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34 HEALTH POLICY ANALYSIS

ANALYTICAL STUDIES

In addition to difficulties with data, there are difficulties in what is done
with data in terms of analysis. A number of frameworks have been created
to weigh the level of evidence for health care. Steinberg and Luce discuss
the weight of individual methodologies (Steinberg & Luce, 2005). Below
is a modified version of their order of the strength of individual studies:

Randomized clinical trials
Quasirandomized (group randomized) trials
Nonrandomized clinical trials

Prospective or retrospective cohort studies
Time-series studies

Case control studies

Cross-sectional studies

o Case series and registries

Case reports

The gold standard for medical care studies has traditionally been the
randomized clinical trial, especially a double-blinded clinical trial in
which both patients and providers are blind in terms of those receiving
treatment and those who are not.

However, individual studies, even clinical trials, should not be eval-
uated in isolation. Weighing the level of evidence is based on multiple
factors. Biological connections are important. What are the hypothesized
biological or social relationships that make the relationship between the
intervention and outcome feasible? Is there a chain of reasoning that
makes the relationship plausible? Although clinical trials may be the pre-
ferred analytical method, time, expense, or ethical considerations may
require other types of studies.

How many studies of the policy issue have been done, and to what
extent are they comparable? If there are few studies, the weight of evi-
dence of even of a single clinical trial is less convincing. If studies use
different definitions or different protocols for intervention, there may be
very different outcomes. On the other hand, if different types of stud-
ies (cohort and clinical trials) come to the same conclusion, there may be
increased evidence. Is there a consistency of findings in the individual
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studies over time and using different populations? If studies basically
confirm previous findings, there is a greater level of confidence in the
results. Due to all these types of questions, systematic literature reviews
and meta-analyses literature reviews become important in weighing the
level of evidence in favor of or against a particular health policy proposal/
program. Additionally, emerging analytic techniques from the fields of
engineering and systems science are now being applied to policy analysis,
particularly to enable us to visualize the simulated or projected outcomes of
different policy alternatives (Madahian, Klesges, Kelesges, & Homayouni,
2012). All of this will be discussed in greater detail in Chapter 7, System-
atic Review of Policy Options.

As indicated previously, clinical trials are generally considered to be
the gold standard of evidence. Clinical trials involve the provision of
treatment to one group and the lack of the same treatment to another. Both
groups of patients are generally randomly assigned as to who receives
treatment, and investigators are careful to note any differences in the pop-
ulations that might explain different outcomes other than the existence
or lack of treatment. Due to the random assignment of treatment, other
confounding factors will, on average, be equally distributed between the
two groups. If both the providers and the patients are unaware of who is
receiving the intervention, it is a double-blind study and has increased
credibility by removing potential provider bias.

Despite historic reliance on clinical trials, there are multiple problems with
them, especially for the development of policy. Clinical trials are expensive
and lengthy, and the sponsors of the clinical trials may have a substantial
stake in the outcome. Therefore, there may be a potential built-in bias of the
clinical trial in terms of seeking a favorable outcome. Another difficulty with
clinical trials is the difference between efficacy (the demonstration of what
works in a research setting) as opposed to effectiveness (the demonstration
of what works in the real world; Steinberg & Luce, 2005). This is especially
important in the policy world, where a number of different demographic
and social factors in the real world become important factors.

Clinical trials rely on volunteers of both patients and providers to
follow rigorous protocols. It may be difficult to get volunteers to partici-
pate in a clinical trial if there is a 50/50 chance they will not receive the
intervention, especially if this intervention “promises” a chance at sur-
vival. Not all volunteers are accepted in clinical trials. Patients have to
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are now increasing the sample size for their BRFSS survey to be able to
compare subpopulations (Whites versus Blacks) or various counties
within that state. However, this increases the cost of such surveys. Given
tight state budgets, the additional costs may not be politically possible
aven though the health policy implications can be profound. You may
want to examine whether your state’s BRFSS reports provide you with the
information you need for your policy analysis.

Some states and larger local communities have developed geographic
information systems (GISs) and begun using data-visualization tools
that allow health data to be displayed and analyzed spatially and lon-
gitudinally. Specific neighborhoods can be highlighted as having a high
incidence of mortality, morbidity, or automobile accidents. Using these
systems can be a very effective way to demonstrate where policy inter-
vention might be most effective. However, such systems and capacities are
very inconsistent across the United States. Foundations such as the Robert
Wood Johnson Foundation (RWJF) have led efforts to make “place-based”
aealth data more accessible. Some examples include:

¢ RWJF County Health Rankings, http://www.countyhealthrankings
org/

¢ Community Health Status Indicators (CHSISs), http://wwwn.cdc.gov/
CommunityHealth/homepage.aspx?j=1

¢ Health Disparities Maps, http://www.rwijf.org/content/dam/images/
Sandbox/2013%20Commission/Charts/2013DCMetroMap_full.pdf

Although it might appear that there is a great deal of data available,
here are problems with almost any data source. The data that is available
requently does not match the problem being analyzed. Age categories
nay not match, or the definition of a disease using the International Clas-
ification of Diseases (ICD) codes may vary (http://www.cdc.gov/nchs/
cd.htm). There will be a release of the ICD-10-CM on October 1, 2014, that
night cause some disruption in comparisons of studies using ICD-9-CM.
Jse of data becomes even more complicated if you need to use more than
me data set. Due to monetary constraints, many of these data systems
wre not collected every year. For example, one of the most important data
.ources, the U.S. Census, is used to calculate the denominator for disease
ates as well as provide important socioeconomic data. The census is
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conducted every 10 years. This 10-year gap is particularly important for
communities that are growing or losing population rapidly or that have
significant health problems in minority populations. The lack of timely
census information inhibits large-scale studies on the impact of socio-
economic variables (e.g., education, employment, and income) on disease.
Statistical estimates may be provided for interim periods for some of the
census data elements collected, but interim estimates are not provided for
all data elements within the census.

An additional problem is that for those data systems that are collected
on a regular basis there is always the temptation to change questions
or definitions of a particular measure in order to better reflect current
understandings or needs. For example, one might want to change the
definition of “obesity” or “overweight.” However, such changes must be
done very conservatively because any change in definitions can lead to
the inability to compare results to previous years, thus losing important
trend data over time. One has to carefully weigh the loss of longitudi-
nal data against the use of a better definition or a change in a survey
question.

Standard data systems may not use the exact measure or variable that
you need for your analysis. For example, a survey may collect “indi-
vidual income” when “family income” or “household income” is really
what is needed. The definition of a “family” versus a “household” can be
very-important. This becomes even more critical when one needs to link
two or more data systems, each using its own definition for “family” or
“household.”

When one is confronted with imperfect data, one must either use a
variable that is not quite right, but perhaps close enough, or go to the
expense of collecting a new set of data. The new set of data might be bet-
ter suited for the study, but the time and expense of collecting this new
data set would tend to be high. In addition, data collected for a particular
study or policy may be challenged as being biased toward finding what
was intended. There will be a natural suspicion as to the reliability and
validity of the data that you collected for a specific purpose. Using a rec-
ognized national or state standard data set also allows others to verify
your findings. However, there are times when you may indeed want or
need to collect very specific data for your policy initiative, especially if
this is a relatively new area of policy analysis.
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e National Health and Nutrition Examination Surveys (NHANES)
(http://www.cde.gov/nchs/nhanes.htm)

¢ National Ambulatory Medical Care Survey (NAMCS) (http://www
.cde.gov/nchs/ahed.htm)

¢ National Hospital Discharge Survey (NHDS) (http://www.cdc.gov/
nchs/nhds.htm)

e National Survey of Ambulatory Surgery (NSAS) (http://www.cdc
.gov/nchs/nsas.htm)

¢ National Home and Hospice Care Survey (NHHCS) (http://www
.cde.gov/nchs/nhhes.htm)

¢ National Nursing Home Survey (NNHS) (http://www.cdc.gov/nchs/
nnhs.htm)

e National Survey of Residential Care Facilities (NSRCF) (http://www
.cde.gov/nchs/nsref htm)

The Department of Health and Human Services has other agencies
involved in data collection. For example, the Agency for Health Research
and Quality collects data under the Health Care Cost and Utilization
Project (HCUP; http://www.ahrqg.gov/research/data/hcup/index.htm]l).
The Surveillance Epidemiology and End Results (SEER; United States
Institutes of Health, National Cancer Institute, 2013) for cancer has been
an important source of information on the experience of cancer patients.
There are also national and state disease registries that collect informa-
tion on specific diseases.

Some of the information collected by governments includes the entire
population (Census and Vital Records, http://www.census.gov/; Medi-
care, http://www.medicare.gov/; and Medicaid, http://www.medicaid
.gov/ data sets), but most national data-collection systems rely on samples
of the population. As a result, analyses using sample populations use
extrapolations to the general population. This raises questions of external
validity, and the ability of the data to reflect the larger population.

For example, although Medicare data is fairly complete and collected
nationally, whether the experience of this subpopulation can be applied
to the entire population composed of people aged 18 to 64 is questionable.
An example of this is the literature on the geographic variation in medi-
cal practice. The only national data system that can address how exten-
sive medical variation exists is data from Medicare. However, whether
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disparities in Medicare expenditures can be extrapolated to the entire
population can be debated. For example, one of the variables that influ-
ences medical expenditures is the health status of the population. Whether
a Medicare recipient had insurance prior to being enrolled in Medicare
could have a major impact on the variation in Medicare expenditures.
Those individuals coming from areas with low employer health insurance
may experience higher Medicare expenditures once they become eligible
for Medicare due to their previous lack of health insurance. Consequently,
additional Medicare expenditures in particular areas may have less to do
with the “practice of medicine” than with the elderly having been previ-
ously uninsured. Each data set has its own inherent problems regarding
its ability to make generalizations to the population as a whole.

The primary way to become familiar with the strengths and weak-
nesses of any data set is to go to the original source of the data set and
examine the methodology used in data collection and the definition of
data elements. Another way to learn about the strengths and weaknesses
of data sets is to examine studies using those data sets, because those
studies will generally point out some of the limitations of the data set in
their sections on methodology for that study.

Data on various diseases differs greatly. Although some diseases are
reportable and, therefore, must be reported to a central data source (typi-
cally a state Department of Health, which then reports it to the CDC),
most diseases are not reportable and so our knowledge of the number
and distribution of those diseases rests on estimates from smaller pop-
ulation samples. In addition, many of these nonreportable diseases are
self-reported and, therefore, lack a professional formal diagnosis for veri-
fication. As a result, we have relatively precise numbers of people diag-
nosed with syphilis in a given year (a reportable disease), but much less
precise numbers of those people with arthritis. Arthritis is a very debili-
tating and expensive disease, but its prevalence in the United States or any
particular state rests on estimates from population samples. Likewise, the
“obesity epidemic” tends to be based on estimates, not actual numbers.
Whether or not something is counted may have little to do with its impor-
tance for the health of the population. If the disease you are covering rests
on estimates, you need to question the reliability of your data. Does the
data reflect only those who have been hospitalized for a particular diag-
nosis, or does it include those living with the diagnosis in the community
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14 HEALTH POLICY ANALYSIS

of these studies will potentially have major implications for the future
illocation of scarce resources. Due to the stakes involved for medical care
sroviders, the political pressures on such agencies are high. Whether this
1ew U.S. agency will be able to escape the political pressures faced by
srevious efforts remains to be seen.

—enters for Disease Control and Prevention

(he CDC’s Policy Research, Analysis, and Development Office (CDC,
2013h) spearheads and coordinates policy work, including establishing
»olicy priorities at multiple levels (federal, state, local, global, and with
he private sector); conducting policy analysis; developing and imple-
nenting strategies (e.g., regulatory, legal, economic) to deliver on policy
sriorities; and coordinating agency work with the health care system and
elevant organizations to advance the CDC’s policy agenda. The CDC
Uso assesses policy best practices and helps diffuse and replicate those
ractices.

The CDC recently funded the Center of Excellence for Training and
esearch Translation (Center TRT). The Center TRT recently developed an
waluation framework for obesity-related policy interventions that draws
n RE-AIM and other processes mentioned previously (Leeman, Sommers,
.eung, & Ammerman, 2011; Leeman et al,, 2012). Policy analysts who are
waluating the formulation of a policy can use the framework to identify
nputs such as data needed to assess political will, develop the policy, and
dentify stakeholders (formative evaluation). They then identify activities
nd outputs that are relevant to formulating policy, such as engaging
takeholders, raising awareness, and drafting policy solutions (process
waluation). Intended outcomes are also identified, but these may change
s the process evolves. Through the use of “emergent logic models” (logic
nodels that evolve over time), policy interventions can be examined in
elation to the iterative policy process that we described in Figure 1.1.

In addition, the CDC (http://www.cdc.gov/) collects data, conducts and
ponsors scientific research, administers national health efforts, promotes
iealthy and safe behaviors, and provides support to state tribal and local
iealth initiatives. For example, the Nutrition and Obesity Policy Research
nd Evaluation Network (NOPREN), is funded by the CDC to conduct
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transdisciplinary nutrition- and obesity-related policy research and evalu-
ation in certain states. NOPREN helps to promote understanding of the
effectiveness of policies related to preventing childhood obesity through
improved access to affordable, healthy foods and beverages in a variety of
settings, including communities, workplaces, health care facilities, child-
care institutions, and schools (Ascher, Blanck, & Cradock, 2012). Several of
the state-level policy research examples showcased in subsequent chapters
of this book were funded in part through the CDC’s NOPREN initiative.

The CDC is an essential resource for any health policy analysis. Some
of the data-collection activities of the CDC are listed in the Data section,
which follows.

Private Policy Research Institutes

There are literally hundreds of health policy research institutes around the
country. There are too many to list them all and many specialties in health
care have their own major research institutes. Some of these are imbed-
ded in universities (public and private) and some are supported through
federal and state grants or private funding. Some health institutes focus
on rural health care (e.g, the six federally designated rural health research
centers funded by the Health Resources and Services Administration’s
(HRSA) Office of Rural Health Policy, http://www.hrsa.gov/ruralhealth/
policy/rhredirectory/index.html) and others focus on particular aspects
of health, such as disabilities (e.g., the Association of University Centers
on Disabilities, http://www.aucd.org). Some are focused on state health
policy initiatives (e.g., National Academy for State Health Policies, http://
www.aucd.org). The Rand Corporation (http://www.rand.org) has long
been a center for major health care studies and reports. When talking about
health insurance, one always has to mention the landmark “Rand Study”
demonstrating the impact of cost sharing on patient outcomes (Newhouse,
1993). It remains the only clinical trial on health insurance. Rand continues
to publish important health policy research, some of it published in peer-
reviewed journals and others by Rand itself. The Henry J. Kaiser Family
Foundation (http://www.kff.org/) has been a source of important policy
studies on Medicare, Medicaid, the uninsured, and health care reform. Most
studies involving Medicare or Medicaid generally cite some information
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r scientific research groups that are published in limited noncommer-
iial publications and tend to not be peer reviewed).

“ongressional Budget Office

dne source of policy analysis that is frequently overlooked is the Con-
;ressional Budget Office (CBO; http://www.cbo.gov/). Established to
erve Congress, the CBO is a nonpartisan research group established
o conduct studies for members of Congress. It is also the official score-
:eeper for estimating the cost of legislative proposals. Consequently, its
esults tend to have a major political impact on legislative discussion
nd votes. For example, during past and recent debates on health care
eform, the CBO’s cost estimates of various proposals sunk some pro-
osals and elevated others. CBO studies are done on the cost impacts
f various legislative proposals, the number of uninsured, lessons from
Aedicare’s demonstration projects on value-based payment or disease
nanagement, lessons from various Veterans Administrations programs,
nd other programs.

iovernment Accountability Office

'he Government Accountability Office (GAO; http://www.gao.gov/) is an
adependent and nonpartisan organization that works for Congress. It is
esigned to assist Congress in improving the performance and ensuring
ne accountability of the federal government for the benefit of the American
eople. It is designed to provide members of Congress with timely infor-
1ation that is objective, fact-based, nonpartisan, nonideological, fair, and
alanced. Its studies are generally in response to a hot political topic and
re, therefore, done relatively quickly given the limitation in terms of time
nd data. There are several reports issued daily on various topics. The
AO also provides testimony to Congressional committees. Individual
1embers of Congress can request studies to be done on topics of interest
> them for potential legislation. Health topics might cover such things as
fedicaid’s response to states during economic downturn, the impact of
hanges in Medicare Part D, and premium changes in Medicare Advan-
1ige Programs, among others.
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The Institute of Medicine

The Institute of Medicine (IOM; http://www.iom.edu/) was founded in
1970 and is one of the five national academies of science. It is a private,
independent entity that attempts to provide best-evidence reports and
information to the public and to decision makers. Much of its work is the
result of Congressional mandates. Two of its most seminal works were
To Err Is Human (Institute of Medicine, 2000) and Crossing the Quality
Chasm (Institute of Medicine, 2001), which have been the foundation
for much of the quality improvement work in the health sector in the
past decade. The IOM has been an important source of information
for shaping health policy discussions. Because we are using obesity as
our primary example, it is important to point to the IOM’s publication:
Bridging the Evidence Gap in Obesity Prevention: A Framework to Inform
Decision Making (Kumanyika, Parker, & Sim, 2010).

Patient-Centered Outcomes Research Institute

As mentioned previously, one of the contributions of the Patient Protection
and Affordable Care Act of 2010 (ACA) was the establishment of the Patient-
Centered Outcomes Research Institute (PCORI; http://www.pcori.org/). Its
mission is to provide people with evidence-based information on the com-
parative effectiveness of various treatments. It is housed in an independent,
quasipublic body. As reflected in its initial draft of priorities, it aims to take
a patient perspective versus a purely clinical perspective in looking at the
outcomes of alternative medical practices.

Some have viewed outcomes research as the beginning of personalized
medical information, the indication that one procedure may be more effec-
tive for given subpopulations. PCORI tends to be different from effective-
ness organizations set up in other countries, such as the National Institute
for Clinical Excellence (NICE; http://www.nice.org.uk/) in Great Britain,
in that it is not a governmental agency, it is limited in its ability to use
cost-effective analysis or use its findings to recommend policy, and it is
chartered to take a patient perspective. PCORI is designed to address one
of the major questions in health care: Although both procedures X and Y
are effective, is procedure X more effective than procedure Y? The results
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as the Behavioral Risk Factor Surveillance System (BRESS), or referring to
published literature for estimates.

“Adoption” in the RE-AIM framework considers which political entity
has the authority to decide to build the bike lane and the process it uses
(e.g. the city council and the Department of Transportation would be
responsible for making decisions about the bike lane, and which funds
could be used).

“Implementation” in the RE-AIM framework considers how the policy is
actually carried out. For example, are enough funds to build the bike lane
actually allocated? Is the project completed? Who enforces use of the bike
lane (e.g, are police officers or crossing guards deployed to manage danger-
ous intersections)?

“Maintenance” has two considerations, one at the setting level and one
at the individual user level. For example, who will make sure that the bike
lane remains free from trash and debris? Will additional city funds be allo-
cated to maintain it? At the user level, one can measure ridership at differ-
ent points in time to determine whether people keep using the bike lane or
whether use drops off after a period of time.

NATIONAL EFFORTS OF HEALTH POLICY ANALYSIS

Health policy questions have been with us for a very long time. Perhaps
one of the earliest efforts in the United States to methodically address
these issues based on evidence was the study done by the Committee
on the Costs of Medical Care that produced a multivolume study of the
United States health care system and made recommendations for its
improvement (Committee on the Costs of Medical Care, 1932). It is not
surprising given the current debates on health policy that the recommen-
dations from the 1920s were not unanimous and that there was a spirited
minority report.

However, many of the recommendations of that committee would be
familiar to current debates on health care policy. One of the consistent
recommendations has been the collection of data so as to identify the pre-
cise nature of the problem. Within health policy, this is generally called
“type 1 evidence.” It provides information to document the existence of
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a problem. An example of “type 1 evidence” would be the incidence rate
of a specific disease that demonstrates either its increase or decrease over
time. The collection of obesity data has done much to stimulate health
policy action in the United States. It demonstrates the existence of a prob-
lem. Type 1 evidence does not attempt to explain the cause or the potential
solution to the problem. The collection of demographic, epidemiologic,
and medical use data has been an ongoing activity of federal, state, and
local health departments. In 1956 the National Health Security Act led
to the establishment of the National Center for Health Statistics (NCHS).
Health data collection remains an important aspect of knowing where we
are in terms of improving the health of the population.

Agency for Healthcare Research & Quality

Through the 1980s and 1990s there was a concerted effort to improve the
analysis of the health care system through the establishment of the Agency
for Health Care Policy and Research (AHCPR), which later became the
Agency for Healthcare Research & Quality (AHRQ; http://www.ahrq
.gov/). Here the focus was not just on the collection of data, but the anal-
ysis of data to demonstrate that one approach may be more effective,
efficient, or equitable than another. This is generally referred to as “type
2 evidence.” It requires a higher level of data analysis by taking into account
confounding factors and potential spurious relationships. A large number
of sponsored research projects are conducted and supported by the AHRQ
as well as the National Institutes of Health (NIH) and the CDC to demon-
strate the efficiency, effectiveness, or equity of medical and public health
practices. These studies are generally carried out by research universities
or consulting companies as well as by private foundations (e.g., the Kaiser
Family Foundation or the Robert Wood Johnson Foundation). In addition,
most levels of public and private funding require formal evaluations of
their sponsored projects. The lessons learned from these projects help to
inform policy makers of the successes and failures of funded efforts to
solve particular health problems. The products of these studies frequently
end up in the peer-reviewed literature (journals with blind peer review of
submissions) as well as grey literature (studies conducted by government
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Health Policy Analysis

The purpose of this introductory chapter is to provide an overview of
important concepts that you will need to remember in doing your
health policy analysis. It provides an overview of
plinary knowledge that is required for doing health pol
may wish to refer back to this chapter as you work through the remainder
of the textbook. You may also wish to supplement the material here by
accessing other texts within various disciplines.

some of the interdisci-
icy analysis. You

POLITICS AND POLICY

David Easton has defined politics as “the authoritative allocation of values
" (Easton, 1953, p. 127). Harold Lasswell defined politics as

for a society
“who gets what, when, and

described by the subtitle of his book as
how” (Lasswell, 1936). Politics encompasses the need for every soci-
ety to make binding decisions for all members of a community gov-
erned by that political system regarding which values and interests
are to be legitimized by the civil government. In this process, there
invariably will be winners and losers. It is the political system that
has the responsibility of making these decisions. This leads to ten-
g members of the political community when critical values

1

sion amon;




