement projects
and initiatives; related publications; trainings, workshops, and other services offered to providers;
collaborations with other organizations; and beneficiary outreach activities. Information gathered
from the environmental scan was used to populate a database or inventory of QIO activities, and to
develop QIO-specific site visit interview protocols. Finally, data from the scan assisted staff in the
development of evaluation designs.

For the overwhelming majority of tasks, large gaps exist in the data. The scope of findings reflected
the paucity of activity- or intervention-specific information available in public resources, particularly
activities related to the 7" SOW. In several cases, no substantive information on any specific
project could be found for a given QIO and subtask. The quality and depth of information did,
nonetheless, vary greatly from QIO to QIO. Even for a single QIO, the information available often
varied from setting to setting. Efforts to locate details on projects that were identified by name
often proved futile and while most QIOs stated that they currently or have previously participated in
national or local quality improvement initiatives, specific details as to the QIOs’ scope or role in the
initiative were generally unavailable.

II.B  Site Visits to QIOs

To gain on-the-ground insight into individual QIOs’ daily operations, NORC conducted site visits
to nine QIO contractors, representing 12 states and the District of Columbia. In consultation with
ASPE and CMS staff, site visit QIOs were chosen on the basis of the size of the state they served,
location, whether they held single or multiple QIO contracts or QIOSC contracts, and profit status.
QIO staff were queried about organizational structure and governance, their strategies for
completing tasks under and beyond the core contract (such as special study and/or QIOSC
activities), and their experiences with CMS management of the program, including the contracting
and evaluation process. A brief overview of the site visit results is presented below.

Identified participant group selection: Most QIOs report “cherry-picking” in order to meet
CMS’s performance targets, that is, QIOs choose providers as identified participants who are most
likely to garner QIOs a passing score on CMS’s evaluation. Moreover, QIOs indicated that they
tend to avoid working with both poor performers and high performers — the former because they
may lack the resources or the motivation to meet the SOW’s quality improvement benchmarks and
the latter due to a possible “ceiling effect” that may limit the degree of potential performance
improvement.



Technical assistance offered to providers: QIO perceptions of which forms of technical
assistance are most effective differed—some preferred collaborative models or group training, while
others preferred a consultative approach incorporating one-on-one assistance. QIOs reported that
the technical assistance strategies they employ depend, in part, on budgetary constraints, geographic
distribution of providers, the presence of field offices, and the type of provider and subtask.
Additionally, QIOs reported that increasing micromanagement on the part of CMS and CMS’ data
lags have restricted both their ability to innovate in order to better respond to the unique needs of
the communities they serve and to conduct real-time tracking of the impact of specific interventions.

Case review and beneficiary protection: All QIOs reported that they receive relatively few
beneficiary complaints and, furthermore, they indicated that most complaints received were not true
quality of care issues, rather, complaints tended to deal with service problems, such as long wait
times, “rude staff,” and other communication problems. Despite this, all QIOs disagreed with the
IOM’s recommendation that case review activities be removed from QIOs’ responsibilities.

II.C  Proceedings from Technical Expert Panel Meeting

NORC identified and recruited eight experts to respond to and offer feedback and guidance on the
draft evaluation design options. The TEP was convened to ensure that the evaluation designs
NORC proposed were as rigorous and appropriate as feasible considering the scope of the project,
the availability (or lack thereof) of data, and the constraints facing the government and an eventual
evaluator of the QIO program. The TEP provided several major recommendations, including:

e Evaluations of the QIO program should be prospective. That is, all necessary data
collection vehicles should be in place at the start of the 9™ SOW in order to support
ongoing evaluation activities throughout the SOW period of performance. Moreover, a
prospective evaluation may enable the use of more rigorous methodological techniques,
such as randomized case control designs.

e Options for evaluating the program, as a whole, are limited due to a number of
methodological barriers, thus, multiple smaller-scale studies may be more feasible, such
as well-designed case control studies or randomized control trials to examine the
effectiveness of different technical assistance interventions. These types of studies could
potentially minimize attribution issues and yield results that are more actionable.

e Several members suggested that instead of the historic snapshot approach to the QIO
program evaluation, a shift in paradigm to continuous quality improvement would be
more informative and may better enable organizations to shift courses to make necessary
programmatic changes.

III. Evaluation Designs and Considerations

This section describes general approaches for evaluating both the core QIO program and
supplementary components of the program, including special studies and QIOSC contracts,



and non-evaluative studies that could be used to gather information or develop tools to
enhance future evaluations of the QIO program as well as to gain a more refined
understanding of the program’s role in quality improvement. The proposed evaluation
options build on prior evaluations that have been conducted, but uses econometric and
statistical approaches to addresses several of the methodological limitations affecting these
studies. We also build upon findings from our QIO inventory and site visits to QIOs. A
major resource in shaping our recommendations was the 2006 report “Medicare’s Quality
Improvement Organization Program: Maximizing Potential,” issued by the IOM Committee
on Redesigning Health Insurance, Performance Measures, Payment, and Performance
Improvement Programs. Finally, the evaluation options described were informed and shaped
by the input of an eight-member Technical Expert Panel (TEP).

IIILA  Designs for Evaluating the Core QIO Program

We begin this discussion by describing a design option that is based on a national, provider-level
analysis which incorporates a case-control panel design to assess differences in IPG and non-IPG
providers’ performance. Limitations to this approach are described in the body of the report.

Long-term evaluation goal and approach: In situations where a randomized control trial cannot
be used, a two-stage econometric model may be used to estimate program effects. Thus, we propose
using econometric modeling to examine differences in IPG and non-IPG provider performance on
clinical quality and process of care measures. It is hypothesized that for each health care setting
under Task 1, performance on quality measures (e.g., restraint use in nursing homes, on-time
prophylactic antibiotic administration in hospitals, etc. ) is related directly to provider engagement
with the QIO. This hypothesis, however, is flawed due to the presence of selection bias, that is,
there may be inherent differences between providers who were selected (or volunteered) to
participate in an IPG and providers who were not selected (or did not volunteer) to participate. Due
to non-random selection, and the likelihood that IPG providers are selected to participate because
they are the most likely to improve (or they volunteer to participate because they are the most
motivated to improve), estimates of a QIO’s impact on performance likely will be biased.

A two-stage econometric modeling approach can be used to account for factors that may influence a
providers’ likelihood of working with a QIO, thereby helping to address the two methodological
barriers that have hindered previous QIO program evaluations — selection bias and confounding, or
attribution. The first equation models the selection mechanism by estimating the probability that a
provider of a particular type (e.g., nursing home, home health agency etc.) participates or is selected
to participate in a QIO’s IPG. The second equation addresses selection bias by estimating provider
performance as a function of the likelihood of selection into an IPG as well as other variables that
include provider, environmental, and QIO characteristics.

Primary and secondary data collection activities: Primary and secondary data collection will be
required to model the dependent and independent variables that comprise the relationships
described above. The major dependent variables are provider participation in an IPG and provider
performance on subtask quality measures.

e Provider participation in an IPG. Due to regulations that limit access to data on which providers
are IPG members, evaluators must currently work directly through individual QIOs or QIOSCs
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to gather de-identified data on IPG providers, or through CMS to obtain access to the PARTner
System, which also stores this type of data electronically.

Provider performance on subtask quality measures. These data are collected as a standard part
of the QIO program and should continue to be available through CMS or the QIOSCs. In fact,

for many subtasks, the performance measures by which QIO performance is evaluated are the
same measures reported publicly in the hospital, home health, and nursing home COMPARE
databases or obtained from the Nursing Home Minimum Data Set (MDS) or the Home Health
Outcome and Assessment Information Set (OASIS).

The major independent variables used in this model are provider, environmental, and QIO
characteristics. Year or time period also is included in this model because, as suggested by a
member of the TEP, an effort should be made to examine continuous improvements in quality.
As such, it is recommended that performance be measured on at least an annual basis.

Provider characteristics. The probability of selection (the first equation in the model) or
participation in an IPG could be driven by a number of provider-level characteristics. CMS
administrative databases (Providers of Services file, the Medicare Cost Reports, the Standard
Analytical Files, and the Provider Enrollment, Chain and Ownership System data) may be used
to extract information on provider profit status, membership in a system, rural/urban location,
and staffing. Private sector databases, such as the American Hospital Association Annual
Survey, may supplement information that is not available in CMS administrative databases.
Information on providers’ level of motivation and willingness to work with QIOs on quality
improvement issues, the extent to which the provider has the internal infrastructure to support
quality improvement efforts, and utilization of non-QIO quality improvement resources is not
readily available and must be obtained through primary data collection. A potential primary data
collection instrument is the CMS “Survey of Provider Satisfaction with Quality Improvement
Organizations.”

Environmental characteristics. Certain environmental characteristics may impact providers’
willingness to work with QIOs, such as whether providers are required by managed care
organizations to participate in selected quality improvement initiatives or the level of market
competitiveness. Resources to characterize environmental features that may drive participation
in an IPG and other quality improvement activities are available from public and private sources,
such as the Bureau of Health Profession’s Area Resource File, the Medicare Denominator File
(for use in estimating managed care penetration in the elderly population), and the Kaiser Family
Foundation State Health Facts database.

QIO characteristics. It is probable that quality improvement is driven not solely by whether a
provider is an IPG member, but also by the types, intensity, and frequency of technical
assistance that QIOs offer to providers. The concepts of “technical assistance” and “intensity”
are difficult to define and measure, but should be considered key determinants of providers’
performance improvement, however, it should be emphasized that the relationship between
intensity of assistance and performance may be non-linear. The PARTner system and the
Provider Satisfaction Survey are possible sources of information on the nature of the technical
assistance offered by QIOs to providers. Furthermore, measures or scales could be created
using detailed descriptions about the methods QIO use to provide technical assistance, the types
of information they convey, and the number of times that technical assistance is provided.

Vil



III.LB  Supplementary Short-Term Studies

Our ability to adequately model the IPG selection process and to define and measure key QIO- and
provider-specific variables, such as interaction with the QIO, the intensity of technical support and
provider “motivation,” limits the ability to conduct a rigorous evaluation of the QIO program. To
restructure the program without considering its impact could be costly and, without baseline
information on performance, it would be impossible to determine the cost-effectiveness of
restructuring. Therefore, we acknowledge the shortcomings of this evaluation option, but believe
that many of these limitations could be addressed over time, through investments in short and mid-
term studies and additional data collection.

e Short-term study on IPG selection processes: There is a dearth of information on the
mechanisms that drive inclusion (from the perspective of a QIO) or participation (from the
perspective of the provider) in an IPG. A more complete understanding of this relationship is
necessary to fully specify the models described above and to accurately control for selection bias
in estimating differences in quality improvement for IPG and non-IPG providers. Among the
options for better understanding the selection process: (1) interviews could be conducted with
QIO staff and providers to understand the criteria that QIOs use to identify IPG candidates and
why certain providers opt in or out of the opportunity to participate in an IPG; (2) exploratory
secondary data analyses could be conducted to assess how IPG and non-IPG providers differ on
basic structural and organizational measures; and (3) the Provider Satisfaction Survey could be
modified to collect information on provider-level characteristics that may drive IPG
participation, such as motivation and infrastructure availability.

¢ Short-term study on types and intensity of QIO interventions: Scant data exist on the
range of technical assistance offered by QIOs and little has been done to characterize the
intensity and frequency of QIO interactions with providers. In the short-term, investments in
developing measures or scales by which to categorize QIO technical assistance, both in terms of
substance and intensity, will further our ability to evaluate the QIO program. Two options for
gathering information to develop such a scale include: (1) semi-structured interviews with QIOs
and providers to catalog the types of technical assistance strategies and interventions that are
employed across all QIOs, and to ascertain whether certain provider or environmental factors
influence the decision to use certain types of assistance over others; and (2): the CMS Provider
Survey could be modified to gather detailed information on the nature and intensity of specific
QIO interventions.

III.C Designs for Evaluating the Special Studies Program

During the 7" SOW, CMS spending on the Special Studies Program amounted to more than $130
million, of which approximately $67 million was allocated to QIOSC contracts, which are
considered a separate type of special study. Despite the amount dedicated to the Special Studies
Program, little is known about how the results of special studies or the assistance provided by
QIOSCs support QIO functions or advance the quality of care for Medicare beneficiaries.

e Special studies: In the short term, an inventory of key pieces of information on special studies
could be developed to support long-term evaluation activities. Through interviews with and a
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survey of QIOs, and using CMS administrative data, information could be collected on the
status of special studies in the 9™ SOW, including special study results, dissemination methods,
and target audiences. Building on the information gathered for the inventory, the case study
approach may be employed to compare special studies that have been deemed to produce a
“good return on investment” to those deemed to produce a “poor return on investment.”
Interviews with CMS staff and surveys of QIOs and providers also may provide useful
information that speaks to the value that special studies add to the QIO program.

e QIOSCs: Similar to the data collection methods used for evaluating special studies, an
environmental scan and site visits/interviews with QIOs could be used to gather information on
the types and levels of engagement between QIOs and QIOSCs (both topic-specific and cross-
cutting). As part of site visits, semi-structured interviews with QIOSC staff could be conducted
to gather more detailed information on the nature of the QIO-QIOSC relationship and how
QIOSCs attempt to support QIOs. Finally, it may be desirable to invest resources in developing
a QIO “engagement scale”, which — by combining information on the substance or nature of
technical assistance obtained from QIOSCs with information on the intensity of assistance
received — could estimate the level of support QIOSCs provide to specific QIOs. Having
developed this scale, collection of data to estimate QIOSC-QIO “scores” could be obtained on
an on-going basis by requiring QIOSCs or QIOs to systematically compile and submit data on
these interactions to CMS.

IILLD Designs for Evaluating Technical Assistance Approaches

Little is known about 1) which approaches for “delivering” technical assistance and 2) the types of
content that comprise assistance are most effective in driving quality improvement in particular
settings and with particular types of providers. In the short term, semi-structured interviews with
QIOs and IPG providers should be conducted to better understand the methods used by QIOs to
deliver assistance, the substantive information that is conveyed, and the factors that drive the
selection of different methods of assistance. Assuming that issues of confidentiality are addressed,
“shadowing” QIO staff as they conduct site visits, seminars, or other training activities could
provide an in-depth view that may be unavailable from interviews alone.

CMS’ special study mechanism offers the opportunity to engage QIOs in the study of the
effectiveness of technical assistance using more robust, randomized case control, cross-over designs.
At minimum, such an approach would examine three models of technical assistance — consultative,
collaborative, and provider pay-for-performance — with randomization occurring at either the IPG
or QIO level. It should be noted that investments in analyzing alternative approaches are best spent
on subtasks for which there is large variation in performance as opposed to those with little
variation.

IIILE Designs for Extending Support to Poor-Performing and Less Motivated
Providers

Project staff and the technical expert panel emphasized the impact that CMS policies governing the
QIO program may have on the program’s effectiveness. Of specific interest was the question: Does
the QIO program target the appropriate provider population and, if not, should CMS re-focus requirements to



enconrage Q1Os to work with providers who may benefit the most from technical assistance, such as poor performers or
providers who lack motivation to engage in quality improvement activities and/ or work with QIOs? Through the
special study mechanism CMS could empower QIOs to develop alternative approaches for selecting
and motivating providers, as well as exploring creative solutions to work with providers to achieve
selected performance objectives.

o Extending support to poor-performing providers: During the 8" SOW, QIOs were required
to offer technical assistance to a maximum of 3 nursing homes that were determined by the
State Survey Agency to be “persistently poor” performing homes. In the short term, a case
study approach of QIO experiences working with these nursing homes (and, in turn, the nursing
homes’ experiences working with QIOs) could be implemented to gather information relevant
for evaluating whether CMS should re-focus requirements to encourage QIOs to work with
poor performers.

o Extending support to less motivated providers: If, as suggested by some members of the
TEP, provider motivation is endogenous, it could potentially be influenced by QIOs. As a
special study at the outset of the 9" SOW, QIOs could be given the latitude to explore various
strategies, including those involving financial and non-financial incentives, to ascertain which
ones are most effective in motivating providers to work with QIOs to achieve selected quality
improvement objectives. After having identified subsets of providers in selected task areas (e.g.,
nursing home, home health) randomized case-control studies may be conducted to determine
whether selected approaches are more or less effective.

IIILF Designs for Evaluating CMS Performance Targets

It is unclear how CMS identifies its quality improvement benchmarks. During site visits, many QIOs
reported that they could not meet CMS performance targets because they were “unrealistic” — in
large part because there is no known scientific evidence to suggest current targets could be achieved
within the time frame used to evaluate performance and, in some cases, because QIOs believed that
particular characteristics of their beneficiary or provider population made these targets less feasible
or appropriate. Overall, CMS’ approach for setting performance measures and targets must become
more transparent if QIOs are to understand more fully the goals they are expected to achieve. To
this end:

e Interviews with CMS staff could be conducted to determine the process by which performance
targets are set;

e Relevant literature could be reviewed to document ranges of performance improvement that
have been achieved by specific types of providers in given time frames;

e In cases where evidence is unavailable to support CMS’ benchmarks, tasks with the greatest
variation could be identified for more in-depth investigation, such as through case studies of
high- and low-performing QIOs to determine which characteristics are associated with variation
in performance; and

e A consensus panel should be convened to review evidence from the literature and from QIO
experiences to assist CMS in establishing more realistic performance measures and targets.



IV. Options for Future Evaluation

CMS has made significant investments in the QIO program. Therefore, we recommend that an
ongoing or continuous process for evaluating the program would best ensure that funds are spent in
the most cost-effective manner. Ideally, the data collection tools and processes used to evaluate a
program and the program itself are developed concurrently. Otherwise, the information necessary
to adequately conduct the evaluation may not be available at the time the evaluation occurs.
Evaluation of the 8" SOW will require the use of retrospective approaches and, therefore, may
suffer from the same methodological shortcomings as previous studies. Moving towards the 9"
SOW and beyond, prospective, rigorous approaches may be feasible if the data and systems
necessary to conduct these evaluations are in place. Therefore, we propose the following three major

options:

©)

@)

)

Assess CMS Data Systems & Develop Systems for On-going Evaluation of the
QIO Program: To facilitate future evaluations, a thorough review of CMS’s QIO data
systems could first be conducted, followed by the development, validation, and
incorporation of appropriate data collection tools into the QIO program prior to the start
of the SOW — particularly with an eye toward minimizing data lags.

Address Limitations in Access to Provider Identifying Data: In conducting this
project, access to data was limited due regulations which prohibit the release of data with
provider identifiers; this includes information on whether a provider is a member of an
IPG. In an effort to foster and facilitate evaluation of the QIO program, consideration
must be given to whether or not such stringent provider confidentiality requirement
continues to be needed.

Maintain Transparency in Designing and Conducting Evaluation. The success of
an evaluation will, to a great extent, depend on the ability of the evaluator to gain the
cooperation of and work effectively with CMS, the QIOs, and providers, all of whom
may be asked to contribute information on their operations, collect or submit data, and
participate in specific evaluation projects. For these reasons, we highly recommend that
the evaluator maintain transparency in designing and conducting the evaluation.

Xi



1.0 INTRODUCTION

Medicare, the nation’s public health insurance program for the aged and the disabled, insures
approximately 43 million beneficiaries, making it the largest payer of health care services in the U.S.
In 2005, Medicare expenditures totaled $3306 billion. This figure is projected to double as early as
2012, and expenditures in the future are expected to grow more rapidly than workers’ earnings and
the economy overall (Board of Trustees of the Federal Hospital Insurance and Federal
Supplementary Medical Insurance Trust Funds 2006). The sheer size of Medicare — the resources
dedicated to the program, the growing number of beneficiaries, and the program’s potential to
impact health care delivery nationwide — demands that a system is in place to ensure that the
program is both cost-effective and provides the highest quality care possible. To that end, the
Centers for Medicare and Medicaid Services (CMS), the Federal agency that administers the
Medicare program, contracts with a national network of Quality Improvement Organizations
(QIOs). These organizations seek to:

e Improve the quality of care that Medicare beneficiaries receive by collaborating
with providers to help them meet professionally recognized, evidence-based
standards and guidelines of care

e Protect beneficiaries’ rights, respond to their complaints, and investigate claims
and evidence of substandard care

e Protect the Medicare Trust Funds by reviewing claims patterns and suspicious
cases for the inappropriate use of services or incorrect billing codes

A total of 53 QIOs, including one in each state, territory, and the District of Columbia, carries out
this multi-pronged mission over the course of a 3-year contract with CMS, referred to as the
Statement of Work (SOW). During this time, they engage providers in quality improvement projects
and offer technical assistance across four major health care settings — hospitals, home health
agencies, nursing homes, and physician offices. In addition, QIOs handle beneficiary complaints
related to quality issues, conduct case reviews and monitor hospital payments. By 2008, CMS will
have dedicated almost $3.5 billion to the QIO program over the course of the past three SOW's
alone, amounting to approximately $300 to $400 million per year. Despite its size and expense, there
has been no systematic, quantitative, and independent national evaluation of the effectiveness of the
QIO program to date.

1.1 Growing Interest in Evaluation of the QIO Program

Recent press coverage and Congressional inquiries have raised questions regarding the QIO
program’s effectiveness and whether substantial reforms should be made to the program. A July
2005 Washington Post article (Gaul 20052) described a 75-year old husband’s four-year legal struggle
with Medicare after submitting a complaint to his state’s QIO regarding his wife’s death, which he
alleged resulted from doctors misdiagnosing her colon cancer. The article, and others published
thereafter (Gaul 2005b, Gaul 2000) raised concerns over financial improprieties and the potential
conflict of interest that is created when organizations are expected to conduct medical case review



while at the same time collaborating with providers on quality improvement projects. Indeed, the
article reported that over the course of two decades, total QIO sanctions against physicians and
hospitals for substandard care dropped from an average of 31 to one per year. Furthermore, this
series of Washington Post articles raised concerns over the general lack of transparency in the
beneficiary complaint process, the lack of public accountability and consumer representation, and
the lack of competition in the QIO bidding process.

Less than two months following the Washington Post’s coverage Senator Charles E. Grassley (R-
Iowa), Chairman of the Senate Finance Committee, ordered a Congressional investigation into
individual QIOs and the program as a whole. In a letter to Medicare officials, he expressed concern
over QIOs’ misplaced priorities, and requested documentation on QIOs’ finances, Medicare
contractor audits and evaluations, and program polices for preventing conflicts of interest (Gaul
2005¢). Although this was the impetus behind the Office of the Inspector General and the
Government Accountability Office (GAO) inquiries into the program, as part of the Medicare
Prescription Drug, Improvement, and Modernization Act (MMA) of 2003 the Congtress requested
the Institutes of Medicine (IOM) to conduct an evaluation of the QIO program.

The IOM released their report “Medicare’s Quality Improvement Organizations: Maximizing
Potential” in March 2006. One of the IOM’s conclusions was that:

“Given the lack of consistent and conclusive evidence in scientific literature and
the lack of strong findings from the committee’s analyses, it is not possible to
determine definitively the extent of the impact of the QIOs and the national
QIO infrastructure on the quality of health care received by beneficiaries. Many
confounding factors make it difficult to attribute the results obtained thus far [to
QIOs].” (IOM 2006)

In fact, researchers have attempted to evaluate the effectiveness of the QIO program for many
years. (Refer to Section 3.0 for a detailed review of the literature). These attempts, which have used
both qualitative and quantitative analytical techniques and which have been undertaken at the
national, organizational, and health care setting level, have largely proven inconclusive. Even the
most recent studies are plagued by the same methodological obstacles that previous studies failed to
overcome — questionable data, selection bias, spurious attribution due to numerous confounding
factors (e.g. secular trends, differences in provider motivation, non-QIO quality improvement
initiatives), lack of generalizability, and the inability to isolate and define experimental and control
groups.

1.2 Study Obijectives

Considerable resources have been dedicated to the operation of the QIO program. For the current
3-year contract period, the 8" SOW, CMS has dedicated $1.265 billion to the program, and as
recently as April of 2006, the American Health Quality Association (AHQA), the national trade
organization for QIOs, called on CMS for increased funding in future SOWs (Schulke 2006).
Despite the large investment in the program and the expansion of QIOs’ responsibilities, there is
limited information on whether QIO activities are actually improving the quality of care.



ASPE contracted with NORC at the University of Chicago (NORC) to develop several options for
evaluating the effectiveness of the QIO program. As requested by ASPE, NORC’s objectives for
this study were three-fold. First, NORC was to conduct an environmental scan to identify QIO-
specific technical assistance activities, interventions, or strategies used to meet performance targets
identified in the 7" and 8" SOW." Information collected from the environmental scan was to be
entered into a database or inventory of QIO activities. Second, site visits to QIOs were to be
conducted to gather more detailed information about the day-to-day operations of these Quality
Improvement Organizations and the strategies used to advance quality in each health care setting.
Finally, NORC was to identify alternative designs or studies for evaluating the QIO program and to
enhance our understanding of selected components of the program; these designs were to be vetted
by members of a Technical Expert Panel (TEP). ASPE indicated that evaluation and study
approaches could utilize both quantitative and qualitative techniques, but that both short- and long-
term studies should be designed. In designing these evaluation approaches NORC attempted to
address the shortcomings of previous evaluations which rendered their findings questionable.

1.3 Organization of Report

This report is organized into seven sections. Following this introduction, Section 2.0 of the report
provides a brief background of the QIO program, including a discussion of the historical roots of
the program, required quality improvement efforts, and QIO performance expectations. A
comprehensive review of the health services, policy and clinical literature pertaining to the
effectiveness of the QIO program is presented in Section 3.0 of this report. Sections 4.0 and 5.0,
respectively, present findings from the environmental scan and QIO site visits. Alternative
evaluation designs are presented in Section 6.0. Among the studies described in this section are data
collection activities and “non-evaluative” designs that are either intended to inform future
evaluations of the program or understanding of program operations. Finally, Section 7.0 includes
suggestions to facilitate the on-going evaluation of the QIO program.

iThe 7® SOW included the 3-year contract period that began in 2002 and ended in 2005. Contracts for the 8 SOW
began in 2005 and end in 2008.



2.0 THE QIO PROGRAM

2.1 History and Background

The origins of the QIO program date back more than three decades to 1971, with the creation of
Experimental Medical Care Review Organizations (EMCROs). Under the EMCRO program,
voluntary groups of grant-funded physicians reviewed individual Medicare cases to reduce
unnecessary provision of services in both the inpatient and ambulatory settings. In 1972,
amendments to Title XI of the Social Security Act established Professional Standards Review
Organizations (PSROs). Like EMCROs, PSROs focused on utilization review and compared
questionable cases with local patterns and standards of care. Trained clinicians performed utilization
reviews to ensure that Medicare, which at the time employed a cost-based reimbursement approach,
compensated providers only for care that was medically necessary. Although these organizations
conducted Medical Care Evaluation Studies to address quality concerns as well, studies from the
1970’s and 1980’s found that PSROs had no significant impact on either quality or cost control.

A decade later, as part of the 1982 Tax Equity and Fiscal Responsibility Act and under the Peer
Review Improvement Act, Congress replaced the PSRO program with the Utilization and Quality
Control Peer Review Organization (PRO) Program. Using case reviews, PROs had the authority to
deny Medicare payments to hospitals and physicians if there was substantial evidence of unnecessary
or substandard care.

These eatlier programs — EMCROs, PSROs, and PROs — focused on utilization review, cost-
containment, and adherence to local practice patterns. They employed an “inspect and detect”
method to discover egregious cases and, if necessary, sanction providers for substandard care. As a
result, providers often perceived them as adversaries or regulatory agencies consumed with detecting
and punishing mistakes. A 1990 review by the Institute of Medicine (1990), however, concluded
that a collaborative approach to quality improvement would be more effective in improving
providers’ performance than an adversarial approach.

In response, the Health Care Financing Administration (now CMS) launched the Health Care
Quality Improvement Initiative (HCQII) in 1992 to analyze patterns of care and identify areas for
improvement. Subsequently, PROs were to examine practice patterns at the institutional, regional,
and national level, rather than focusing on individual physicians or hospitals that were suspected of
poor performance. Further, PROs were to collaborate with hospitals as partners in developing and
implementing hospital quality improvement initiatives (Jencks and Wilensky, 1992). These changes,
which were designed to transform the PRO from regulator to partner and to encourage
collaboration over discipline, represented a dramatic shift in vision. Symbolic of this change, in
2001 Congtess officially renamed the PRO program the “Quality Improvement Organization
Program.” Activities under this new vision of quality assurance included assisting providers in
redesigning workflow and care processes and fostering partnerships for quality improvement.
Between the time of the PRO and the QIO program the sites of care also expanded. The PROSs’
original jurisdiction was, for the most part, hospital and physician care. Nursing homes, home
health agencies, and Medicare Advantage (formerly Medicare + Choice) were added to their purview
over the years, so that QIOs now touch every major component of the Medicare program. Many
QIOs also conduct business outside of the QIO program, pursuing quality improvement activities



for other federal and state health care programs as well as for private organizations.

2.2 'The QIO Program Today

Beginning in 1984 with the PRO program and continuing today under the QIO program, contracts
with Quality Improvement Organizations are issued for a 3-year period of performance. Eight
rounds of contracting have occurred since the shift to a 3-year contract cycle, hence bringing us in
2005 to the 8" SOW. In the 8" SOW, 41 organizations hold 53 separate performance-based
contracts with CMS; there is one contract for each state, territory, and the District of Columbia.
Most of these organizations serve as the QIO for only one state, however, a few organizations
function as multi-state QIOs. (Appendix A provides a list of all QIOs funded under the 8" SOW.)
Unlike their predecessors, QIOs today are staffed with employees who are versed, and often
certified, in a diverse range of quality improvement techniques and programs. Since their focus has
shifted from utilization review to quality improvement, they are required to establish relationships
with providers, medical professional associations, and numerous other quality improvement
stakeholders.

Much as it did with its predecessors, CMS requires that QIOs be physician-sponsored or physician-
access organizations. They must be able to demonstrate that they either are owned by or represent
at least 20 percent of the licensed doctors of medicine and osteopathy who practice medicine or
surgery in the State. Alternatively, QIOs must demonstrate that they have arrangements with
doctors of medicine or osteopathy—including licensed providers from every specialty, who are in
active practice and available to conduct case review for the QIOs (CMS 2006a).

The contract is comprised in large part of four sets of tasks, or activities that QIOs are expected to
perform. Tasks 1 through 3 are referred to here as the “core contract” since all QIOs are expected
to perform these activities. Task 4 refers to “non-core” activities. These are “Special Studies,”
which selected QIOs may be contracted to perform. Sections 2.2.1 and 2.2.2 provide general
information concerning the activities that QIOs are expected to perform under the 8" SOW
contract. Detailed information may be obtained from the SOW, which may be downloaded from
the CMS website at http://www.cms.hhs.gov/QualityImprovementOrgs/downloads/8thSOW.pdf.

2.2.1 QIO Activities under the Core Contract.

Under the 8" SOW (CMS 2006b) core contract, QIOs are responsible for “assisting providers in
developing the capacity for and achieving excellence” in the provision of care to Medicare
beneficiaries across health care settings (Task 1); and “protecting beneficiaries and the Medicare
program” (Task 3). Under the 7" SOW, Task 2 of the contract required QIOs to engage in
beneficiary education and communications activities; the 8" SOW does not specify any Task 2
activities.

Task 1 - Assisting providers in developing the capacity for and achieving excellence: The
majority of a QIO’s time and resources is devoted to performing Task 1 activities, which includes
the provision of technical assistance to nursing homes, home heath agencies, hospitals, and
physician offices. As defined by the IOM, technical assistance is:


http://www.cms.hhs.gov/QualityImprovementOrgs/downloads/8thSOW.pdf

“The process by which Quality Improvement Organizations work with providers,
...to improve patient outcomes. This includes root-cause analysis, assistance with the
implementation of interventions and systems changes, facilitating knowledge transfer,

assisting with data collection, and coordinating efforts with other stakeholders.”
(IOM 2006).

CMS requires that QIOs divide their technical assistance activities between two different groups of
providers. First, QIOs are contractually obligated to offer technical assistance to all providers in a
state that request assistance on issues related to the quality improvement areas identified in the
SOW. Although the amount of assistance that must be made available to these providers is not
specifically prescribed, the SOW identifies targeted levels of performance improvement for
providers across the state.

The second group of providers is termed “identified participant groups” or IPGs. Providers
volunteer and are selected by QIOs to participate in an IPG. These providers receive intensive
technical assistance and participate in a number of quality improvement projects. It should be noted
that depending on the health care setting and CMS’ contractual requirements, QIOs may be
expected to work with more than one IPG. The number of providers that comprise an IPG is
determined under the terms of CMS’ SOW and is largely a function of the number of providers in a
state. Importantly, even though providers are included and agree to participate in an IPG they are
not contractually bound to work with QIOs.

Task 1 is subdivided into four subtask areas (designated by the letters “a” through “d”), each
focused on performance activities in a particular provider setting. These are identified below:

Subtasks Health Care Settings

Task 1a Nursing Home
Task 1b Home Health
Task 1cl Hospital

Task 1c2 Critical Access & Rural Hospitals
Task 1d1 Physician Practices

Task 1d2 Underserved Populations

Task 1d3 Part D Prescription Drug Benefits

Task 1a - Quality Improvement Activities Directed at Nursing Homes: In addition to all
nursing homes in the state, QIOs work with two groups of identified participants on improving
clinical performance measures, processes of care, setting improvement targets, and analyzing
resident and staff satisfaction. IPG1 works on various activities related to the reduction of pressure
ulcer rates, use of physical restraints, management of depressive symptoms and pain, as well as
collection of data on resident and staff experiences, which includes data to monitor turnover among
Certified Nursing Assistants (CNAs). IPG2 is comprised of a small number of nursing homes
(between 1 and 3 facilities) who have been identified by the state survey agency as “low performers.”
These providers work with the QIO to reduce rates of physical restraint use and pressure ulcers as
well as collection of monitoring of data on resident and staff experiences.



Table 2.1 summarizes the quality improvement areas that QIOs are expected to target in providing
technical assistance to nursing homes, both across the state and for IPGs.

Task 1b — Quality Improvement Activities Directed at Home Health Agencies: In the area
of home health, QIOs are expected to organize two IPGs, a Clinical Performance IPG and a
Systems Improvement and Organizational Change (SIOC) IPG. In addition to reduction in rates of
acute care hospitalization, providers in the Clinical Performance IPG are expected to work on the
continuous improvement of measures in the Outcome and Assessment Information Set (OASIS).
These include improvement on activities of daily living, such as transferring, ambulation, and
medication management. The focus of the SIOC IPG is on activities related to telehealth and
organizational quality culture change.

Other areas that serve as the focus of Task 1b, both statewide and for IPGs are shown in Table 2.1.

Task 1cl and 1c2 — Quality Improvement Activities Directed at Hospitals: In the hospital
setting, QIOs work with three groups of identified participants — the Appropriate Care Measure
(ACM) IPG, the Surgical Care Improvement Project (SCIP) IPG, and the Systems Improvement
and Organizational Culture Change (SIOC) IPG. Additionally, QIOs are expected to offer technical
assistance to rural and critical access hospitals.

Hospitals participating in the Appropriate Care Measure IPG work with the QIO on improvement
of process measures related to care rendered to patients hospitalized with an acute myocardial
infarction (AMI), heart failure (HF) or pneumonia. Those in the SCIP IPG receive assistance from
the QIO to adopt standards for the prevention of surgical site infections, cardiovascular
complications, venous thromboembolism, ventilator assisted pneumonia, and the use of fistulas for
hemodialysis. Finally, QIOs work with providers in the SIOC IPG to further the use of health
information technology, including Computerized Physician Order Entry and barcoding.

QIOs work with rural and Critical Access Hospitals largely at the statewide level to, among other
goals, increase the level of reporting of the Hospital Quality Alliance Measure Set and achieve
improvement in one clinical performance measure selected by the provider.

1d1 through 1d3 — Quality Improvement Activities Directed at Physician Practices: QIOs
work with physician practices to enhance quality of care through numerous avenues. In terms of
clinical performance, QIOs provide technical assistance to promote the reliable delivery of
preventive services and better ensure the effective management of patients with chronic conditions,
especially those with diabetes and heart disease. QIOs are further expected to promote the
implementation and use of electronic health records.

To promote cultural competency in physician practices, QIOs are to encourage providers to
complete selected components of the Office of Minority Health’s Culturally and Linguistically
Appropriate Survey tool.

Finally, pursuant to enactment of the MMA, QIOs are expected to propose a study related to the
following areas: (1) improvement of prescribing using Part D data; (2) improvement of patient self-
management through medication therapy management services; (3) improvement of disease-specific
therapy using integrated Part A, B and D data; or (4) another project approved by CMS.



Task 3 - Protecting beneficiaries and the Medicare program: Beneficiary protection activities
subsumed under Task 3 include the review of beneficiary complaints for quality of care concerns.
Among other types of reviews subsumed under Task 3 are the following:

* violations of Emergency Medical Treatment and Active Labor Act (EMTALA);

* use of assistants at cataract surgery;

* hospital-issued notices of non-coverage;

* notices of discharge and Medicare appeal rights;

* requests by hospitals for higher weighted DRG adjustments

* managed care organizations’ notices of termination of skilled nursing facility, home
health agency or comprehensive outpatient rehabilitation facility benefits.

The Hospital Payment Monitoring Program (HPMP) in which QIOs conduct reviews to assess the
accuracy of DRG codes, medical necessity, and the appropriateness of care is further classified as a
Task 3 activity. In the 8" SOW, each QIO is to conduct a Special Study (which must be pre-
approved by CMS) to address issues of inappropriate utilization or billing patterns.

2.2.2 QIO Activities Conducted Outside the Core Contract

Task 4 of the SOW is comprised of the Special Studies Program. The Special Studies Program
includes two different types of special studies—Quality Improvement Organization Support Centers
(QIOSCs) and all other special studies. The Special Studies Program is designed to gather
information for identifying best practices; examining or testing performance measures, tools or
technical assistance approaches; and, in general, addressing issues of specific interest or relevance to
CMS and the QIO program. For the most part, Special Studies are awarded competitively through a
“call for proposals” process. However, in some cases, CMS may choose to fund unsolicited projects
if a QIO submits a proposal of particular interest to the QIO program or CMS.

Quality Improvement Organization Support Centers are QIOs who receive funds to offer technical
assistance or support to other QIOs by providing them with the tools, training, information on best
practices, and other resources that they need to work effectively with providers to meet quality
improvement objectives. As of the 8" SOW, a total of 15 QIOSC contracts have been awarded.

There are two types of QIOSCs: (1) topic-specific and (2) cross-cutting. Topic-specific QIOSCs
offer the support that is necessary for QIOs to meet setting-specific or task-related objectives.
Examples of topic-specific QIOSCs include the Nursing Home, Home Health Care, or Hospital
Interventions QIOSCs. Cross-cutting QIOSCs support QIOs by providing technical expertise on
issues that transcend or cut across specific tasks. For instance, the MedQIC (Medicare Quality
Improvement Community) QIOSC maintains a website where providers and QIOs can access tools
and resources for quality improvement. Likewise, the Performance Improvement QIOSC offers
guidance and training on processes related to quality improvement, and the Data Reports QIOSC
maintains systems for reporting of data.



Table 2.1 QIO Activities by Setting, IPG and Statewide Providers, 8" SOW

Task & Setting

la-Nursing

1b-Home Health

IPG Activities

IPG 1 and IPG 2
Core Activities:
o Decrease pressure ulcers among high-risk
residents
Decrease the use of physical restraints
Improve the management of depression
Improve the management of pain

Organizational Culture Activities:

o Assess staff and resident satisfaction using
surveys
Collect and monitor data on certified
nursing assistant turnover

I IPG 1and IPG2

Clinical Performance IPG Core Activities:

e Decrease Acute care hospitalization

o Improve transferring

o Improve ambulation/locomotion

o Improve the management of oral
medications
Improve pain interfering with activity
Improve status of surgical wounds
Improve dyspnea
Improve urinary incontinence
Improve bathing
Discharge to community

Systems Improvement and Organizational

Change IPG Core Activities:

o Implementation and/or utilization of
Telehealth to reduce acute care
hospitalization
Conduct an organizational quality culture
change survey that focuses on
organizational practices, teamwork,
communication, leadership, quality
improvement, and patient centeredness

o Implement plan of action based of survey.

Statewide Activities

Statewide
Improve Care Processes:
QIOs may opt to work with a subset of
nursing home providers to document
specific processes of care for 50% of
new admissions:
« Skin inspection and pressure ulcer risk
assessment
Screening and treatment for
depression
Evaluation of physical restraint
requirements or alternatives
Pain assessment and treatment.

Organizational Culture Activities:
QIOs set statewide targets and assist
nursing homes set their own annual targets
related to:
e Reducing the use of physical restraints
e Reducing pressure ulcers in high-risk
patients

Statewide
QIOs must work with home health
agencies statewide to:
 Incorporate influenza and pneumococcal
immunizations in patient assessments
e Set targets for acute care hospitalization
and other publicly reported OASIS

measures




Table 2.1 QIO Activities by Setting, IPG and Statewide Providers, 8" SOW

Task & Setting

1c- Hospitals

1d- Physician Offices

IPG Activities

IPG1, IPG2, and IPG3
Appropriate Care Measure IPG Core
Activities:

Use of appropriate care measures in the
following clinical areas:

o Acute myocardial infarction

o Heart Failure

e Pneumonia

Surgical Care Improvement Project (SCIP)
IPG Core Activities:
QIOs help hospitals standardize processes
for the following conditions:
Surgical site infections
Venus thromboembolism
Ventilator-associated pneumonia
Cardiovascular complications
Fistula use in hemodialysis (vascular
access)

Systems Improvement and Organizational

Change IPG Core Activities

o QIOs work with senior hospital leadership
and the Board of Directors to engage them
in using CPOE, bar-coding, or telehealth
systems
Help hospital leadership develop the
business case for the use of these tools
Educate hospitals in the use of these tools
Help implement an interventions toolkit

QIOs work with identified participants to:

e Focus on more reliable delivery of
preventive services and effective
management of patients with chronic
conditions, especially diabetes and heart
disease

e Report and improve on quality measures

Doctor’s Office Quality-Information

Technology Program

o Improve clinical performance measures
through the implementation and use
electronic clinical information, i.e.,
electronic health records

Statewide Activities

Statewide

QIOs work with hospitals statewide to:

e Improve clinical performance
measurement and reporting

o Assess satisfaction and
knowledge/petception

o Collaborate with all critical access
hospitals to report Hospital Quality
Alliance measures

Statewide

QIOs statewide work to:

e Support collaborative quality
improvement activities involving
Medicare Advantage organizations
Collaborate with End-Stage Renal Disease
(ESRD) Networks to improve rates of
fistula use and influenza and
pneumococcal vaccinations
Support the Physician Voluntary
Reporting Program
Improve clinical performance measures
results for Medicare-underserved
racial/ethnic populations

Physician Practice/Pharmacy Part D:

e Conduct study to improve safe delivery of
prescription drugs.
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2.2.3 CMS Evaluation of QIO Performance

QIO contracts with CMS are considered “performance based” and, with few exceptions, the specific
technical assistance strategies that QIOs employ are not prescribed in the SOW. In all settings,
QIOs are evaluated by CMS according to the extent that they are able to meet or exceed identified
performance improvement targets. Understandably, given the focused assistance that these
providers are expected to receive, QIOs’ performance expectations are higher for IPG providers.
During the 8" SOW baseline performance was scheduled to be measured during the first quarter of
2006 and remeasured in the fourth quarter of 2007, a period of less than two years.

CMS has developed a complex formula to evaluate individual QIO’s performance on individual
subtasks. Each subtask is assigned a target performance level (e.g., reduction in failure rate of 35
percent or more in pressure ulcers) and an associated scoring weight.” Based on whether
performance levels were achieved and the sum of the scoring weights, each QIO receives one of
four categorical “scores” for each subtask: (1) excellent pass, (2) full pass, (3) conditional pass, and
(4) not pass. The determination of whether or not a contract is renewed is based on the number of
subtasks for which a QIO receives a score of “not pass.”

it For certain subtasks, QIOs may receive “extra credit” for conducting additional activities or meeting selected goals.
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3.0 REVIEW OF THE LITERATURE

This section reviews and evaluates the health services research, policy, and clinical literature on
Medicare’s Quality Improvement Organizations to provide a better understanding of the
effectiveness of the QIO program and the implications for quality of care. The review of literature
begins with a discussion of our approach for identifying literature and follows with a review of the
summative evaluations of the QIO program that have been conducted since 1999. Included in this
section of the report are summaries of recent qualitative and descriptive literature about the QIO
program and its quality of care interventions. Studies conducted by individual QIOs are also
reviewed in an effort to gather information on the impact of the QIO interventions on quality of
care in a variety of health care settings. This section concludes by reviewing the body of literature in
order to identify major trends and conclusions that can be used to inform policymakers, clinicians,
quality improvement professionals, and researchers about the effectiveness of the QIO program.

3.1 Methodology

NORC examined the published and unpublished literature on the QIO program, and reviewed
documents that analyzed, commented on or evaluated the QIO program from 1999 to the present.
Given that the Medicare QIO program’s mission changed after 1999, studies that were conducted or
published prior to this year are not reviewed in this report. This criteria was set because the 6
Statement of Work (SOW) which ran from 1999 through 2002 marked not only a change in title
(from Peer Reviewed Organization to Quality Improvement Organization), but also a change in
focus. After 1999, QIOs were directed to initiate quality improvement partnerships and conduct
interventions and activities focused on systemic and process-related changes. The 7" SOW (2002-
2005) expanded its focus to include quality improvement in specific health care settings such as
nursing homes, home health agencies, managed care plans, and physician offices. Thus, by
reviewing the literature since 1999, this report analyzes the impact of the QIO program since the 6"
SOW, and in effect, draws conclusions about its effectiveness from the most relevant information.
Research studies, randomized controlled trials, quasi-experiments, cohort studies, cross-sectional
evaluations, qualitative analyses and other reports were identified and summarized from peer-
reviewed clinical and policy journals. Literature was identified through a number of methods,
including a systematic search of published materials using Medline, HSRProj, CINAHL and other
major health services research databases as well as the search tools of websites for major health
policy journals such as Health Affairs, The Milbank Quarterly, and the Journal of the American Medical
Association. We also requested relevant materials from the Institute of Medicine Subcommittee on
QIOs’ Evaluation. In addition to peer reviewed literature, we conducted a comprehensive search of
popular media and materials relevant to the topic of program evaluation published on the Internet
ot otherwise publicly available through use of search engines such as Google.com. Searches were
conducted on Goggle Scholar to obtain access to the “gray” literature (e.g., reports and news sources
not catalogued in electronic peer-reviewed literature databases but available online). As expected,
many of the documents were found as a result of “snowballing,” in which the bibliographies or
citations from a source identified through traditional searches are examined to identify additional
sources.
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3.2  Evaluations of the Effectiveness of the QIO Program

Overall, there have been few attempts to conclusively characterize the role of the QIO program and
its effectiveness with regard to improving quality of care for Medicare beneficiaries. This section
provides an extensive review of the few existing evaluations of the Medicare QIO program and
elucidates the limitations of the research. The goal is to provide a comprehensive understanding of
the research to date and the generalizability of study findings to the overall QIO program. This
section presents research evaluations that involve or include data from more than one QIO. As the
literature will suggest, there is not enough conclusive evidence to suggest that the QIO program, as a
whole, is or is not effective in improving the quality of care for beneficiaries.

While the literature does not present a consensus about the effectiveness of the QIO program, the
studies are important because they provide unique approaches to evaluating the QIO program. This
section provides a thorough review of these QIO studies, reviewing three large-scale research studies
performed at the national level, and then studies conducted in specific health care settings such as
hospitals, nursing homes and long-term care settings, physician offices, and home health settings.

3.2.1 Evaluations of the QIO Program at the National Level

Jencks ez al. (2003) was the first national-level study to suggest improvement across multiple quality
indicators for Medicare beneficiaries receiving care in both the inpatient and outpatient setting.
Through an evaluation of quality indicators developed by the QIO program, Jencks and colleagues
concluded that quality of care for Medicare’s fee-for-service (FFS) plan beneficiaries did improve
between 1998 — 1999 and 2000 — 2001. Jencks e a/. examined national and state-level changes in
performance on 22 quality indicators for Medicare beneficiaries in the 50 states and the District of
Columbia and Puerto Rico. The authors collected CMS quality data on care delivered to Medicare
beneficiaries in 2000-2001 and compared it to baseline data collected in 1998-1999. The authors
found that 81 percent of the observations showed absolute increases in performance. Absolute
improvement was measured by the change in performance from baseline to follow-up for each of
the 1,144 pairs of data (52 states x 22 quality indicators).

Using summary statistics for each quality indicator, Jencks e¢7 a/. determined that the median absolute
improvement for the country overall was 3.9 percent. Additionally, the study reported the
proportion of beneficiaries receiving appropriate care by measuring the median indicator in the
median state. The results indicated an improvement from 69.5 percent in 1998-1999 to 73.4 percent
in 2000-20001. In a 2003 editorial in JAMA, Hsia cited these results and described the Jencks ez a/.
study as “valid, robust, understandable, and correct.” Hsia touted the results of the Jencks ¢7 a/. study
as evidence that the QIO program is being led effectively by the CMS Quality Improvement Group.

However, while the study found substantial improvements in care for Medicare fee-for-service
beneficiaries consistent with QIO activities, the data could not attribute these improvements directly
to the QIO’s quality improvement efforts. The uncertainty stems from two methodological
limitations which were duly noted by the authors. First, the study lacks a control group and, second,
the study does not account for the national trend towards quality improvement during the study
period. Jencks ¢f al. (2003) could only suggest that there is a growing trend towards quality
improvement for Medicare beneficiaries. The IOM (20006) report also recognizes the Jencks ez al.
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study, reporting the problem inherent in using cross-sectional data to demonstrate that quality
improvement was the direct result of QIO interventions.

In an earlier study published in 2000, Jencks e a/. conducted a national study of cross-sectional
observational data of all Medicare fee-for-service (FES) populations diagnosed with heart failure,
stroke, pneumonia, breast cancer and diabetes and measured changes in their process of care over
1997-1999. (Though data collection began in 1997, the third data sample was gathered between
October 1998 and March 1999, thus making the study eligible for review in this report.”) The
authors measured these changes by assessing beneficiaries’ receipt of 24 process-of-care measures.
The study also provided a state-level analysis of quality activities. The authors found a wide
variation of performance on quality measures across states, with some states performing consistently
well and others poorly. Interestingly, several less populous states and those in the northeast ranked
high in quality performance. The more populous states and states clustered in the southeast region
of the country tended to rank lower. After reviewing the findings, the authors acknowledge that it is
difficult to attribute any of the changes in quality indicators directly to QIO activities. However,
Jencks ez al. (2000) noted that there is strong evidence that QIOs can contribute to significant
improvement in care if they provide effective technical assistance to providers, facilitate providers’
delivery of care to beneficiaries, and serve as conveners for partnerships among local stakeholders.

The Jencks ez al. studies provide an important discussion of the limitations associated with using
national-level date in evaluations of the QIO program. Studies that only use national-level or state-
level data cannot be used to infer QIO performance in specific health care settings. National
aggregate data may not lead to significant conclusions about the impact of QIO interventions and
activities in particular health care settings such as physician offices, hospitals, and post-acute and
long-term care settings. For example, the Jencks studies were not able to capture the interactions
between QIOs and hospitals or the relationship between QIOs and long-term care facilities.
Furthermore, as policymakers and practitioners develop more comprehensive evaluations of the
QIO program, Jencks ¢# a/. (2000) indicates that time should also be spent examining the extent to
which current quality measures represent and accurately reflect the quality of care for Medicare
beneficiaries. The authors note that the generalizability of the conclusions to the QIO program’s
effectiveness hinges both on the validity of the measures used to evaluate quality of care and the
accuracy of study data.

Most recently, Rollow e al. (2006) conducted an observational study to evaluate the impact of the
Medicare QIO Program in four clinical settings: nursing homes, home health agencies, physician
offices, and hospitals. This comprehensive effort looked across 53 QIOs during the 7" SOW
activities and focused on overall performance for 41 quality measures in these four clinical settings
between 2002 and 2005. Rollow and colleagues assessed (1) whether quality improved in the QIO
7" SOW and (2) whether QIOs facilitated or contributed to the quality improvement. Rollow ez /.
found that clinical quality improved for Medicare beneficiaries on 34 of the 41 quality measures
examined.

For the purposes of the study, Rollow e/ a/. examined quality improvement in clinical measures for
identified participant group (IPGs) providers and non-IPG providers. During the 7" SOW, QIOs
were required to offer and provide technical assistance to health care providers, and recruit a subset
of providers, known as IPGs, for more focused interventions. IPGs are comprised of a subset of

iil Tt is possible that the results of the study reflect performance duting the 6% or 7 SOW.
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providers from the state or jurisdiction’s nursing homes, home health agencies, and physician offices
that volunteer to receive direct QIO assistance with clinical measures. QIOs were asked by CMS to
recruit a certain percentage of IPGs from each clinical setting (except for hospitals). However,
QIOs had autonomy over the selection process. Assistance to IPGs varied from written and
electronic correspondence from QIOs to on-site visits and educational interventions.

The study examined IPGs across clinical settings and utilized performance data for 41 quality
measures (5 nursing home quality measures, 11 home health quality measures, 21 hospital measures,
and 4 physician office measures). By comparing performance for IPGs, which received direct
technical assistance from QIOs, and non-IPGs, which did not, the authors were able to study the
impact of QIO technical assistance and, in effect, speak to the overall impact of the QIO program.

Rollow et al. compared quality improvement from baseline to remeasurement for a sample of non-
IPG providers and IPG providers for nursing homes, home health agencies, and physician offices.
The authors utilized Medicare claims data from 2002 to 2005, though the exact year for baseline and
remeasurement varied. The authors presented an overview of the characteristics of participating
nursing homes, home health agencies, and physician offices, including descriptive statistics. Authors
noted the observed differences in provider characteristics between IPG and non-IPG groups for
each care setting except for hospitals. Given IPG data was not available for hospitals, it was
impossible to determine the relative intensity of QIO assistance for the hospital setting. While the
authors could not employ a comparison group, they tracked trends in hospital performance by
conducting random samples of 125 inpatient records for Medicare patients in each state that had
specific health conditions.

For the five nursing home quality measures, Rollow ¢7 2/ examined data from baseline to follow up,
and determined that IPG nursing homes experienced greater improvement than non-IPG nursing
homes for all five measures; the greatest improvements were in chronic care pain, short-stay pain,
and restraint use. Data for home health agencies demonstrated improvement in mean facility rates
for 10 out of 11 measures. For all but one measure (acute care hospitalizations), improvement was
greater for IPGs rather than non-IPGs. Quality improvement was also apparent in the physician
office setting, as IPG offices experienced improvement in clinical measures for all but four
measures. However, interestingly, non-IPG offices demonstrated improvement in two of four
measures as well as poorer performance in the mammography and diabetic retinal eye examination
measures. For the hospital setting, for which no comparison group was utilized, 19 of 21 measures
demonstrated improvement between baseline and remeasurement.

Several weaknesses in study methodology were noted by the authors. First, the hospital setting
lacked a comparison group given the lack of data available. Second, the authors used different years
for baseline and remeasurement for each clinical setting, making comparisons difficult across time.
Authors explained that using identical baseline and remeasurement periods for each health care
setting was impossible given limitations in the data sets and “contractual reasons.” Third, given the
nursing home and home health agency data were self-reported, there is the possibility that study
results are biased upward in terms of quality improvement. Authors noted that the non-IPG groups
also received assistance from QIOs, making it difficult to disentangle the relative differences in
assistance between the two groups. The authors noted that the observed improvements in quality
may actually be lower than if non-IPGs received no assistance from QIOs.

Rollow and colleagues (2006) commented on the challenges associated with measuring the impact of
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the QIO program from a body of literature fraught with methodological limitations: “The extent to
which [nationwide quality improvements] are attributable to the efforts of health plans, accreditors,
or QIOs is unclear, given the absence of comparison groups.” In the future, the authors plan to
look into the potential for randomized selection of IPGs or matching IPG providers and non-IPG
providers to enhance the accuracy of the study results.

3.2.2 Evaluations of the QIO Program in Hospital Settings

In addition to macro-level evaluations of the QIO program, several researchers have used data from
multiple QIOs to examine the program’s effectiveness with respect to quality improvement in
specific health care settings. The most recent studies have focused on quality improvement in
hospitals. Since 1999, two evaluations of the QIO program have focused on quality improvement in
hospital settings: Snyder and Anderson (2005a) and Bradley e7 a/. (2005). The more controversial of
the two was published by Snyder and Anderson of the Johns Hopkins School of Public Health in
2005.

Snyder and Anderson (2005a) concluded that improvement in quality of hospital care could not be
definitively attributed to QIOs and that additional efforts to assess the QIOs’ effectiveness may be
needed. The retrospective study explored quality of hospital care for Medicare beneficiaries in
hospitals that voluntarily participate with QIOs compared to non-participating hospitals. The
objective of the study was two-fold: (1) to explore characteristics of hospitals that voluntarily
participate with the QIOs and (2) to determine whether the quality of hospital care for Medicare
beneficiaries is higher in hospitals that voluntarily participate with Medicare’s QIOs compared to
nonparticipating hospitals. The researchers characterized a hospital as “participating” if, as a result
of working with the QIO, the hospital collected quality data by itself or with the help of its QIO, or
the hospital implemented systems changes such as chart reminders or critical pathways. A “non-
participating”” hospital did not perform either of these activities. Snyder and Anderson reviewed
40,000 medical records from Medicare beneficiaries in five states (Maryland, Nevada, New York,
Utah, and Washington) and the District of Columbia to examine quality of hospital care. The
researchers evaluated the data to determine how participating and nonparticipating hospitals were
performing with respect to 15 quality indicators in five clinical areas. Data were abstracted in 1998
at baseline and reviewed in 2001-2002 during follow-up.

Snyder and Anderson reached several conclusions. First, the data showed that there were
statistically significant differences in the characteristics of hospitals that participated with QIOs
versus those that did not. For example, across the five clinical areas studied, participating hospitals
tended to be smaller and not-for-profit. Snyder and Anderson also found that between 56 percent
and 69 percent of hospitals could be classified as “participating hospitals.” However, in terms of
quality improvement, Snyder and Anderson found that almost all of the differences between the
group of participating hospitals and the group of nonparticipating hospitals were too small to be
statistically significant. Of the 15 quality indicators tested, only one indicator — “patient screened for
or given pneumococcal vaccine” — suggested that participating hospitals had a statistically significant
greater improvement than nonparticipating hospitals (p=.005). As a result, the researchers
concluded that their study did not definitively determine that QIOs improve quality of hospital care
for Medicare beneficiaries, given that hospital quality of care is improving regardless of QIO
interventions.
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Several critiques of Snyder and Anderson’s work have been published. In a 2005 JAMA Letter to the
Editor, Jencks critiqued the study’s methodology specifically citing that Snyder and Anderson’s
results could not be generalized to the entire QIO program. One concern cited was that the
researchers had not appropriately characterized and defined an intervention and nonintervention
hospital. Jencks asserted that the study’s nonintervention site was biased because QIOs had some
impact on all of the hospitals during the study period. In the same issue of JAMA, another Letfer to
the Editor by Bratzler (2005) raised the point of selection bias: nonparticipating hospitals were likely
those for which QIOs intentionally decided to limit interventions because these hospitals already
had active quality improvement initiatives. If this were, in fact, the case, then the study would not
have a real nonintervention group, making the study susceptible to a Type II error — a false-negative
finding.

Other criticisms were raised by The American Health Quality Association (AHQA), the national
non-profit association that represents the QIOs. AHQA disputes the results of the Snyder and
Anderson study because the authors evaluated outdated study data. AHQA’s prime concern is that
the study’s results are not truly representative of the QIO program as it exists today (Kulkarni 2005).
Other concerns were related to the observation period and the sample size. Both Jencks (2005) and
AHQA expressed concern that an 18-month study period was too short to see real results. While
QIOs sign three-year contracts to perform quality improvement activities, the authors did not
examine data from a full contract period, affecting the study’s results. Jencks (2005) and Sugarman
(2005) also cited that the study lacked statistical power; given the small sample size it was unrealistic
to evaluate statistical significance of individual quality measures at the state level. Sugarman stated
that “serious methodological flaws in the [Snyder and Anderson] study render the finding nearly
meaningless.” Sugarman further noted that policymakers and researchers would be hard-pressed to
generalize the findings of Snyder and Anderson’s 2005 study to the larger QIO program and its
impact on quality of hospital care for Medicare beneficiaries.

Snyder and Anderson (2005b) replied to the concerns noted by Jencks, Bratzler, and others in a
JAMA Letter to the Editor. The authors addressed Bratzer’s concern about selection bias with respect
to hospital participation, noting that “while hospital participation is difficult to define, subject to
misclassification, and vulnerable to spillover effects, the study findings are supported by several
factors.” One factor cited by Snyder and Anderson was that sensitively analyses were conducted as
part of the study. The analyses varied the definition of hospital participation, but study results
remained unchanged. The authors also recognized the concerns raised by Jencks regarding the
length of the study period and the timing of follow-up. Finally, the authors noted that “future
research evaluating the QIO program, conducted by independent investigators and using concurrent
control groups is needed.”

While less quantitatively rigorous than the study by Snyder and Anderson, Bradley ez a/. (2005)
conducted a descriptive study that evaluated qualitative data about potential effectiveness of QIO
interventions in hospital settings. Bradley ez 2/ (2005) conducted a cross-sectional study of randomly
selected acute care hospitals in order to explore the effectiveness of the QIO program with regard to
improving the quality of hospital care for Medicare beneficiaries. The study randomly selected 105
acute care hospitals from the Center for Medicare and Medicaid Services” (CMS) Online Survey
Certification and Reporting System (OSCAR) in 2001. The authors interviewed the Director of
Quality Management at the 105 hospitals between January and July 2002. The survey instrument
assessed various levels of interaction between the hospital quality department and the QIO,
including the “prevalence and helpfulness of QIO interventions” that related to quality
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improvement and acute myocardial infarction (AMI) in the last year, and the “perceived impact of
the QIOs on quality of care” (Bradley e a/. 2005). The latter variable was measured by surveying the
Director of Quality Management at each hospital about the QIO interventions over the last three
years in order to gauge whether the intervention contributed to quality improvement of AMI care
and to what extent quality of AMI care may have been different in the absence of the intervention.
Respondent and hospital characteristics were also reported.

The study found that 73 percent of quality management directors indicated the amount of contact
with their QIO to be appropriate, with 27 percent preferring more contact with their QIO with
regard to improving AMI care; none preferred less contact. Respondents from for-profit hospitals,
in comparison to non-profit or government-owned hospitals, typically had more contact with their
QIOs (p=.04). Over 75 percent of the respondents reported that their QIO had provided them
with educational materials and data and 70 percent indicated that the QIOs conducted educational
programs. The authors measured which QIO interventions were reported to be “very helpful” to
hospitals. Over 70 percent of respondents reported the following QIO activities as very helpful:
development of quality indicators, participation in quality improvement teams, and provision of
benchmark data. Most importantly, the study assessed whether directors reported that QIOs
changed the quality of AMI care. Thirty-two of the 99 respondents, or 32 percent of respondents,
indicated that their hospital’s quality performance with respect to AMI care would have been
different without the QIO intervention. Nearly 40 percent of directors reported that the QIO had
not either positively or negatively affected the quality of AMI care. Of the subset who indicated that
their quality of care would have been different, 72 percent of respondents thought that quality of
AMI care would have been worse in the absence of the QIO interventions. Bradley ez 2/ surmise
directors found the QIO interventions to have positively influenced quality of AMI hospital care
and recommend several ways that the QIO program can improve their effectiveness with respect to
AMI care. These include improving the timeliness of data circulation between QIOs and the
hospitals; appealing to physicians directly rather than quality management staff; and reaching out to
senior management staff directly.

One limitation of the Bradley 7 /. study is the authors did not assess the QIOs’ perceptions of their
own role; doing so could have potentially projected the study findings in a different light. The study
also has limited statistical power given its small sample size. Despite these limitations, the study is
an important contribution to the QIO literature. Bradley ez a/. was the only study in the literature
focused specifically on the perspectives of directors of quality management, although these
individuals are arguably the integral link between hospitals and QIOs.

3.2.3 Evaluations of the QIO Program in Post-Acute and Long-Term Care Settings

One program-wide evaluation in nursing home or home health settings was identified in the
literature since 1999. The study was a demonstration project for The Center for Medicare and
Medicaid Services (CMS) conducted in 9 states between 1999 and 2002 in order to assess whether
QIOs could play a role in promoting standing order programs (SOPs) in long-term care facilities
(Shefer ez a/ 2004; Shefer e a/ 2005). According to the Government Accountability Office (2002), an
SOP is used to increase preventive care services such as vaccinations in nursing homes and other
long-term care facilities. The SOP enables a nonphysician such as a nurse or pharmacist to provide
a vaccination without a physician’s order. The study evaluated the impact of QIO-directed
intervention projects in eight states; another five states served as controls. Specifically, the QIOs in
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the intervention states worked with long-term care facilities, providing relevant education materials
and conducting site visits. Data were collected in June 1999 about the vaccinations programs in the
long-term care facilities and again in March 2001 at follow up. The pre-post evaluation revealed that
a larger percentage of facilities in intervention states adopted influenza and pneumococcal SOPs
than facilities in non-intervention states, suggesting that QIOs may have played a critical role in
promoting the systems change. While these results are informative, it is not clear whether the
adoption of SOPs led to higher quality of care at the long-term care facilities. Without further
research, it is difficult to draw conclusion that the QIO interventions in this demonstration project
actually resulted in higher quality of care for Medicare beneficiaries in long-term care facilities.
Furthermore, more studies would be necessary to determine that QIO interventions have had a
positive effect on quality of care for Medicare beneficiaries in long-term care settings.

3.2.4 Evaluations of the QIO Program in Primary Care Settings

No summative studies of the QIO program with a focus on primary care were identified in the
literature since 1999.

3.3 Qualitative Reviews of the Evolution and Impact of the QIO
Program

Several articles reviewed and commented on the evolution of the QIO program and its history of
quality improvement. While they offer some insight into the effectiveness of the QIO program,
they are structured as descriptive pieces rather than formal evaluations. However, the complexity of
the QIO program warrants many different types of evaluations and studies, varying in scope and
methodology. The descriptive literature on the QIO program was included in this report to provide
the audience with a better understanding of the qualitative research and analysis available since 1999.
Future evaluations of the effectiveness of the QIO program should be informed by descriptive
reports and rigorous quantitative studies.

The most important review of the QIO program to date was conducted by The Institute of
Medicine (IOM 2006). The IOM developed an assessment of the QIO program not only to
evaluate its impact on the quality of health care for Medicare beneficiaries, but also to examine the
extent to which other organizations could perform the quality improvement functions currently in
the realm of QIOs. The report cited several challenges inherent in assessing the impact of QIOs on
improving the health care of Medicare beneficiaries. One of these challenges is a result of the
changing requirements of QIO activities in each scope of work, making it difficult to assess changes
in the impact of a similar set of activities over time. The report also asserts that the current evidence
available is inadequate to determine the extent to which the QIO program has contributed to
improvements in health. At the conclusion of the report, the IOM offers several recommendations,
including one to make more data available about the impact of the QIO program. The IOM (2006)
posited that CMS should develop four types of evaluations to assess the QIO program, three of
which would be internal evaluations to assess QIO performance against CMS-determined goals and
priorities. One of these evaluations would evaluate the program as a whole. The second would
evaluate individual QIO performance against the core contract. The third would evaluate selected
quality improvement interventions. The fourth evaluation would be external, conducted by an
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independent party, and would evaluate the overall contributions of the program.

The IOM suggested that these evaluations include qualitative aspects to reflect the nuanced nature
of the QIO’s role in quality improvement relative to that of other actors. They recommended that
evaluations should look at a variety of provider settings and locations and should assist with
resource allocation by analyzing the cost-effectiveness of interventions. The authors noted that a
program evaluation should incorporate an assessment of CMS management and oversight over the
program as a part of judging the program’s overall effectiveness. The IOM offered a number of
methodologies for the evaluation design (randomized controlled trials, time series and crossover
analyses, studies with nonequivalent control groups, case control studies and qualitative analyses).

Between 2004 and 20006, the American Health Quality Foundation (AHQF) analyzed the role of the
QIO program in health information exchange initiatives and activities. AHQF and the e-Health
Initiative (EHI) worked together to convene an expert work group to discuss the role of the QIO
program with respect to information exchange given the backdrop of new health information
technology activities and opportunities at the local, state, and national level. The expert work group
spoke via teleconference three times for two-hours each conference. This work group led to the
development of a survey where QIOs were asked to document their activities with respect to health
information technology.

In addition to the survey, follow-up interviews were conducted with QIO representatives. QIO
representatives from 26 states responded to the AHQF survey. The results were published in
March 2006. The authors found that QIOs can and do play an integral role in fostering health
information exchange. Such activities include working with stakeholders in the community,
consensus-building with respect to health information exchange, creating governance structures for
health information exchange, and supporting physicians in clinical processes.

Sprague (2002) examines the role of QIOs in improving quality of medical care delivered to both
FFS and managed care Medicare beneficiaries. Sprague’s methods included qualitative research and
several telephone interviews with QIO researchers and hospital group executives. This paper traces
the evolution of PSROs to PROs and then QIOs. The paper then provides an overview of the
structure of the QIO program and a thorough description of the seventh contract cycle. The last
section of the paper raises several policy issues surrounding the QIO program. Sprague concludes
that while QIOs have the potential to foster culture change fundamental to overall quality
improvement, it is yet unclear whether their partnership efforts are sufficient to drive that change.

In another paper, Bhatia, ez a/. (2000) described the evolution of the QIO program over time, noting
its successes and future direction with respect to each Scope of Work. Bhatia and colleagues
reviewed various papers written during the 6" SOW to provide a picture of the contract and tasks.
The article addressed the challenge faced in evaluating the impacts of the PRO program, specifically
that while PROs themselves reported improvement in two-thirds of their projects during the fourth
and fifth contract periods, CMS was “not able to demonstrate any overall improvement or impact
on quality.” The authors also elaborate on future directions of the program, including potential
improvements with regard to the structure and emphasis on partnerships.

The next section explores the program’s effectiveness by reviewing studies about individual QIO
initiatives in different health care settings.
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3.4 The Impact of Individual QIO Quality Improvement Initiatives

In its 2006 report, the IOM suggested that collecting data from studies of individual QIO quality
improvement interventions can provide important knowledge about which QIOs are excelling and
which types of quality improvement activities produce the best results. Heeding this suggestion, the
following section reviews a subset of the available literature on individual QIO interventions and
activities with respect to priority clinical conditions listed in the 7" and 8" SOW. It is crucial to
acknowledge that these studies are QIO-specific, and as a result, the findings do not depict the
effectiveness of the broader QIO program. A collective review of these studies did not produce a
strong conclusion regarding the collective impact of the QIO program’s quality improvement
initiatives. Some interventions have been more effective than others with regard to improving care.
These studies do suggest, however, that QIO interventions can catalyze improvements in process
measures and, to a lesser degree, outcome measures in care settings.

The selected studies represent a diverse group of QIO-led interventions since 1999. The literature is
separated by health care setting to reflect the priorities of the 7" and 8" SOW's and illuminate areas
for further research.

3.4.1 Evaluations of QIO Initiatives in Hospital Settings

In the 7" SOW, QIOs focused on hospital-related projects related to acute myocardial infarction,
heart failure, prevention of post surgical infections, and pneumonia. Hannah e a/. (2005) evaluated a
statewide partnership of the West Virginia Medical Institute (the West Virginia QIO) and health
organizations. The research focused on improving vaccination rates in hospitalized Medicare
beneficiaries. The authors concluded that, as a result of an intervention which consisted of training
meetings, assistance, and other educational materials, the rate of assessment for immunizations at
patient discharge increased statewide. Though the increases were impressive over the two year study
period (1999 — 2001), the study cannot conclusively attribute the increases in the rate of assessment
for vaccinations to the partnership’s intervention. The authors do suggest that hospitals can play a
substantial role in improving quality.

The 8" SOW has also expanded its focus to include process-oriented and system-wide quality
improvement. This priority is reflected by another hospital-focused study (Schade ez a/., 2004),
which used quality data collected by the West Virginia Medical Institute to assess whether audit and
feedback systems improved quality of care for Medicare beneficiaries in all 44 acute care hospitals in
West Virginia. In this study, hospitals were offered quality reports from 1998 to 2001 that outlined
their performance on 15 quality indicators during this period. An analysis of the data found that 14
of the 15 quality indicators studied suggested statistically significant improvements when tested after
the intervention (p<.05). The study suggests that quality improved as a result of the feedback to
hospitals. However, this study does not actively engage the QIO in any other aspect of the study
except for data collection purposes.

3.4.2 Evaluations of QIO Initiatives in Post-Acute and Long-Term Care Settings

Quality improvement in long-term and post-acute care settings is also a large component of the 7"
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and 8" SOWSs. This is a reflection of the 7" SOW’s expansion to include new requirements that
mandate QIOs to conduct quality improvement projects in a variety of different health care settings
such as home health agencies and nursing homes. Research also continues to suggest that quality
improvement for Medicare beneficiaries in long-term care settings is necessary. For example, the
Government Accountability Office (GAO) reported in 2005 that there are still challenges to
improving nursing home quality and safety and, as a result, quality improvement is an important
priority. However, since 1999, few studies have been published about the impact of QIO
interventions on the quality of care in nursing homes. The studies cited in this section were all
published after 2002. Due to the paucity of literature, it is difficult to conclude whether QIO
interventions have been instrumental in fostering quality improvement in long-term care settings.
However, the literature does suggest that quality improvement activities carried out by QIOs may be
able to produce quality of care improvements in nursing homes and home health agencies.
Furthermore, the literature to date, however limited in its explanatory power of the larger QIO
program, will certainly inform future quality improvement activities in nursing home and home
health settings.

To begin with QIO interventions in nursing home settings, one notable quasi-experimental study on
pain management and quality improvement found that collaborative quality improvement efforts
reduced rates of pain among Medicare beneficiaries admitted to Rhode Island nursing homes. The
2004 study was conducted by Baier e7 a/. of Brown University in conjunction with the Quality
Improvement Organization for Rhode Island and Quality Partners of Rhode Island. Baier ez a/.
developed a five-prong intervention for Rhode-Island Medicare or Medicaid-certified nursing homes
in order to evaluate the impacts on processes of care and outcomes in nursing homes. Between
August 2000 and December 2001, Baier ¢7 a/. conducted the quality improvement intervention which
was composed of pain management education, audit and feedback, a systematic approach of Plan-
Do-Study-Act (PDSA) cycles, mentoring for participating nursing homes, and collaboration between
nursing homes, in 17 participating facilities. Using a pre-post study design, Baier ¢/ /. measured
quality improvement within facilities and also aggregated across facilities at baseline and follow up
by looking at medical chart data of residents with a pain diagnosis. The study found that, at the
aggregate level, three measures of nonpharmacological processes of care showed statistically
significant improvements between baseline and follow-up (p<.001) at the 95 percent confidence
level: appropriate pain assessment, pain intensity scale used, and nonpharmacological treatment.

While the Baier e a/. study suggests that QIO-led quality improvement initiatives may enhance care
in nursing homes, limitations in the study’s methodology may preclude its generalizability to other
QIO interventions in nursing home settings. As noted by the authors, since the study only includes
data from residents with pain, the residents are less likely to be receiving a pharmacological
intervention prior to the study’s intervention. Due to this characteristic of the sample, it is possible
that the data are biased and improvement in the outcome measure (pain reduction) may be observed
even when it may not exist. Future research is necessary to confirm these findings.

In addition to the Baier ¢f a/. (2004) study, Abel ez al. (2005) also examined the impact of a quality
improvement initiative in nursing homes. The Texas-based project analyzed the implementation of
a pressure ulcer prevention project conducted by the Texas QIO, the Texas Medical Foundation
(TMF). The goal of the project was to improve pressure ulcer prevention in twenty Texas nursing
homes by assigning quality improvement teams to participating facilities. Through an analysis of
medical record data on quality indicators between November 2000 and August 2002, the authors
found that the system changes were statistically associated with quality improvements. Nursing
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homes showed statistically significant improvements for 8 of 12 performance measures, nursing
homes experienced improvements. Most interestingly, Abel ¢ a/. found that the facilities that
experienced the greatest improvements in quality also had lower pressure ulcer incidence rates
relative to nursing homes with the least quality improvement. These results do suggest that QIO-
nursing home collaboratives related to systems change may lead to improvements in care.

Cortes (2004) also evaluated the impact of quality improvement program initiatives in Texas nursing
homes. Cortes concluded that quality improvement interventions conducted in 2002 and 2003 by
TMF (Texas” QIO) and the Texas Department of Human Services (DHS) reduced the prevalence of
restraints in Texas nursing facilities. While this is an informative conclusion from a quality
improvement standpoint, the main goal of the paper was to disentangle the data in order to estimate
how much quality improvement could be attributed to the interventions conducted by TMF versus
those conducted by DHS. Cortes was specifically interested in the “attributable fraction” of the
improvement, namely the amount of improvement that could be attributed to TMF’s activities as
opposed to those of DHS. During the quality improvement interventions, TMF provided resources
such as provider education and technical assistance in its nursing facility intervention, while DHS
conducted unannounced visits at the nursing facilities and restraint reduction training sessions. The
quality improvement interventions by DHS and TMF differed in other structural ways as well.
Based on aggregate restraint data for Texas nursing facilities, Cortes (2004) determined that 90
percent of the outcome of restraint reduction was attributable to DHS’ technical assistance efforts
with only 10 percent of the improvement attributable to the efforts of the TMF. Cortes (2004) was
not able to explain why DHS had a greater impact on restraint reduction that the Texas QIO due to
several study limitations, one of which was that the study sample was not randomly selected. This
factor could have introduced self-selection bias.

Cortes (2004) makes two important points. First, federal and state quality improvement

interventions are not redundant. Second, given that quality improvement interventions are
occurring concomitantly, it is crucial for QIOs to collaborate with state agencies by sharing
information and data necessary to assess the effectiveness of quality improvement activities.

In addition to studies that examine quality improvement in nursing homes, two recent QIO studies
focused on Outcome-Based Quality Improvement (OBQI) in home health agencies. In 1999, home
health agencies were required to begin collecting Outcome and Assessment Information Set
(OASIS) data to track patient outcomes. The OASIS data was used to develop OBQI program so
that each home health agency could identify and adopt continuous quality improvement activities
(CMS 2006¢). With no other mechanism in place to educate home health agencies about their new
OBQI responsibilities, CMS identified QIOs to provide technical assistance, education, and training.
CMS piloted the OBQI process in five states under the auspices of the QIOs in Maryland, Michigan,
New York, Rhode Island, and Virginia. Maryland’s QIO, the Delmarva Foundation, was the lead,
while the four other QIOs were selected to implement quality improvement efforts in home health
agencies in their respective states. The goal of the pilot projects was to support quality
improvement activities in home health agencies and also to determine whether QIOs were the
appropriate institution to facilitate the OBQI process on a larger-scale. In total, 877 home health
representatives of 425 home health agencies participated across the five states. Two particular
analyses from the pilots in Maryland and Michigan were identified for this literature review.

In 2002, Chisholm and Murdock published a paper about Maryland’s experience as a participant in
the OBQI pilot project. The Delmarva Foundation for Medicare Care, the QIO for the state of
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Maryland, conducted focus groups with 39 participating home health agencies in order to foster
conversations about OASIS data collection and methodology. A training module occurred in 2001,
where Delmarva worked with home health agencies to educate agency representatives about the
OBQI and develop appropriate plans of action. Home health agency representatives were then
expected to return to their respective agencies and implement what they learned at the training
sessions.

While the Chisholm e7 4/. analysis does not provide a statistical interpretation of performance
improvement, the paper documents the successes and barriers reported by the participating
Maryland home health agencies and the Delmarva project coordinator during the pilot. For
example, some agencies found it difficult to reach consensus when selecting outcome measures for
the pilot. Another challenge noted was that some agencies attempted to change too many care
behaviors at the same time. Agencies also described that resources were too limited to involve
clinical staff members in the process-of-care investigation. In light of these challenges, the
Delmarva project coordinator’s role was to provide assistance and guidance to the participating
agencies. The collaboration between the coordinator and the agencies was important, but Chisholm
et al. note that final decisions about process were always made by the agencies during this pilot. The
authors find that “QIOs are uniquely situated to work within the states to meet agencies’ unique
circumstances and needs.”

Similarly, the Michigan Peer Review Organization (MPRO) was selected as a pilot site to implement
the OBQI process. A paper by Allen ¢f a/l. (2004) indicated that MPRO worked with 69 home health
agencies in Michigan during the pilot project. In order to foster continuous quality improvement in
the home health agencies, MPRO worked with agency participants between January and February
2001 to train them about OBQI. Participants received training about quality improvement and
quality assurance, OASIS data, the OBQI process, and team building. MPRO also offered technical
assistance to home health agencies throughout the entire project.

The paper by Allen e7 al. presented the performance of aggregated outcomes for the participating
Michigan nursing homes. The paper suggested that participating agencies experienced performance
improvement for a variety of outcomes. In aggregate, the agency’s improvement was statistically
significant, relevant to its baseline performance (p<.03). Allen ¢# /. concluded that the OBQI
process contributed to these improvements. Additionally, the authors note that the results “reflect
positively” on the QIO training materials and education sessions.

More information about the impact of QIO activities with respect to outcomes-based quality
improvement is necessary.

3.4.3 Evaluations of QIO Initiatives in Primary Care Settings

A review of the literature on QIO quality improvement activities in primary care settings was also
conducted. Many studies have been published on QIO quality of care initiatives in primary care
settings. For this report, nine studies conducted after 1999 were identified: four focus on diabetes
quality improvement; three relate to QIO interventions that promote better quality of care for
underserved populations; one addresses hypertension; and one is a qualitative study on physicians in
small practices.
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The first of the diabetes-related studies was conducted by researchers at the Georgia Medical Care
Foundation (Georgia’s QI1O). McClellan e a/. (2003) conducted a group-randomized evaluation of a
quality improvement intervention focused on diabetes mellitus. The study applied a quality
improvement intervention in conjunction with CMS’s Health Care Quality Improvement Program
(HCQIP). McClellan and colleagues analyzed the impacts of the quality improvement intervention
on quality indicators for 22,971 Medicare patients diagnosed with diabetes in Georgia between 1996
and 1999. Patients were randomly assigned to primary care physicians. Primary care physicians
were then randomized into an intervention and comparison group consisting of roughly the same
number of primary care physicians in each. Over a period of six months, physicians in the
intervention counties received packages of clinical practice guidelines, diabetes care, and other
education materials through the mail. At follow up, McClellan e a/. found that there was a
statistically significant greater increase in HbA1C testing in the intervention group counties than in
the comparison group counties (p=.02), suggesting an increase in quality of diabetes care. One
limitation of the study is that it is difficult to isolate the impact of the quality intervention. In other
words, it is unclear whether the increase in testing occurred because physicians followed the
guidelines sent to them through the mail, or for other reasons. The random selection aspect of the
study does reduce the potential for selection bias.

The second study was a presentation of findings from the North Carolina QIO, Medical Review of
North Carolina (Massing ez a/. 2003). The Medical Review of North Carolina project examined data
on North Carolina residents enrolled in the Medicare program, specifically assessing the prevalence
of diabetes in the population between July 1997 and August 1999." The authors presented a picture
of diabetes prevalence in North Carolina through a discussion of patient characteristics and quality
indicators. The study used odds ratios from regression analyses to compare women and men,
African Americans and Caucasians, and people in various age brackets. The authors indicate that, of
the population of 83,913 North Carolina residents with diabetes who met study inclusion criteria,
women were more likely to receive an eye exam than men and African-Americans were less likely
than Caucasians to receive appropriate diabetes care. The authors did not report confidence limits
and tests of significance because the s