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Preface

As the United States finds itself strapped with $16 trillion of debt, future
generations of America’s physicians can no longer enter their practices and
clinics without a sound understanding of health care. In 2012, the total
national health-care spending was $2.9 trillion, and it is expected to continue
to increase at similar levels, potentially reaching 20 % of the GDP by 2016.
Young doctors and medical students are likely to see a dramatic transforma-
tion of the manner in which America offers medical care to its citizens over
the course of their careers.

But today, most physicians leave medical school without a sound compre-
hension of the key issues facing American health care; doctors understand the
medicine, but not the policy. It is crucial that those on the front lines of medicine
develop a sense of health care’s evolution and understand potential directions
of change.

An Introduction to Health Policy: A Primer for Medical Students and
Physicians is the first of its kind, authored by physician leaders in health
policy at major academic policy centers across the United States. This book
allows busy physicians and medical students to quickly develop an under-
standing of the key issues facing American health care. It seeks to efficiently
and effectively educate physicians and medical students on the past, present,
and potential future issues in health-care policy.

This book is comprised of four sections. In Parts I and II, the reader will
be introduced to the basic elements of health care and will become comfort-
able with essential concepts. Part III focuses on further developing these
basic concepts into a “health-care system”—how all of the moving parts
come together. Finally, the concluding section focuses on the manner in
which health-care policy is created at both the state and federal levels.

Our ultimate goal is for a reader to leave with a balanced understanding of
health care in America and the critical importance of health-care policy:
physicians equipped to deliver the best possible care to their patients in a
changing environment.

Nashville, TN, USA Manish K. Sethi, MD
William H. Frist, MD
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Understanding the Basics |



The History of Health Care
in the United States Pre-1965

Alexander Ding

Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
* Understand the history and causes contributing to the rise of the medical profession as an

institution and authority.

* Understand the historical context in which health care evolved in the twentieth century, prior
to the establishment of Medicare and Medicaid.

* Recognize why health care is becoming of increasing political and public interest.

* Comprehend the development of health insurance as an entity and the private/public strug-

gles associated therewith.

Introduction

The close relationship between health care and
politics and policy is not always appreciated by
physicians or their patients. In fact, many medi-
cal students and resident physicians eschew
the notion that the two apparently detached
institutions are indeed deeply and intimately
related in our society. Like it or not, health policy
directly influences the practice of medicine at the
clinical level.

A. Ding, M.D., M.S. (I<)

Department of Radiology, Massachusetts
General Hospital/Harvard Medical School,
Boston, MA 02114, USA

e-mail: alexding @gmail.com

As the health system in the United States
shifts away from the doctor as the individual
practitioner to systems and organizations with
teams of practitioners, physicians must recognize
the leadership role they must take to ensure that
patient care remains the paramount priority.
Understanding health policy and the history of
our health system should be a critical piece in
medical education because it informs us how to
impact the dynamics and institutions that define
our practices. The importance of the voice of
physicians and medical students in health policy
and politics should not be lost on the reader
because our clinical perspective and ethical obli-
gation to our patients must be present to guide
policymakers and politicians.

This chapter will discuss the history of health
care in the United States from the beginning of
the twentieth century through the establishment

M.K. Sethi and W.H. Frist (eds.), An Introduction to Health Policy: A Primer for Physicians and Medical Students, 3
DOI 10.1007/978-1-4614-7735-8_1, © Springer Science+Business Media New York 2013



of Medicare and Medicaid in 1965. Further dis-
cussion of Medicare and Medicaid and the evo-
lution of these programs and health care under
these programs will be covered in Chaps. 2
and 3, respectively. Despite the existence of
physicians and the profession of medicine since
the beginning of our colonial history, it was
not until the early twentieth century that medi-
cine became more intertwined with politics.
The consolidation of authority as a profession
along with new medical discoveries and treat-
ments paved the way for the view that medicine
and health care were essential, leading to their
politicization. The story of health-care politics
and policy focuses around provision of coverage
and health insurance.

Pre-Twentieth Century:The Rise
of a Profession

The profession of medicine in the United States
prior to the twentieth century consisted of inconsis-
tent training and licensure, practice by a multitude
of practitioners including lay folk remedies, and
lack of public recognition. Physicians aspired to
attain a privileged status for the practice of medi-
cine, comparable to the status the profession had in
Europe. However, this attempt at a distinct status
was met with resistance from the public in the early
days of our country.

By the time the American colonies were
established, medicine was a regarded profession
in Europe, particularly in England. In the early
years of the United States, however, the structure
and culture of our newfound country set up barri-
ers to achieving this same status. In an expansive
and primarily agrarian society, dependence on a
medical professional was not practical, and most
of the care of the sick was considered the role of
the wife [1]. Understanding of disease was also
limited, with lack of effective diagnosis and treat-
ment options. Jacob Bigelow of Harvard Medical
School and the Massachusetts General Hospital
noted the dearth of therapeutics in medicine at
the time: “the amount of death and disaster in the
world would be less, if all disease were left to
itself” [2].

A.Ding

There was perhaps nothing greater to counter
the push by physicians to become a proper
profession than our democratic culture [3].
Professions by their nature are inegalitarian insti-
tutions, granting special rights and privileges to
their members. American democratic culture
espoused equality and shunned special status,
particularly royalty and nobility. As a result of
these various factors, medicine carried little in
the collective consciousness of the public sphere.

Physicians sought to draw boundaries around
their profession and to instill credibility and
authority. They faced fierce competition for the
healing arts with other practitioners, including
apothecaries, midwives, botanists, and lay heal-
ers. Lax credentials within the profession itself
eroded their attempts for a standard of care.
Efforts were made for state licensure “to distin-
guish between the honest and ingenious physician
and the quack or empirical pretender” [4]; these
attempts were rejected on multiple occasions.
In 1760, New York City was the first to pass
licensure, but it could be considered an honorific
title at best, as the act was unenforced [5].
Authority for licensure was passed to the medical
societies, but their attempts remained toothless as
there remained no standard for education or skill
and no enforcement or penalty for practice with-
out a license [6].

Medical societies were organized to further
attempt to isolate “quacks” from learned physi-
cians and to provide a means for establishing a
floor of qualification of its physician members.
The oldest continuously operating state medical
society, the Massachusetts Medical Society, was
incorporated in 1781 so “that a just discrimina-
tion should be made between such as are duly
educated, and properly qualified for the duties of
their profession, and those who may ignorantly
and wickedly administer medicine” [7].

Considered prestigious for universities, medi-
cal schools proliferated without added expense,
as all costs were borne by matriculants through
tuition fees. Lacking standards or accreditation,
medical schools had disparate curricula and vari-
ation in pedagogy, if any at all. Schools were also
reluctant to fail any students due to loss of tuition
fees [4].


http://dx.doi.org/10.1007/978-1-4614-7735-8_2
http://dx.doi.org/10.1007/978-1-4614-7735-8_3
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Attempts to create boundaries in the late
eighteenth and early nineteenth centuries in order
to define the profession took on multiple faces,
including licensed versus unlicensed, medical
school diploma versus none, and medical society
member versus nonmember, none of these exclu-
sive. The proliferation of easy and quick medical
school degrees and lack of barriers to practice
saw the proliferation of physicians grow from
5,000 to 40,000 from 1790 to 1850 [8]. However,
these attempts were largely unsuccessful until
decades later when a medical school diploma was
needed to earn a license to practice and medical
society membership was granted once an indi-
vidual was practicing in good standing [3].

In 1877, a watershed Illinois law established
that the state board of medical examiners could
reject diplomas from disreputable medical
schools, a first attempt at establishing a
minimum standard and limiting the prolifera-
tion of diploma mills [9]. Licensure was further
legitimized by the Supreme Court in 1888 in the
case of Dent v. West Virginia. The Court upheld
a law requiring physicians to hold a degree from
a reputable medical college and pass an exami-
nation to practice, stating that the State could
protect society by imposing conditions for the
exercise of that right, as long as they were
imposed on everyone and were reasonably
related to the occupation in question [10]. There
continued a gradual extension of authority to
credential physician through state board exami-
nations and licensing authorities such that by
1901 all states had a licensing statute of some
sort, all of which were enforced [11].

While the American Medical Association
(AMA) was founded in 1847, its influence was
limited as was its membership. However, in 1901
the organization revised its Constitution, forming
the House of Delegates, and became a federation
and umbrella organization of state medical soci-
eties. In the process, the AMA gained legitimacy
and membership. Membership rose from 8,000 in
1900 to over 70,000 by 1910, and by 1920
included over 60 % of physicians in the US [12].
After its reorganization, it declared medical edu-
cation reform its top priority, and in 1904 formed
the Council on Medical Education, charged with

elevating standards and requirements of medical
education.

The AMA commissioned the Carnegie
Foundation, which selected Abraham Flexner to
report on and make recommendations for the
state of medical schools in the country. Flexner
and the Secretary of the AMA Council person-
ally visited every medical school in the country
and reported on medical schools not meeting
standards, leading to the closure of many substan-
dard schools. Subsequently, organized medicine
set up the Federation of State Medical Boards
as a voluntary association of medical boards in
1912, and the AMA Council on Medical
Education began to accredit all American medi-
cal schools and medical internships [3]. This self-
regulation lent legitimacy and authority to the
profession.

With higher educational standards, the caliber
of students increased but the number of matricu-
lants decreased. In order to remain financially
secure, medical schools had to become more
interconnected with universities, whereas previ-
ously they had only been nominally affiliated.
This led to the development of full-time academic
positions in clinical medicine, and the training
and education shifted from apprenticeships with
private practitioners to internships and residen-
cies with faculty at academic hospitals. This fun-
damental shift in training led doctors to be trained
according to the scientific method and with
deeper foundations in basic science [3].

One of the problems with early medicine was
that the practice was reliant more on mysticism
and dogma from preceptors and was less scien-
tifically rigorous. This inevitably was associated
with limited diagnostic accuracy and an inade-
quacy of therapeutics, ranging from the ineffec-
tive to the toxic and lethal, including what was
known as “heroic therapy” consisting of blood-
letting and administering heavy doses of mercury
[3]. With the elemental shift of training to a focus
on science and the development of the clinician-
researcher, the advances in medical technology at
the turn of the century paved the way for medi-
cine to elucidate its effectiveness and ultimately
its essential nature [3]. At the turn of the century,
diagnostics were improved with the development



of the microscope, X-ray, and EKG. Bacteriology
made scientific leaps with the isolation of tuber-
culosis, syphilis, diphtheria, and typhoid, and the
practice of antisepsis in surgery.

During this period, hospitals rose in parallel
to the profession, and the two became more
interdependent. In the early nineteenth century,
hospitals were considered sick houses for the
poor and destitute, while patients of means pre-
ferred to be taken care of at home. However, at
the beginning of the twentieth century, hospitals,
aided by advances in the nursing profession and
antisepsis, had become complex organizations
that provided much of the technical, capital, and
supportive corporate embodiment for the medi-
cal profession [3]. The integration of the hospital
and medical practice became so important, and
remains so today, that the number of hospitals in
this country grew from 200 in 1873 to 6,000 by
1920 [13].

From the early colonial days to the turn of the
twentieth century, the profession of medicine
established itself as the authority in health care. It
faced significant challenges in our burgeoning
nation, but through the development of licensure,
educational standards, and self-regulation, it
established itself as the health-care provider of
the nation. This authority in conjunction with the
advances in diagnosis and therapeutics led to
increased public demand for medical care, which,
with erected barriers to entry to the profession,
led to higher costs. When the middle class began
to struggle with costs, proposed solutions were
brought forth in the political arena.

The Progressive Era: 1900-1920

As medicine and health care became more scien-
tifically advanced and effective at diagnosing and
treating disease, the view of medicine as a vital
necessity became more adopted. While the dem-
ocratic view in our early nation had been that
every man can be his own healer, the democratic
view had evolved in that the services of physi-
cians should see wider distribution to the popula-
tion at large [14]. The history and politics of
health care in the twentieth century centered

A.Ding

around health insurance, first becoming a political
issue in the run up to World War L.

Demand for health insurance started due to
the changing economic realities associated with
industrialization. As families became more depen-
dent on wages for their income, sickness could
interrupt cash flow and family resources in a signifi-
cant way. The initial impetus for the creation of so-
called health insurance was actually disability
insurance and replacement of income during sick-
ness. And while families became more reliant on
doctors and hospitals for medical treatment,
insurance coverage of medical expenses was only a
secondary feature of sickness insurance policies [3].

Europe was significantly ahead of the United
States in the adoption of social insurance, in par-
ticular compulsory sickness insurance. Health
insurance was first implemented by Kaiser
Wilhelm in Germany in 1888. These efforts in
Europe were more widely accepted and easier to
adopt due to differences in governance structure
and social culture, and in many cases was imple-
mented to palliate social unrest and dissatisfac-
tion. The United States, however, was more
reluctant and disinterested. At this time, the gov-
ernment played a minimal role in social welfare
and particularly in health, and most of the popu-
lation agreed with this limited governmental role.
The fundamental notion of a social insurance
went against the founding American ideals of
individualism and self-reliance.

Health insurance for the working population
was first endorsed by the Socialist Party in 1904.
The movement was then carried by a largely aca-
demic group of social Progressives who founded
the American Association for Labor Legislation
(AALL) in 1906. This group played a prominent
role in the push for workers’ compensation legis-
lation, which was successfully passed in 1910.
AALL saw this as a public desire for further social
and labor insurance and believed sickness insur-
ance would be the next logical path forward [15].

During the early part of the twentieth century,
the Progressive movement was becoming more
successful and considered social insurance an
important part of its agenda. When Republican
President William McKinley was assassinated in
1901, Teddy Roosevelt, his Vice President,
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ascended to the presidency. Roosevelt was con-
sidered a reformist in the Republican Party, and
he pushed forward with a Progressive agenda. As
a Progressive, Roosevelt supported social insur-
ance, including health insurance. The Progressive
movement reached its peak in 1912, when
Roosevelt ran for the presidency as a third-party
candidate from the Progressive Bull Moose Party,
after a break with the GOP and President Taft, a
fellow republican. Despite what many see as the
decline of the Progressive agenda with an elec-
toral defeat to Woodrow Wilson in 1912, Wilson’s
Commission on Industrial Relations still recom-
mended health insurance for labor in its report.

In December 1912, shortly after the election,
the AALL formed a committee on social insur-
ance and organized a national conference in June
1913. It called for health insurance for the work-
ing class consisting of four main benefits to
include: coverage of medical expenses, sick pay,
maternity benefits, and a death benefit. Their
message, rather than appealing to the traditional
arguments for socialism of redistribution, focused
on stabilizing incomes, preventing poverty dur-
ing illness, and improving worker productivity.
During this time, the AALL worked very closely
with the AMA in pushing for health insurance. In
fact, the two organizations had a joint office in
New York.

However, the health insurance advocates faced
opposition on many fronts, including unlikely
partners in labor and business. The American
Federation of Labor (AFL) and its spokesman
Samuel Gompers strongly disagreed with the
notion that the government should play a role in
raising the worker’s standard of living and repre-
sented the position that this was the role of unions
[16]. He strongly held the view that government
involvement would weaken the unions’ role to
provide social benefits for its members. Business
interests were also opposed. They believed that
health insurance would raise their costs and did
not believe that their companies would see any of
the benefits directly. On the issue of health insur-
ance, labor and capital were united in opposition.
They wanted no competition from the govern-
ment to provide services that they believed would
undermine their worker’s loyalties to them,

respectively [17]. Additionally, the inclusion of a
death benefit led to opposition from insurance
companies which at the time were predominantly
large insurance companies such as Prudential and
MetLife; most of their business was life insur-
ance, which provided death benefits.

The year 1917 saw the defeat of the
Progressive’s push for health insurance. They
faced strong united opposition from labor, busi-
ness, and insurers. At the time, they were aligned
with the AMA, who in June 1917 at its House of
Delegates meeting approved a report supporting
health insurance. However, the AMA faced a
groundswell of opposition in unhappy doctors
from the local and county medical societies and
had to make an about-face in order to avoid a
mutiny [18].

However, perhaps the biggest factor leading to
the push for health insurance to be stopped in its
tracks happened in April 1917, with the entrance
of the US into World War I. Doctors went into the
service, the national debate was suspended, and,
because the German’s had pioneered social
insurance, anti-insurance propaganda made it
un-American to support such measures [18].
Health insurance failed in multiple states includ-
ing those taken up by the legislature and those
voted on by public referendum.

Rising Medical Costs and the New
Deal: The Roaring Twenties and the
Great Depression

After World War I and the Progressives’ attempts,
much of the political and public appetite for
compulsory health insurance was lost during the
prosperous and politically apathetic 1920s.
However, at the end of the decade, there were
growing concerns over the costs of medical care.
The focus, in fact, pivoted from insurance cover-
ing lost wages to that of covering medical care.
More and more the notion of insurance for cata-
strophic medical needs shifted to that of a system
for financing medical care in total. This was due
in large part to the rising costs of health care.

At the end of the decade, medical costs were
85 % higher compared with the lost wages



incurred by a typical middle class family. Not
only were the economics such that medical care
was more important than income protection, but
because medicine had become so effective in
treating disease, it was also considered a more
important commodity than just having cash [19].
During this time, meeting the rising medical
costs was the most common concern and griev-
ance amongst the middle class [20].

Health-care costs at the time were primarily
rising due to the technological developments
from scientific advances. Hospitals became more
costly as they transformed from lowly caretaking
homes to technologically advanced, professional
organizations. Physician services also increased
in price as quality improved with better educa-
tion, and the prestige of the profession rose as the
AMA’s influence grew. The first reliable estimate
of medical care costs in the United States was
published in 1929 and consisted entirely of pri-
vate costs, as the government was not yet playing
a role in financing or providing health care. The
country, at the time, spent $3.7 billion a year or
4 % of the gross national product on health care.

The Great Depression occurred on Black
Tuesday with the stock market crash in October
1929, greatly changing the political and social
landscape. With the election of Franklin D.
Roosevelt, a Democrat, the idea of social insur-
ance was again revived. The priorities of social
insurance, however, changed. In the previous
generation, health insurance was the priority after
the implementation of workman’s compensation.
Now, however, unemployment insurance and
elderly pensions were of primary concern due to
exceptionally high unemployment [21].

In 1934, President Roosevelt appointed a
Committee on Economic Security charged to
work on old-age and unemployment insurance,
but with an additional charge to include health
insurance in its consideration. Many, including
members of the committee and even advocates of
the social security movement, expressed concern
that pursuing health insurance would be politi-
cally unrealistic and reinvigorate prior opposi-
tion. There was real concern that its inclusion
could jeopardize and defeat the entire bill. In
1935, the Social Security Act was passed as a
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cornerstone to FDR’s New Deal with the omis-
sion of health insurance, but with coverage of
unemployment and elderly pension.

During the Great Depression, increased gov-
ernment financing of medical services did start to
take hold, despite the lack of any clear legislation
passed intently addressing this. Because of falling
incomes, people were using less medical care and
were simply not paying their medical bills. As a
result, doctors and hospitals also fell upon hard
times. But, beginning in 1930, medical care
became recognized as an “essential relief need,”
thereby allowing for the use of public and welfare
funds to pay for medical services for those who
were unable to afford them [22]. With the passage
of the Social Security Act, the pensions that the
elderly received were also a means to indirectly
pay for care. While these two practices were
meant to be temporary during the Depression era,
the practice remained popular well thereafter.

In the late 1930s, FDR softly pushed for a new
effort for health insurance. In 1937, multiple depart-
ments within the federal government were coordi-
nated to form a Technical Committee on Medical
Care. This committee’s report favored federal subsi-
dies to the states to implement health insurance pro-
grams rather than a reliance on a national system.
Furthermore, the committee recommended the
expansion of public health and maternal and child
health services, aid to hospitals and doctors for
patients who could not pay, and a federal disability
program, all supported by taxes or insurance.
This report was presented at a National Health
Conference in summer of 1938 [23].

Unfortunately for this effort, the 1938 elec-
tions brought a conservative resurgence.
Republicans and southern Democrats resisted the
passage of any further social policies of the New
Deal through Congress. Additionally, Roosevelt
never pressed that hard on this issue because he
was not feeling strong pressure for health insur-
ance from the general public or advocacy groups
as he had for unemployment insurance and old-
age pensions. Just as with the prior effort, timing
ultimately became a significant barrier as the
United States entered World War II and turned its
focus from a domestic social agenda to a wartime
effort and foreign attention.
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The Blues: A Response to Public
Insurance

Much of the medical establishment at the time
was opposed to government-sponsored health
insurance, but they did feel the pressure exerted
by its proponents. As a result, a push for private
insurance plans as the counter solution was prop-
agated in the 1930s. Private plans, in particular,
the Blue Cross/Blue Shield entities, started and
grew significantly in this decade.

Blue Cross began at Baylor Medical Center in
late 1929 as a prepaid plan for group hospital
services. The plan covered 1,500 local Texas
school teachers and provided up to 21 days of
hospital care for $6 per person [24]. Soon other
hospitals recognized this business strategy as a
good and reliable revenue generator and started
their own competing plans. These plans were
issued by individual hospitals and spawned
fierce competition amongst hospitals in the same
locality. The logical next step would be to elimi-
nate this competition and cooperate to produce
hospital services contracts for employed groups
to a community-wide or city-wide range of hos-
pitals. Eventually, these plans came to be known
as the “free choice” plans, and, with the endorse-
ment of the American Hospital Association, they
became the dominant form of private hospital
insurance [24].

During the Great Depression, particularly as
hospitals’ unpaid care grew as people were less
able to pay their bills, these plans would become a
business stop-loss and promotion of these plans
became more widespread. From virtually a nonex-
istent market at the beginning of 1930, just 10 years
later by 1940, Blue Cross claimed more than six
million members, and other competing private
hospital insurers had 3.7 million members [25].

The Blue Cross programs covered hospital
services only, as physician services were and are
considered separate and therefore not covered.
However, physicians were a residual beneficiary
from hospital insurance, particularly during the
Great Depression. Because hospital stays were
covered, patients had more money left over,
thereby making it more likely that they could
pay for the physician services incurred [26].

Some attempts were made by hospital plans to
hire physicians to provide care or to prepay for
care; however, generally speaking, they were not
largely successful. The first true insurance cover-
age of physician services came in 1939. Again, in
an effort to counter government attempts at health
insurance, the California Medical Association
started the California Physician Service [27].
Because of its success, Blue Shield plans were
formed to cover physician services and served as
partners to Blue Cross. By 1945, Blue Shield
covered more than two million members [28].

World War Il and the Rise
of the Cold War

Even though the government turned its attention
from domestic issues to international and mili-
tary problems during World War II, medicine and
health insurance continued to forge their own
paths, which had a profound impact on our coun-
try’s health system decades into the future. The
provision of health insurance through labor
unions or employers made labor union members
or company workers more loyal to the unions and
employers, respectively. Employers increasingly
favored providing health insurance as a fringe
benefit to attract workers or encourage retention.
The current American health insurance system,
which is predominantly private and employer-
sponsored, is the by-product of this time period.

During World War 11, strict wage controls were
imposed by the federal government as part of a
larger price control scheme that were intended to
be anti-inflationary during the wartime period.
However, the National War Labor Board in 1942
declared that fringe benefits, such as health insur-
ance, were not considered wages. As a result of
what some considered a loophole, employers dra-
matically started to increase their offering of
health insurance to attract and retain workers.
Employers during the war were finding labor par-
ticularly scarce, given the deployment of so many
men of working age to the European and Pacific
theaters. In the years spanning World War II, the
number of hospital insurance plan subscribers
increased from under 7 million to over 26 million
in a relatively short period of time [29].



During this time, unions began to increase
their power due to their important role in collec-
tive bargaining with employers for health bene-
fits. And in 1945, the Internal Revenue Service
confirmed that health benefits provided by
employers would be tax-exempt or paid with pre-
tax earnings, thereby giving health benefits a
massive implicit government subsidy and further
increasing their desirability to employers and
employees alike.

In 1943, just as the tide was turning in favor of
the Allies, the Wagner-Murray-Dingell Bill was
introduced and picked up the debate on national
health insurance [30]. This Bill would extend
Social Security benefits to include health insur-
ance. Furthermore, in his 1944 campaign, FDR
called for an “economic bill of rights” that
included a right to medical care and insurance
against sickness and accident. While it was
unclear that Congress or the President would
move forward on these issues during wartime, it
was a signal that national health insurance would
be a priority in the postwar period.

Despite FDR’s death, his successor President
Truman was just as enthusiastic about national
health insurance. Only 3 months after the war
concluded, President Truman called upon
Congress to pass national health insurance as part
of his “Fair Deal” program [31]. While this was
yet another presidential attempt to pass national
health insurance, the focus of the program was
radically different. Prior proposals were focused
on covering the needy people in American soci-
ety, but Truman pressed for all Americans to be
covered, regardless of income or wealth. The
AMA opposed this proposal and instead called
for expansion of voluntary insurance and public
services only for the indigent [30]. Given the new
focus on coverage for all instead of only the rela-
tively needy or working class and juxtaposed to
the rise of the Cold War, Truman’s “socialized
medicine” became a political and symbolic issue
in America’s fight against the Communist influ-
ence; this scenario contributed largely to the
demise of Truman’s plan.
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Postwar Prosperity and the Vast
Expansion of Health Care

Post—-World War II United States saw a rapid
increase in its wealth and economic status both as
a country and for individual Americans, even as
Europe was picking up the pieces and rebuilding.
During this time, the United States engaged in its
first proxy fight of the Cold War on the Korean
peninsula. Once again, war would turn the
country and politicians’ attention from domestic
issues such as health insurance externally toward
war efforts.

American postwar prosperity, however, would
lead to huge growth in medicine largely funded
by research and discovery from unprecedented
economic growth. From 1950 to 1970, the health-
care workforce expanded from 1.2 million to
nearly 4 million people. Health expenditures rose
from $3 billion in 1940 to $12.7 billion in 1950,
and then to $71.6 billion in 1970. This repre-
sented 4.5-7.3 % of American GNP from 1950 to
1970 [32].

Medical research expenditures from all spon-
sors swelled from $18 million in 1941 to over ten
times that amount a mere decade later in 1951 at
$181 million [33]. During this period of prosper-
ity, government investment in the sciences
exploded. The National Institutes of Health bud-
get inflated from $81 million in 1955 to over
$400 million in 1960 [34]. The economic model
of science laboratories changed dramatically
from one predominantly funded by private
monies to government-run laboratories to, as is
presently the case, academic labs funded by
government extramural grants. And, as this was
immediately after World War II, pains were taken
to eschew the German model of political priori-
ties dictating research endeavors. As a result, the
government funds did not come with an attached
dictum, and academic and scholarly freedom to
decide was a major victory for scientists.

Virtually everything within the realm of
health care was expanding during this time period.
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The construction of hospitals was rapidly ramped
up, thanks to the Hill-Burton Act, also known as
the 1946 Hospital Survey and Construction Act.
$75 million a year for 5 years was provided to aid
in the building of local hospitals. Since two-thirds
of the funding was to be paid by the community
itself and the remainder one-third from federal
funds, most of the local community hospitals
erected at this time went to middle-income neigh-
borhoods [35].

Medical schools and medical education saw
their own unprecedented expansion in the 1940s
and 1950s. Faculty positions at teaching hospitals
increased 51 % from 1940 to 1950 [36]. Medical
school income exploded from $500,000 per
school in the 1940s to $15 million per school by
1960 [37].

As more medical staff practiced in centralized
hospital settings, specialization accelerated,
especially as research had led to an exponential
growth in medical knowledge. In 1940, 24 % of
physicians were specialists compared with 55 %
in 1960 [38]. Medical education with internship
and residency positions grew from 5,000 spots
nationally in 1940 to over 25,000 in 1955 as a
result of government subsidies and the relatively
cheap labor cost of internships and residencies to
hospitals [39]. In 1959, a government report
detailed the shortage of health-care workers, par-
ticularly doctors and nurses. In response,
Congress adopted legislation to aid and expand
medical education in 1963; the government
remains the primary payer of medical training in
this country [40].

The United States earned a new global confi-
dence, and Americans believed that future suc-
cess in the world and leadership during the Cold
War could be won with scientific progress. We
saw firsthand during World War II the power of
the atomic bomb and the lifesaving power of anti-
biotics. During this time, the combination of
effective and widespread antibiotic use coupled
with prosperity shifted the health concerns of the
day from primarily infectious diseases to chronic
diseases, such as diabetes, heart problems, and

cancer. The expansion of health care at the time
was seen as a greater good and as a sign of prow-
ess and success.

The Prelude to Medicare
and Medicaid

During the tumultuous 1960s, the good feelings
from the 1950s quickly subsided and gave way to
a time of rebellion and turmoil in the era of the
Vietnam War. Once again, the issue of national
health insurance, now a longtime holy grail for
the Democratic Party, was pressed. Some politi-
cians believed that perhaps the implementation of
social policies would pacify some of the public’s
discontent.

Due to the failings from the Truman proposal
for universal nationalized health insurance, a
more modest plan was proposed. In 1958,
Representative Aime Forand of Rhode Island pro-
posed legislation covering hospital expenses for
the elderly on Social Security. By this time, this
plan was starting to attract more traction because
of its limited scope and also because care had con-
tinued to increase in cost, particularly for the
retired population. Hospital care had doubled in
the 1950s, and, of those aged 65 and older, almost
20 % needed hospital care and tended to stay
twice as long compared with younger patients.

In 1960, two very powerful members of
Congress, Senators Robert Kerr and
Representative Wilbur Mills, put forward a com-
peting proposal. Theirs proposed expanding
welfare to cover medical costs for the poor by
subsidized state programs already in effect. At
the time, the Democrats had opposed this legisla-
tion because they opposed means testing [41].

Despite President Kennedy’s support, Medicare
legislation remained short of the needed votes to
enact. It was not until a Democratic sweep in 1964
that President Johnson, riding off of the post-
assassination goodwill, made health coverage
again a top domestic priority under his Great
Society Program.



The Republicans countered with a plan to
expand voluntary health insurance for retirees;
this plan would be subsidized according to a
sliding scale on par with the Social Security
benefits the individual received. Interestingly,
while hospital services had been a proposed
benefit, physician services were not included
largely because of prior AMA opposition and
the fear that including physician fees would be
controversial and put the legislation at increased
jeopardy. The AMA reacted by stating that phy-
sician fees should also be included under the
voluntary private health insurance for the
elderly, called Eldercare.

In a grand omnibus and compromise bill, a
three-pronged plan was offered. The federal gov-
ernment would start Medicare with two parts:
Part A to cover hospital expenses and Part B to
cover physicians’ bills; then Medicaid would
cover the indigent through the expansion of the
states’ existing welfare programs. It is because of
this political compromise of competing resolu-
tions that we have these various parts of
Medicare and Medicaid as they are structured
today. Since then, various amendments have been
made, including adding a Part C for a managed
care option and Part D to cover drug costs.
Medicare and Medicaid passed Congress in a
bipartisan manner and were signed by President
Johnson in 1965.

Conclusion

Medicine and health care in the history of the
United States present an interesting narrative
about the rise of a profession and the scientific
advancement of medicine. Studying this history
also provides insight into the evolution of politics
in health care, the multiple struggles to increase
access to care, and the factors leading to the
organic growth of a health industry, presenting an
explanation of why our health system is struc-
tured as it is presently.

Through the colonial times and the history of
our nascent nation, the medical profession and
physicians sought to establish and consolidate
medical authority and fight for legitimacy and
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arguably, supremacy over other healing practi-
tioners. Because of the professions stringent
adherence to the scientific method, remarkable
medical progress and health improvements have
been achieved in just the last century. Life
expectancy in 1900 was 47 years for the average
American. By the time Medicare and Medicaid
were enacted in 1965, life expectancy was
70 years. Certainly, medicine alone does not
explain the remarkable progress made. However,
it is impressive to think that in approximately
three generations, life expectancy increased
nearly 50 %.

With improvements in medical technology
and care, however, medical services, which were
once a relative luxury that provided more com-
fort and less healing, became a necessity and, to
many, a human right. Such a shift in medicine in
conjunction with its continuing increasing costs
put the issue of medicine on the list of political
priorities. In the twentieth century, no fewer than
six American Presidents, from Teddy Roosevelt
to Barack Obama, have pushed for efforts to
expand national health insurance.

While this chapter ends with the passage of
Medicare and Medicaid, the story of health care
and the complexities involved continues in the
subsequent chapters of this book. At the time of
this  writing, President Obama’s Patient
Protection and Affordable Care Act had with-
stood a Supreme Court challenge, the American
Medical Association had made an about-face
and supported national health reform,
Accountable Care Organizations were intro-
duced with much fanfare and concern, and a new
national focus on implementation of electronic
health record systems and medical quality and
patient safety programs was being ushered into
practice. We encourage all readers of this book
to remain engaged in their clinical practices
while keeping an eye on how health systems,
governments, academia, and professional orga-
nizations are addressing some of the greatest
challenges facing health care today. We strongly
encourage you to take a proactive and leadership
role in these efforts, as the importance of a
patient-centric and clinical perspective cannot be
emphasized enough.



1

The History of Health Care in the United States Pre-1965

13

References

1.

10.

13.

14.

15.

16.

17.

20.

21.

22.

Risee GB, Numbers RL, Leavitt J, editors. Medicine
without doctors: home health care in American
history. New York: Science History Publications;
1977. p. 11-30.

. Bigelow J. Modern Inquiries: classical, professional

and miscellaneous. Boston: Little, Brown; 1867.
p- 230-311.

. Starr P. The social transformation of American medi-

cine. Cambridge, MA: Basic Books; 1982. p. 30-59.

. Rothstein W. American physicians of the nineteenth

century. Baltimore: Johns Hopkins Press; 1972.
p. 73.

. Duffy J. A history of public health in New York City,

1625-1866. New York: Russell Sage Foundation;
1968. p. 65-6.

. Kett J. The formation of the American medical pro-

fession: the role of institutions, 1780-1860. New
Haven: Yale University Press; 1968. p. 14-30.

. Fitz RF. The rise and fall of the licensed physician in

Massachusetts, 1781-1860. Trans
Physicians. 1894;9:1-18.

Assoc  Am

. U.S. Bureau of the Census. Historical statistics of the

United States, colonial times to 1970. Washington,
DC: Department of Commerce; 1975. p. 76.

. Bonner TN. Medicine in Chicago, 1850-1950. Madison:

American Historical Research Center; 1957. p. 208.
DeLancy FP. The licensing of professions in West
Virginia. Chicago: Foundation Press; 1938.

. Laws regulating the practice of medicine in the vari-

ous states and territories of the United States. JAMA:
American Medical Association; 1901;37:1318.

. Burrow JG. AMA: voice of American medicine.

Baltimore: Johns Hopkins Press; 1963. p. 49-51.
Tomer JM. Statistics of regular medical associations
and hospitals of the United States. Trans Am Med
Assoc. 1873;24:314-33.

Ohio Health and Old Age Insurance Commission.
Health, health insurance, old age pensions. Columbus:
F.J. Heer Printing; 1919. p. 136.

Rubinov IM. Public and private interests in social
insurance. Am Labor Legis Rev. 1931;21:181-91.
Karson M. American labor unions and politics, 1900—
1918. Carbondale: Southern Illinois University Press;
1958.

Tishler HS. Self-reliance and social security, 1870-1917.
Port Washington: Kennikat Press; 1971. p. 179-89.

. Numbers RL. Almost persuaded: American physi-

cians and compulsory health insurance. Baltimore:
Johns Hopkins University Press; 1978. p. 67-77.

. Davis MM. Preface to Millis HA, sickness and insur-

ance. Chicago: University of Chicago Press; 1937.
Davis MM. The American approach to health insur-
ance. Milbank Memorial Fund Q. 1934;12:214.

Flora P, Heidenheimer AlJ, editors. The development
of welfare states in Europe and America. New
Brunswick: Little, Brown; 1976. p. 22.
Goldmann F. Public medical care.
Columbia University Press; 1945.

New York:

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

Interdepartmental Committee to Coordinate Health
and Welfare Activities. A national health program:
report of the technical committee on medical care. In:
Proceedings of the National Health Conference; 1938
July 18-20; Washington, DC. Washington, DC: US
Government Printing Office; 1938. p. 29-63.

Rorem CR. Blue cross hospital service plans.
Chicago: Hospital Service Plan Commission; 1944.
Somers HN, Somers AR. Doctors, Patients and health
insurance. Washington, DC: The Brookings Institute;
1961. p. 548.

Dunstan EM, Alexander JC. Group hospitalization
plan: survey of local organized medical opinion on the
Baylor University Hospital. Hospitals. 1936;10:75-81.
Garbarino JW. Health plans and collective bargaining.
Berkeley: University of California Press; 1960.
p. 89-106.

Anderson OW. Blue Cross since 1929: accountability
and the public trust. Cambridge, MA: Ballinger;
1975.p. 75.

Applebaum L. The development of voluntary health
insurance in the United States. J Risk Insur. 1961;
9:15-23.

Poen MM, Harry S. Truman versus the medical lobby.
Columbia: University of Missouri Press; 1979. p. 31-6.
Truman HS. A National Health Program: message from
the President. Social Security Bulletin. Washington,
DC: US Government Printing Office; Dec 1945.

US Public Health Service, Office of Research,
Statistics and Technology. Health: United States
1981. Hyattsville: US Dept. of Health, Education and
Welfare; 1970. p. 4.

Endicott KM, Allen EM. The growth of medical
research 1941-1953 and the role of the public health
service research grants. Science. 1953;118:337.
Congressional Quarterly Service. Congress and the
Nation, 1945-64: A Review of Government and
Politics in the Post War Years. Washington, DC:
Congressional Quarterly Service; 1965. p1132.

US Department of Health, Education and Welfare.
Facts about the Hill-Burton Program, July 1, 1947-
June 30, 1971. Washington, DC: US Government
Printing Office; 1972.

Detrick JE, Berson RC. Medical schools in the United
States at mid-century. New York: McGraw-Hill; 1953.
p. 195.

Stevens R. American medicine and the public interest.
Berkeley: University of California Press; 1998.
p. 350-1.

Coombs RH, Vincent RH, editors. Medical special-
ization: trends and contributing factors in psychoso-
cial aspects of medical training. Springfield: CC
Thomas; 1971. p. 460.

Curran JA. Internships and residencies: historical
backgrounds and current trends. J Med Educ. 1959;
34:873-4.

Surgeon General’s Consultant Group on Medical
Education. Physicians for a growing America.
Washington, DC: US Government Printing Office; 1959.

. Marmor TR. The politics of medicare. 2nd ed.

Hawthorne: Aldine De Gruyter; 2000. p. 35-8.



Medicare and Its Evolution to 2011

Kevin J. Bozic and Benedict U. Nwachukwu

Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:

e What is Medicare and who qualifies for it?

* What are the origins of the Medicare Program?
* What benefits were originally available under Medicare?

e How has Medicare changed up to 2011?

e What are the major challenges facing Medicare beyond 2011?

Introduction

In 1965, the United States Congress created
Medicare under Title X VIII of the Social Security
Act. The aim of the program was to provide health
insurance coverage to all Americans aged 65 years
and older. This chapter describes the evolution of
Medicare from passage in 1965 to 2011. It is use-
ful for both health-care practitioners and practitio-
ners-in-training to understand the history of
Medicare. Medicare has been in constant evolu-
tion and will continue to face serious challenges
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as health-care spending outpaces inflation and as
the US elderly population increases.

Passage of Medicare
The Elderly as a Priority

Medicare was passed during an era that was best
known for large-scale social programs aimed at
combating poverty in the United States. The
elderly segment of the population became a tar-
get for social intervention when it became appar-
ent that older Americans were significantly
poorer than the rest of the population. In the
1960s, the poverty rate for households headed by
someone aged 25-54 years was 13 % while the
poverty rate for households headed by an elderly
head of household was 47 % [1]. This level of
impoverishment was thought to be largely due to
disproportionate health-care expenditures by the
elderly. The elderly faced disproportionately
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higher health-care expenditures in the 1950s and
1960s because health-care insurance at that time
was predominantly employer-based. Therefore,
as most Americans retired, they could no longer
afford coverage and were forced to personally
cover medical expenditures.

Support of health-care assistance for the
elderly began to gain momentum among politi-
cians in the 1950s. An important first step toward
Medicare came in 1960 with the passage of the
Kerr-Mills bill which provided federal matching
funds to states for health-care provider payments
in the treatment of the indigent aged. The pro-
gram defined indigence as financial hardship
causing a person’s inability to pay for health-care
services [2]. Thus, through federal assistance, the
poor elderly could for the first time afford health-
care coverage.

Medicare Passes

Despite passage of the Kerr-Mill bill, there was
growing support for universal coverage for
Americans 65 years and older. In 1962, what
would be a precursor bill to the eventual Medicare
bill was narrowly defeated (12—11) in committee.
The defeated bill, the King-Anderson Bill, pro-
posed coverage of some hospital and nursing
home costs for patients 65 years and older. The
election of Lyndon B. Johnson in 1964, however,
proved to be pivotal in the eventual passage
of Medicare. With Johnson’s election, the
Democrats controlled both the Presidency and
the Congress with a 2:1 ratio in the House and 32
more seats than Republicans in the Senate. The
King-Anderson Bill was revisited and rewritten
as Medicare to provide coverage to individuals
over the age of 65 for limited hospitalization and
nursing home insurance benefits. Johnson pro-
claimed the new bill as an integral piece to his
Great Society program. The new bill was not
without opposition, however. Groups previously
opposing the original King-Anderson Bill pro-
posed their own versions of Medicare such that
three forms of the bill emerged. One of the two
opposing bills was outright rejected, and the
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Medicare bill that was eventually sent to Congress
in March 1965 included several provisions from
the other remaining bill.

The final Medicare bill went through more
than 500 amendments but was eventually passed
on July 28, 1965, as an amendment to the Social
Security Act of 1935. The bill, which was
known as Title XVIII, included a Part A that
provided for hospital insurance for the aged and
a Part B that provided supplementary medical
insurance.

Of note (and discussed in Chap. 3), Title XIX,
also passed at the same time, was known as
Medicaid and provided federal matching funds to
states in order to assist Americans at or near the
poverty line with health-care coverage.

Not Just the Elderly

Over the past five decades, the eligibility of
Medicare has been expanded to include specific
subsets of Americans younger than 65 years of
age. In 1972, Congress expanded the eligibility to
include younger Americans who (1) have perma-
nent disabilities or blindness and are eligible for
Social Security Disability Insurance (SSDI) or
(2) have end-stage renal disease (ESRD). In
2001, coverage was again extended by Congress
to include Americans with amyotrophic lateral
sclerosis (ALS).

Overview of Medicare

One year after its passage, Medicare was an
active program for the 65-and-older population,
and by that point, the program already had an
enrollment of 19.5 million [3]. By 2008, Medicare
had an enrollment of 45 million and was pro-
jected to reach 78 million by 2030 [4].

In this section, we provide an overview of the
fundamentals and benefit structures within
Medicare. In proceeding sections, we chronolog-
ically describe the evolution of the program and
how the fundamentals have been changed and/or
supplemented.
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2 Medicare and Its Evolution to 2011

Funding

Medicare benefits are financed primarily by two
trust funds. The Part A trust fund is funded through
mandatory payroll deductions. 1.45 % of taxable
earnings paid by employees and 1.45 % paid by
their employers (totaling 2.9 %) accrue to the Part
A trust fund. Self-employed individuals pay 2.9 %
to the fund [5]. Under this system, these taxes paid
each year are used to fund the expenses of current
beneficiaries, and those not needed are invested in
US Treasury securities. This funding approach
thus relies on the current work force to pay for the
health-care costs of the elderly, most of who are no
longer active members of the work force. This pay-
ment structure is noteworthy because Medicare’s
financial stability thus becomes dependent on pre-
venting health-care expenses incurred by the
elderly from exceeding the revenues provided
through taxes on the current work force.

Part B (and also Part D which is discussed
later in this chapter) is funded through premiums
paid by program enrollees and contributions from
the general revenue of the US Treasury. The latter
revenue source is a significant proportion
(approximately 75 %) of the Part B budget.

Eligibility

Age over 65, disability, and end-stage illness are
generally the eligibility criteria for Medicare.
However, within these major eligibility groups,
there are nuanced eligibility requirements.

Age Over 65

Persons over the age of 65 may qualify for
Medicare if they are US citizens or have been
permanent legal US residents for 5 years continu-
ously, and either they or their spouse has paid
Medicare taxes for at least 10 years.

Disability

To become eligible to enroll in Medicare, dis-
abled Americans must have received either SSDI
benefits or Railroad Retirement Board disability
benefits for at least 24 months.

End-Stage Disease/ALS

Patients with ESRD must be getting continuing
dialysis for their ESRD or require a kidney trans-
plant. Patients with ALS are eligible for Medicare
if they are declared disabled by the Social
Security Administration (SSA) and are eligible
for SSDI benefits.

Benefits

Part A: Hospital Insurance

Under Medicare Part A, participating institutions
(e.g., hospitals, skilled nursing facilities, home
health-care services, and hospice services) are
reimbursed for a variety of services to the elderly.
We briefly review these services.

Inpatient hospital stays are covered under
Medicare Part A. Service coverage includes the
cost of a semiprivate room, meals, regular nurs-
ing services, operating and recovery room, inten-
sive care, and other medically necessary
services.

Skilled nursing facility care is also covered
under Medicare Part A; however, certain criteria
must be met: (1) preceding hospital stay of at
least 3 days, (2) admission to nursing home facil-
ity for a condition diagnosed during main hospi-
tal stay or condition that was cause for hospital
stay, and (3) need for skilled nursing care (i.e.,
custodial and long-term care activities are not
covered). Medicare also limits the nursing facil-
ity stay to 100 days per benefit period (i.e., per
ailment). Medicare covers the first 20 days in
full, while the remaining 80 days requires a
co-payment.

Medicare Part A also provides coverage for
home health agency (HHA) care and hospice
care. HHAs may provide health aides for a home-
bound beneficiary if some form of skilled nursing
is required. Similarly to the skilled nursing facil-
ity criteria, Medicare covers the first 100 visits
after a 3-day hospital stay (or a skilled nursing
facility stay); however, there must be a plan of
treatment reviewed by a physician. Part A also
provides hospice care to terminally ill persons
with life expectancy less than 6 months.
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Part B: Supplementary Medical

Insurance

Part B (supplementary medical insurance) is
often viewed as a means to pay for services not
covered under Part A. Traditional Part B services
include outpatient physician and nursing ser-
vices, diagnostic imaging and testing, outpatient
hospital procedures, vaccinations, and a variety
of services provided by physicians on an
outpatient basis. However, to be covered under
Part B, services have to be deemed medically
necessary. Some services, such as physical and
occupational therapy, while covered by Part B,
typically require higher cost sharing on the part
of the beneficiary.

Coverage under Part B is optional and must be
secured by paying monthly premiums. Most peo-
ple deemed eligible for Medicare Part A simulta-
neously elect for enrollment in Part B. The large
proportion of simultaneous enrollees in Part B is
partially due to a lifetime penalty (10 % annual
premium per year) imposed for not enrolling.
Those eligible for Part A who are still working
and have health coverage through their employer
may defer enrollment in Part B without penalty.

Of note, Part B has a deductible feature. As
part of this feature, patients pay up to a certain
amount for the cost of their care (hence deduct-
ible). After this amount has been reached,
Medicare then pays for 80 % of the cost for
approved services, while the beneficiary is
responsible for the remaining 20 %. The Part B
deductible was $140 in 2012 [6].

Evolution of Medicare
Changes to Program Administration

Upon passage of the Medicare law, implementa-
tion of the program was originally headed by the
Department of Health and Human Services
(HHS). However, in 1976, administration of
Medicare passed to a newly created special pur-
pose Federal Program—the Health Care
Financing Administration (HCFA). This organi-
zation was in charge of administering both
Medicare and Medicaid. HCFA would eventually
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become in 2001 the Centers for Medicare and
Medicaid Services (CMS). Primary responsibili-
ties of the CMS in overseeing Medicare include
program policy and guidelines, contracts with
intermediaries and carriers, monitoring of utiliza-
tion, and general financing of Medicare.

The board is also mandated to report annually
to the US Congress on the financial operations
and actuarial status of the Medicare Program.
The information reported to Congress is included
in an annual report entitled “Medicare Trustees
Report” [7].

In the 2012 report, the Trustees concluded that in
2011 Medicare costs were 3.7 % of GDP, and these
costs exceeded Medicare’s Trust Fund revenues by
more than $27 billion for that year. The Trustees
projected that Medicare expenditures would grow
t0 5.7 % of GDP by 2035 and would increase gradu-
ally thereafter to about 6.7 % of GDP by 2086. The
reports warned that Medicare fiscal stability would
be reliant on policy changes to increase revenues,
decrease expenditures, or both.

Introduction of Managed Care

Soon after Medicare was passed, the government
looked to Health Maintenance Organizations
(HMOs) as a means to reduce escalating Medicare
costs. The goal was to reduce the downstream
costs of care by promoting preventative (upstream)
care. In 1971, the Nixon administration announced
a new health strategy that would establish plan-
ning grants and loan guarantees for HMOs.
Following this announcement, in December 1973
President Richard Nixon signed the Health
Maintenance  Organization and Resources
Development Act. This Act authorized $375 mil-
lion in federal funds to aid in developing HMOs
and also mandated that employers with businesses
of more than 25 employees offer HMOs as a
health-care option.

Prior to signing the 1973 Act, a 1972 amend-
ment to the Social Security Act introduced HMO
enrollment and contracting as an option within
Medicare [8]. HMOs had to meet Medicare-
mandated standards and also had to provide the
full range of Medicare services.
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Diagnosis Related Group

Diagnosis Related Groups (DRGs) were origi-
nally introduced in 1983 as a payment system
that classified hospital services into one of 467
groups. It was assumed that patient care episodes
falling into each group would be clinically simi-
lar, would utilize hospital resources to the same
extent, and thus could be reimbursed the same
amount. Prior to the introduction of DRGs,
Medicare institutional reimbursements were
based on a fee for service model in which institu-
tions were reimbursed based on their stated daily
costs. As part of the overall compensation, hospi-
tals were also permitted to factor in their overall
operating costs into each patient bill. Thus, there
was an incentive toward overbilling and overuti-
lization of medical resources. DRGs were intro-
duced to curb this trend in overutilization by
paying a preset average cost to treat a patient with
a particular diagnosis.

Since its introduction in 1983, DRGs have
evolved, and today there are several systems of
patient classification that were developed to refine
disease classification and include risk adjustment
for important cost drivers such as disease severity.
Medical Severity (MS)-DRGs have since been
widely adopted as the standard beyond the
Medicare system and today are the focal point of
many health-care industry reimbursement models.

Medicare Advantage

Throughout the 1990s, escalating costs continued
to be a source of major concern for Medicare. To
address escalating costs in health care, in 1997,
the US Congress passed the Balanced Budget Act
of 1997—a legislative package designed to bal-
ance the federal budget by 2002. As part of the
package, the Congressional Budget Office prom-
ised $112 billion in Medicare spending reduction
[9]. As part of the Act’s efforts to control costs
and reduce spending, Medicare worked with pri-
vate insurers to provide beneficiaries with an
alternate avenue to access medical services.
Medicare hoped to incent more beneficiaries to
participate under privately run and lower cost-
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managed care contracts rather than in the original
fee for service plan created through Parts A and B.

Following passage of the Balanced Budget
Act, the Medicare + Choice (M+C) Program
(now known as Medicare “Part C’) was intro-
duced in 1997. Under M+C, new plans were
introduced which were approved by Medicare
but run by private insurance entities. Initially
M+C was only available to Medicare eligible
beneficiaries already enrolled in Parts A and B.
M+C plans were required by Medicare to offer
benefit packages with similar or better coverage
than the original Medicare program. M+C plans
did this and a little more. The newly created pro-
grams offered choice through diversification in
how benefits were covered. For example, under
one plan, a beneficiary could pay less for nursing
facility stay but might then pay more for a regular
doctor’s visit. Under another plan, this relation-
ship might be reversed. In general, in absolute
terms, M+C plans offered more benefits (such as
added dental and vision coverage) than the origi-
nal Medicare program, and they also offered
more attractive financing terms.

For those choosing to enroll in M+C, Medicare
would pay the selected M+C plan’s private insur-
ance company a set amount every month for each
member (payment amount was determined by
Medicare based on beneficiary comorbidity and
likely health-care use per month). The Medicare
member enrolling in M+C would then still have
to pay the Medicare Part B premium directly to
Medicare—the rationale being that beneficiaries
should still retain their original primary care phy-
sician who would oversee and coordinate the
various benefits of the M+C plan.

By 1998, 17 % of Medicare enrollees (6.9 mil-
lion) were enrolled in one of 346 M+C plans avail-
able nationwide [10]. However, between 1999 and
2001 nearly half of the plans participating in M+C
program cancelled their contracts with Medicare.
Medicare payment levels and poor profitability (as
a result of rising input costs) were thought to be
the major impetus for cancelled contracts. During
the same time period, there were virtually no new
M+C plan entrants. The withdrawals affected 1.6
million beneficiaries and M+C enrollment dropped
to 5.5 million [11].



20

Medicare Prescription Drug,
Improvement, and Modernization
Act 2003 (Part D)

To stimulate more robust health-care insurance
industry participation in Medicare and also to
provide even greater coverage and more options
to beneficiaries, the Medicare Prescription Drug,
Improvement, and Modernization Act (MMA)
was enacted in 2003. MMA added a prescription
drug benefit (Medicare Part D) and introduced
several changes to M+C (M+C was renamed
Medicare Advantage [MA] with the new
changes). At that time, the changes introduced as
part of MMA were the most significant changes
introduced into Medicare since its inception.

Upon introduction of MMA, there was explo-
sive growth in the number of participating
Medicare Advantage organizations providing
benefits. Several key Medicare changes spurred
the growth in participating programs. Firstly,
payment levels were increased on a per county
basis to each county’s traditional Medicare costs
(some counties realized payment increases up to
20 % from pre-MMA levels). Further, risk-
adjusted payments were incorporated into the
payment model such that Medicare would pay a
premium to the private plan providers for enroll-
ees with greater comorbidities. MMA also intro-
duced a regional preferred provider organization
(PPO) option. Benefit providers could offer PPO-
style benefits in which a beneficiary signing up
for a program could have their care limited to a
network of physicians. Finallyy, MMA also
allowed Medicare Advantage programs to target
dual eligible (those qualifying for Medicare and
Medicaid) beneficiaries via the Special Needs
Plan (SNP) option. Medicare Advantage organi-
zations could offer benefit plans targeted to spe-
cial needs populations—i.e., those with chronic
diseases qualifying for Medicaid coverage (see
Chap. 3).

MMA also introduced prescription drug cov-
erage. In light of increasingly unaffordable pre-
scription drug costs for the elderly, the most
significant change (and thus the genesis of the
Act’s name) that stemmed from the introduction
of MMA was Medicare Part D—a prescription
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drug benefit program that subsidized the costs
of prescription drugs for Medicare beneficia-
ries. This program went into effect on January
1, 2006.

Beneficiaries were eligible for prescription
drug coverage under Part D if they were entitled
to benefits under Part A and/or enrolled in Part B.
Plans under Part D came in two varieties. The first
was a Prescription Drug Plan (PDP), which pro-
vided drug coverage only. Under PDPs, not all
drugs are covered at the same level; thus benefi-
ciaries have the option of picking a PDP that best
suits their prescribing patterns. The second option
was a Medicare Advantage Prescription Drug
plan (MA-PD). MA-PDs were plans that provided
medical coverage under Medicare Advantage
while also providing prescription drug coverage.

The MMA established a standard benefit
package for Part D plans. Packages were stan-
dardized based on beneficiary contributions as
opposed to drug coverage. In 2010, the standard
benefit consisted of a $310 initial deductible with
a coverage limit of $2,830. Once beneficiaries
reach their coverage limit, he/she then pays the
full cost for their drugs out of pocket (OOP) up
until they have spent a total of $4,550. Once OOP
expenses exceed $4,550, beneficiaries become
eligible for catastrophic coverage that involves
minimal cost sharing—beneficiary pays the
greater of 5 % coinsurance or $2.50 for generic
drugs and $6.30 for brand-named drugs. The cov-
erage gap (OOP expenses) existing between ini-
tial and catastrophic coverage is referred to as the
“donut hole” in Part D (Fig. 2.1).

Although the benefit package as described is
considered the standard, programs vary widely in
the formularies used. For example, some plans
may remove the deductible and instead offer
stratified co-payments in which cheaper drugs
have lower co-pays, whereas costlier medications
have a higher co-pay.

Medicare Improvements for Patients
and Providers Act 2008

In the wake of Medicare reforms under MMA,
the costs associated with payments to MA
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Medicare Part D Standard Prescription Drug
Benefit, 2010

~
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Fig. 2.1 Medicare donut hole (Note: Amounts rounded
to nearest whole dollar) (Accessed at http://facts.kff.org/
chart.aspx?cb=58&sctn=164&ch=1748; The Henry J.
Kaiser Family Foundation illustration of Medicare Part D
Standard Prescription Drug Benefit, 2010, Fast Facts.
This information was reprinted with permission from the
Henry J. Kaiser Family Foundation. The Kaiser Family

plans began to escalate. The Medicare
Improvement for Patients and Providers Act
(MIPPA) took preliminary steps to curb
increases in payment to MA plans. MIPPA
measures aimed at cutting MA plan costs
included controlling the proliferation of skilled
nursing facilities (SNPs) and private fee for
service plans, as well as cutting MA payments
for indirect medical education. MIPPA also
sought to protect patients from aggressive bro-
kers and agents by codifying consumer protec-
tions. Restrictions on program marketing
efforts included no door-to-door sales, unsolic-
ited calls, and a restricted marketing locale.

Legislating in favor of providers, MIPPA
blocked a 10.6 % cut in Medicare payments to
physicians in 2008 and instead increased the
physician fee schedule by 1.1 % in 2009.
Through the Act, providers were also given
pecuniary incentive toward quality reporting
and e-prescribing.

Foundation, a leader in health policy analysis, health
journalism, and communication, is dedicated to filling the
need for trusted, independent information on the major
health issues facing our nation and its people. The
Foundation is a nonprofit private operating foundation,
based in Menlo Park, California)

Patient Protection and Affordable
Care Act 2010 and Medicare

For a detailed discussion on the Patient Protection
and Affordable Care Act (PPACA), please see
Chap. 19. The following discussion focuses on the
law as it pertains to Medicare. With continually
escalating health-care costs and beneficiary cost
sharing throughout the first decade of the twenty-
first century, the government looked to enact health-
care reforms that would again drastically restructure
Medicare. In 2010, President Barack Obama passed
the Patient Protection and Affordable Care Act
(PPACA). The legislature is best known by the pub-
lic for introducing an individual mandate for health
insurance and expanding access to insurance for
Americans. The program however has profound
implications for the Medicare Program. The goal of
Medicare provisions under PPACA was both to pro-
long the time frame of Medicare financial solvency
and to reduce beneficiary expenses.
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In describing the relationship between PPACA
and Medicare, President Obama said:

This new law recognizes that Medicare isn’t just
something that you’re entitled to when you reach
65; it’s something that you’ve earned. It’s some-
thing that you’ve worked a lifetime for, having the
security of knowing that Medicare will be there
when you need it. It’s a sacred and inviolable trust
between you and your country. And those of us in
elected office have a commitment to uphold that
trust—and as long as I'm President, I will. And
that’s why this new law gives seniors and their fam-
ilies greater savings, better benefits and higher-
quality health care. That’s why it ensures
accountability throughout the system so that seniors
have greater control over the care that they receive.
And that’s why it keeps Medicare strong and sol-
vent—today and tomorrow. [12]

Programs introduced under PPACA aimed to
reduce costs via improving the quality of care,
reforming the system of care delivery, appropri-
ately pricing/financing health-care systems, and
reducing waste within the system. We briefly
elaborate on these measures next.

Improving the Quality of Care

in Medicare

The PPACA introduced a number of measures
seeking to improve quality of care through value-
based purchasing (VBP) programs within the
Medicare program. VBP programs were intro-
duced as a means to change how health-care pro-
viders are paid. The goal is to align payments
with performance measures in order to improve
the quality of care. For example, the Hospital
VBP program is an example of new VBP mea-
sures under PPACA. As part of the Hospital VBP,
starting fiscal year 2013, incentive payments are
made to hospitals that meet (or exceed) Medicare
performance standards. Target performance stan-
dards focus on efficiently managing high-volume
medical conditions (e.g., acute myocardial infarc-
tion and heart failure) and limiting hospital-asso-
ciated complications (e.g., health-care-associated
infections).

Further, in an attempt to create even greater
accountability, transparency, and incentive
toward quality, the PPACA created multiple
tools for the public dissemination of health-care
provider performance. On the website www.
healthcare.gov/compare, the public is readily
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able to compare a variety of quality measures for
health care and service providers. Specifically,
quality information on hospitals, medical prac-
tices, physicians, nursing homes, home health
agencies, and dialysis facilities are available
through the website.

PPACA also enacted a “hospital readmissions
reduction program,” which rewards hospitals for
reducing avoidable readmissions and is projected
by the CMS Office of the Actuary to reduce
Medicare costs by $8.2 billion through 2019 [13].

Reforming the System of Care Delivery
and Medicare

PPACA introduced the concept of Accountable
Care Organizations (ACOs). ACOs are health
care delivery systems in which preassigned teams
of physicians, hospitals, or other health-care pro-
viders collaborate to manage and coordinate the
care of Medicare beneficiaries. Under the
Medicare shared savings program, if providers
meet certain quality/efficiency benchmarks, they
receive a share of any savings resultant from
reducing duplicative work. Although budget neu-
tral in principle, the program has been projected
to cumulatively reduce Medicare expenditures by
$5 billion within 10 years [12].

To provide further oversight of Medicare fis-
cal health, the PPACA established the Independent
Payment Advisory Board (IPAB)—the board’s
primary goal being to monitor Medicare fiscal
health and recommend policy revisions to
Congress on how to keep pace with cost growth.
Cost projections suggest that IPAB could reduce
Medicare costs by almost $24 billion by 2019
[12]. However, IPAB has been highly criticized
by many stakeholders for its lack of accountabil-
ity to publicly elected officials and the fact that
practicing physicians are prohibited from serving
on IPAB.

Improving Pricing/Financing

of Medicare

Cost estimates of payments to new MA plans
suggested that Medicare grossly overpaid these
plans. It was estimated by the Medicare Payment
Advisory Commission (MedPAC) that Medicare
paid MA plans 14 % (~$1,000 per person more
on average) more for health services than they



2 Medicare and Its Evolution to 2011

did under traditional Medicare. The additional
payments could not be explained by health differ-
ences among service recipients [12]. Although
there is no clear explanation for the MA plan
overpayments, it can be speculated that MA plans
are a more costly way to deliver care given that
they require higher marketing/administrative
costs than traditional fee for service plans.
Further, it has also been suggested that the
Medicare disease severity coding formula inap-
propriately allows MA plans to claim a patient as
“sicker” than would be possible under a fee for
service plan. PPACA introduced cost-cutting
measures aimed at equalizing costs between MA
plans and traditional Medicare benefits.

PPACA also introduced the concept of market-
based adjustments to provider payments, the goal
of these adjustments being to take health-care
provider location into consideration and to appro-
priately adjust provider annual payment based
upon region.

Two other smaller-scale financing measures
also introduced as part of PPACA include com-
petitive bidding for durable medical equipment
(DME) and modified equipment utilization factor
for advanced imaging. Under competitive bid-
ding, suppliers submit bids to become Medicare
contract suppliers. In competitive bidding areas,
the bidding process de facto drives down the
price at which the suppliers provide DME.
Competitive bidding was already under consider-
ation prior to PPACA; however, the Act acceler-
ated its enactment. The program is projected to
reduce Medicare spending by more than $17 bil-
lion [12]. Under the modified equipment utiliza-
tion factor for advanced imaging provisions, the
PPACA applied a discount to physician fee
schedules for performing advanced imaging ser-
vices. In essence, the PPACA altered the physi-
cian payment schedule such that physicians
would be paid less for using advanced imaging
modalities. This provision represents a projected
$2 billion over 10 years cost savings [12].

Reducing Medicare Fraud and Abuse

PPACA also introduced measures aimed at pre-
venting fraud and abuse within the Medicare
system. Screening processes were implemented
to verify and validate providers making
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Medicare claims. More resources were allocated
to anti-fraud activities such as prepayment
reviews and “boots on the ground” to conduct
site visits. The PPACA specifically looked to
reduce fraudulent billing in two areas in which
Medicare had been historically vulnerable:
home health and DME. PPACA imposed tighter
restrictions on providers’ ability to refer for
home health or DME.

The PPACA also expanded the Recovery
Auditor Contractor (RAC) program, which had
been created in 2003 under the MMA. RACs
were independent collection agencies that worked
in collaboration with Medicare to implement
“claw-backs” through retrospective reviews of
claims, thereby reclaiming improper payments.
Since the passage of the PPACA, there have been
several attempts to implement RAC related dem-
onstrations so that recovery auditors could review
hospital claims before they are paid, thereby pro-
spectively identifying improper payments. In
2011, the CMS announced a list of 15 procedures
that would be subject to prepayment review. All
15 procedures related to cardiovascular and
orthopedic services.

Medicare Beneficiary Provisions

Under PPACA

PPACA attempts to enhance Medicare prescrip-
tion coverage. The Act phased down coinsurance
rates in the Medicare Part D donut hole from
100 % to 25 % by 2020. This was accomplished
via federal subsidies and Medicare-mandated
pharmaceutical manufacturer discounts. These
reduced cost-sharing initiatives are projected to
save beneficiaries about $43 billion within
10 years [14]. PPACA also removed beneficiary
cost sharing for Medicare-covered preventative
services such as colorectal screenings.

PPACA measures did not, however, result in
across-the-board positive impacts for beneficia-
ries. PPACA introduced income-related Medicare
Part B premiums such that higher-income benefi-
ciaries began to pay higher premiums.
Beneficiaries enrolled in MA plans also saw their
number of benefits reduced. With a scaling down
of government subsidies to MA programs, the
programs responded by reducing the array of
additional benefits offered to plan enrollees.
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Evolution Beyond 2011?

The biggest challenge facing Medicare remains
controlling costs in order to ensure the financial
health and long-term sustainability of the pro-
gram. With increased life expectancy and the
aging of the baby boom generation, the 65 and
older population in the USA is expected to dou-
ble by 2030 [4]. This phenomenon, in addition to
increased health-care utilization, rise in prices,
and adoption of new technologies, is expected to
place an unbearable strain on the Medicare
budget.

Many of the programs and measures described
in this chapter have taken aim at improving
Medicare’s long-term fiscal viability. More steps
must be taken, however. Much of the future
debate will center upon which shareholder group
should bear the fiscal burden of the Medicare
program. Some policymakers suggest that seniors
should begin to play a greater role in the cost
sharing and that they should be made financially
responsible for the benefits that they receive.
Others argue, however, that limiting payments to
providers would effectively decrease costs and
could encourage more judicious use of resources.

The medical profession has an obligation to
remain abreast of the constantly evolving
Medicare landscape and to provide leadership
and input into strategies to ensure the viability of
the Medicare program. As such, we may better
understand the impact of Medicare policy
changes on our profession and the health-care
accessibility options for those under our care.

Conclusion

In this chapter, we presented an overview of the
Medicare program. Medicare is a social security
program passed in 1965 that since passage has
provided health insurance coverage to Americans
aged 65 years and older. We described the evolu-
tion of Medicare from its original format - Part A
and B - to the addition of Medicare Advantage
plans and prescription drug benefits. Given how
closely Medicare history is tied to legislative acts
of Congress, we outlined and presented the key
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pieces of legislature that have shaped Medicare
since 1965. Most recently, such acts have
included the Balanced Budget Act of 1997; the
Medicare Prescription Drug, Improvement, and
Modernization Act of 2003; and the Patient
Protection and Affordable Care Act of 2010.
Medicare has evolved to provide US seniors with
choice and access to care unparalleled in
American history. Going forward, the program
will inevitably continue to evolve as necessitated
by the financial strains of an aging population
and escalating medical costs.
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Medicaid and the State Children’s
Health Insurance Program

Vasanth Sathiyakumar, Jordan C. Apfeld,

and Manish K. Sethi

Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:

e What is Medicaid and who qualifies for it?

e What are the origins of the Medicaid program?

e What were the original structure and benefits when Medicaid was first enacted?
* How has Medicaid changed to its present form today?

*  What were the proposed changes to Medicaid under the Affordable Care Act?

e What are the current and future challenges that Medicaid needs to address?

Introduction

Congress enacted the original Medicaid program
in 1965 under Title XIX of the Social Security
Act [1]. Medicaid was established as a voluntary,
collaborative effort between the federal and state
governments to jointly fund medical services and
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treatments required by low-income Americans.
Although the federal government sets broad
guidelines for the overall structure of the
Medicaid program, individual states have the
authority to specify who is eligible and what ser-
vices are provided under Medicaid [2].
Originally passed to improve health care
access for low-income citizens who were already
receiving governmental support through cash
assistance or “welfare,” Medicaid has since
expanded to cover more uninsured citizens — such
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as children of low-income-bracket families, dis-
abled Americans, and seniors — as it has evolved
to its current structure today. Currently, Medicaid
is the largest payer of health-care services and
medical treatments for low-income citizens
regardless of welfare status. Nearly one-half of
all current program participants are children, and
nearly one-fifth of all beneficiaries are disabled
Americans [3]. Medicaid also serves as a safety
net during economic recessions and covers more
people than any other insurance program in the
country, including Medicare and private insur-
ance programs.

This chapter specifically provides an overview
of the Medicaid program, including its origins,
overall structure, eligible participants, benefits
provided, funding for services, and governmental
oversight on both the federal and state levels. The
specific changes proposed to Medicaid under the
2006 Massachusetts Reform and the Affordable
Care Act will also be described, as Medicaid is a
common component in most health-care reforms.
Finally, the chapter will conclude by addressing
the current and future challenges of the program
as well as where the program is headed in terms
of potential changes after the 2012 Supreme
Court’s ruling that expanding Medicaid under the
Affordable Care Act is unconstitutional.

Passage of Medicaid

Before Medicaid

Prior to the establishment of Medicaid, govern-
ments on the state and federal levels in the 1920s
attempted to provide low-income citizens with
public assistance for required health-care ser-
vices. However, these attempts were limited in
scope. Certain provisions in the Social Security
Act of 1935 allowed for some state-sponsored
health-care assistance for low-income mothers
and children requiring mandatory health-related
treatments [4]. Nevertheless, Americans who
carried health insurance at the time were largely
covered through private insurance plans that
gained a large foothold in the insurance market

V. Sathiyakumar et al.

during World War II. As discussed in Chap. 1, a
variety of payroll-tax-sponsored public health
insurance plans were introduced to Congress in
the 1940s as a way to finance health care for low-
income Americans, but none of these bills ever
came to fruition [4]. For the first time, in 1950,
the federal government directly helped state gov-
ernments fund health-care expenses for citizens
who were on public assistance. But these efforts
were also limited in that only citizens who were
already receiving some sort of public assistance
would be compensated [5].

Medicaid Passes

National debates in the late 1950s and early
1960s under Harry Truman’s presidency centered
on whether health insurance for low-income
Americans should be publicly or privately
funded [6]. Although passage of a public health
insurance plan for low-income Americans failed
under President Truman’s Fair Deal program,
Congress in 1965 passed Title XIX of the Social
Security Act as an amendment to establish an
entitlement insurance program for Americans
who were already receiving cash payments or
“welfare.” President Lyndon Johnson signed the
amendment to the Social Security Act as part of
his Great Society movement that expanded the
federal government’s role and placed a larger
emphasis on public-sponsored health needs [6].
The federal government for the first time pro-
vided assistance to state governments that cov-
ered health-care costs for low-income Americans
by matching state-allocated funds. Although the
American Medical Association initially opposed
the passage of the plan, the organization soon
backed the plan along with the American Nurses
Association and the National Association of
Social Workers. In its original form, Medicaid
was a voluntary program, meaning that each state
could make an independent decision as to whether
or not to enroll in the program. However, since
Arizona became the final state to enact its version
of Medicaid in 1982, all states now have some
form of Medicaid.
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Overview of Medicaid
Role of Medicaid and Coverage

Since its original enactment, Medicaid has
expanded to cover more uninsured Americans
than any other insurance program. After 1996,
Medicaid enrollees no longer were required to
receive welfare support in order to be a Medicaid
beneficiary. Medicaid essentially serves as a broad
net that covers those Americans living close to the
federal poverty level who are not covered by pri-
vate insurance plans or Medicare. However, some
beneficiaries do jointly have both Medicare and
Medicaid. These beneficiaries are known as “dual
eligible” [7]. Medicaid provides extra assistance
for long-term services excluded under Medicare
and further helps these citizens cover Medicare
premium costs. Nearly 20 % of all Medicare recip-
ients are dual-enrolled in Medicaid [7]. Medicaid
also covers seniors and nursing home residents,
low-income children with working or unem-
ployed parents, a wide range of disabled
Americans with mental and physical health con-
ditions, and Americans requiring long-term care.
Medicaid is currently the nation’s largest source
of long-term care funding.

In 2010, nearly 66 % of the nation’s poor or
near poor were enrolled in Medicaid, including 1
out of every 5 adults in the country [8]. In terms
of children, nearly one-third of all children are
enrolled in Medicaid, and over one-half of chil-
dren born to low-income families are Medicaid
recipients. For Americans with severe disabili-
ties, almost 20 % are Medicaid recipients, and the
vast majority (nearly 70 %) of nursing home resi-
dents currently have Medicaid. Medicaid currently
covers approximately 42 million low-income
individuals in the United States and covers nearly
nine million people with disabilities [9].

Furthermore, Medicaid serves an expanded
role during economic recessions. As more
Americans lose jobs and occupation-related
health insurance during recessions, they subse-
quently become eligible for enrollment within
Medicaid. The program has no enrollment caps or
waiting lists and can therefore absorb more

Americans at any given time. According to a
report formulated for the Kaiser Foundation,
nearly one million more Americans are eligible
for Medicaid for every 1 % increase in the nation’s
unemployment rate [10]. This cyclical nature of
Medicaid enrollment consequently places a strain
on public hospital systems. As a result, Medicaid
is currently accountable for nearly 33 % of public
hospital revenues and nearly 40 % of public health
center operating revenues at any given time [10].

Structure

Medicaid is a joint program between the federal
government and the state governments. The fed-
eral government, through its Centers for Medicare
and Medicaid Services (CMS) agency under the
US Department of Health and Human Services,
authorizes each state-sponsored Medicaid pro-
gram. States in turn have the responsibility of
implementing and administrating Medicaid.
CMS specifically sets guidelines and regulations,
recommends policy changes, and implements
amendments to state-level plans. However, the
states have the ultimate responsibly of drafting a
Medicaid plan that details eligibility categories
and requirements, benefits that will be covered
for Medicaid recipients, and how the Medicaid
program will be administered in each state, as
long as these guidelines fall within the minimum
guidelines established by the CMS [11]. States
are also responsible for maintaining transparency
by providing readily accessible information
about the rules, policies, eligibility requirements,
and benefits received for potential Medicaid
beneficiaries. Furthermore, each state is required
to run a “medical care advisory committee”
which oversees the development of new policies
and any changes in Medicaid administration on
the state level [5].

Due to the freedom that states have in operat-
ing individual Medicaid programs, eligibility
requirements and benefits may often widely vary
from state to state. For example, seven states
including Nevada, Utah, and Colorado have less
than 7 % of residents enrolled in Medicaid,
whereas 12 states including New York, California,
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and Massachusetts have over 15 % of their
residents enrolled in Medicaid [12]. Furthermore,
states have the options to either contract with pri-
vate health insurance companies to provide
approved “Medicaid” plans that cover mandatory
benefits or pay health-care providers such as
doctors and physicians directly without contract-
ing to private insurance companies.

Funding

Federal funding for Medicaid is termed “federal
financial participation (FFP)” and is unique to each
state based on that state’s needs. Federal funding
can either finance administrative costs associated
with the Medicaid program or reimburse treatment
or coverage costs. States receive funding based on
comparing each state’s per capita income to the
national average. The minimum federal assistance
for any state is 50 % of the FFP but may increase up
to 76 % for poorer states [13]. There is no cap on
federal funding, ensuring that both the federal gov-
ernment and state governments share the costs for
Medicaid beneficiaries. Overall federal contribu-
tions for all state Medicaid programs average to
about 60 % of total Medicaid spending, with states
covering the remaining 40 % of costs [14].

During times of economic recessions when
more Americans are eligible for Medicaid due to
loss of occupationally related health insurance,
the federal government may temporarily increase
the FFP contribution to help those states that
need greater assistance [15]. For example, the
American Recovery and Reinvestment Act was
passed in 2009 to temporarily increase Medicaid
spending by approximately $87 billion by
increasing FFP rates from 56 % to 85 % [16].

Medicaid is also the largest source of revenue
for states and comprises 44 % of all federal
grants. These grants help create Medicaid-related
jobs and help stimulate state-level economies
through the flow of federal dollars into state
economies. On the other hand, states average
nearly 16 % of their annual budgets on Medicaid
expenses [17]. This makes the program the most
expensive public program offered by states second
only to education programs.
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Waivers

States may apply for a “Section 1115 waiver”
that allows them to implement “experimental” or
“pilot” demonstrative programs that coincide
with the goals and visions of Medicaid but do not
necessarily fit within the strict guidelines and
regulations set forth by the CMS on how Medicaid
should be structured [18]. For example, a Section
1115 waiver in Massachusetts allowed for the
development of “MassHealth” (see Chap. 18),
which allowed for greater eligibility expansions
for Medicaid recipients. Similar waivers are also
seen in California (“Medi-Cal”), Maine
(“MaineCare”), Oregon (“Oregon Health Plan”),
Oklahoma (“Soonercare”), and Tennessee
(“TennCare”). States may apply for more than
one Section 1115 waiver if they would like to
implement different aspects of experimental
Medicaid programs. Currently, a total of 95 waiv-
ers are on file with the Department of Health and
Human Services [19]. Section 1115 waivers
essentially allow states to test new delivery mod-
els that expand coverage to individuals, provide
new types of services, or develop policy changes
that increase efficiency while reducing medical
costs. However, the Secretary of Health and
Human Services as well as the CMS have author-
ity to approve or negate these waivers.

Waivers are typically issued for 5-year periods
but may be subsequently renewed for another
3 years [19]. Furthermore, these “pilot” Medicaid
programs are instructed to be “budget neutral”
with respect to the federal government. This stip-
ulation dictates that federal government assis-
tance for Medicaid should remain unchanged as
if the pilot programs were not in place at all in
order to curtail costs associated with potentially
expensive experimental programs.

Medicaid and CHIP

Some states have elected to combine Medicaid
with other programs, such as the Children’s
Health Insurance Program (CHIP), in order to
have one central entity control these programs.
CHIP was established in 1997 to provide coverage
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for uninsured children whose families earn high
enough incomes that make them ineligible for
Medicaid, but not enough to afford a private
health insurance plan. CHIP has also been called
“Children’s Medicaid,” although this terminology
may be confusing since CHIP is a separate entity
altogether from Medicaid. Typical Medicaid
cutoffs for the eligibility of children are family
incomes that are within 100 % of the Federal
Poverty Line [20]. Children in families that make
greater than 100 % of the Federal Poverty Line
are not technically eligible for Medicaid, but they
are eligible for coverage under CHIP. Overall
CHIP provides similar benefits compared to
Medicaid.

CHIP specifically provides coverage to an
additional seven million children. Combined
together, CHIP and Medicaid cover most chil-
dren (43 million) whose families earn up to
200 % of the Federal Poverty Line [20]. Of the
remaining uninsured children, nearly 70 % qual-
ify for either Medicaid or CHIP. In recent years,
most states have extended qualifications under
CHIP by including children whose families earn
up to 250 % of the Federal Poverty Line. From
1996 to 2002, the rate of uninsured children
dropped 4 % due to coverage expansions under
Medicaid and the enactment of CHIP [18].

Unlike for Medicaid, states have the ability to
set caps on the number of children enrolled in
CHIP and can charge premium or enrollment fees
since CHIP is a separate program from Medicaid.
For example, 33 states currently charge premi-
ums or enrollment fees for children joining CHIP
as of 2004, and 16 of these states have histori-
cally increased these premiums [16]. Studies
have suggested that, when an entire family
obtains coverage, children are more likely to be
enrolled, thereby limiting out-of-pocket costs for
these children and treating all medically relevant
conditions. However, when states set limits on
CHIP enrollments, the number of CHIP-eligible
children increases.

In 2009, states were incentivized through the
Children’s Health  Insurance Program
Reauthorization Act (CHIPRA) to encourage
enrollment of uninsured children in either
Medicaid or CHIP [20]. CHIPRA also provided

incentives to enroll more children in Medicaid
than original target goals set aside by the CMS.
States reaching these goals were provided
additional “federal performance bonuses” based
on the number of children enrolled. Nearly $73
million in these federal bonuses were allocated to
nine states in December 2009 [19]. CHIPRA also
established the Medicaid and CHIP Payment and
Access Commission, which has the responsibil-
ity to review Medicaid and CHIP eligibility
requirements and policies and to suggest changes
to the Secretary of Health and Human Services,
to individual states, and to Congress on how to
further enroll uninsured children into either
Medicaid or CHIP.

Eligibility

Individuals and families are eligible for Medicaid
on the following provisions: if they fall into one
of several “eligibility categories,” if they meet
income and resource eligibility requirements,
and if they are American citizens, as proven
through documentation. Examples of these cate-

gories defined by the CMS include [21]:

e Pregnant women and children under the age of
6 if family income is within 133 % of the
Federal Poverty Line

e Children between the ages of 6 and 18 years
whose family incomes are within 100 % of the
Federal Poverty Line

e Individuals who receive Supplemental
Security Income (SSI) due to disabilities or
elderly individuals over the age of 65 years
who receive SSI

e Children who are in foster care and certain
children in adoption assistance programs

* Young adults between the ages of 18 and 21
years who were formerly in foster care through
the Foster Care Independence Act of 1999

* Medicare recipients who have low annual
incomes

e Designated “medically needy” individuals
who have annual incomes that are higher than
normal eligibility for Medicaid but have
incurred so many medically related costs that
they are now eligible for Medicaid
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Within these broad categories, there are numer-
ous sub-criteria that individuals can meet that
may make them eligible for Medicaid coverage.
For example, if an individual can demonstrate
that he or she needs long-term nursing home care
and if that person earns an income that is within
300 % of the Federal Poverty Level, then that
individual may be eligible for Medicaid-
sponsored nursing home services [21].

The CMS has decided that states can
establish their own methods for checking
income levels of potential recipients of
Medicaid, although most states have turned to
an “asset test” in order to appraise the value of
all assets that an individual has [1]. Although
children are not subjected to asset tests, most
states still require these tests for disabled and
elderly participants, and nearly half of all
states have asset tests for parents. Furthermore,
those who are not American citizens but are
immigrants must wait 5 years before being eli-
gible to enroll in Medicaid due to the 1996
Personal Responsibility and Work Opportunity
Reconciliation Act [8]. The federal govern-
ment has since given states the freedom to
choose whether they want to impose a 5-year
wait period for immigrant pregnant women and
immigrant children.

In addition to the “categories” for coverage
listed previously that states must meet, states
have the option to expand coverage for additional
groups such as elderly and disabled Americans
with incomes within 100 % of the Federal Poverty
Line. Furthermore, pregnant women, children, or
adults with incomes that are over the Federal
Poverty Line-based thresholds may also be eligi-
ble for Medicaid [8].

Although most children in low-income fami-
lies fall into one of the outlined “categories,”
their parents unfortunately are often not eligible
for coverage. Parents may face much stricter
income thresholds for Medicaid eligibility, such
as income levels within 50 % of the Federal
Poverty Level. Furthermore, only five states pro-
vide coverage for adults without children [8].

Those who are denied entry into Medicaid
have the right to a fair hearing and may be repre-
sented by an attorney.
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Benefits Covered

Similar to how the CMS defines categories of
eligible Americans, the CMS also defines a set of
14 “mandatory” service categories that must be
covered through Medicaid insurance plans [11].
States may also choose from 34 optional categories
in order to extend coverage for Medicaid beneficia-
ries (Table 3.1). Some of these coverage benefits
are typically found in most private insurance plans,
although Medicaid also provides coverage for a

Table 3.1 Comparison of mandatory and optional cate-
gorical coverage

Mandatory coverage Optional coverage

Inpatient hospital care Case management services

Nursing facility services ~ Chiropractic services
Home health-care Clinic services
services

Early and periodic Dental services
screening, diagnosis,
and treatment

Labs and x-rays

Dentures

Diagnostic services
Vaccines for children Emergency hospital services

Prenatal care Home and community
services
For the disabled

Hospice care [11]

Outpatient hospital care
Family planning services
Physician services Psychiatric services

Health center services Intermediate care facility

services
Transportation services ~ Nursing facility services
under 21

Rural health clinic Occupational therapy

services
Optometrists’ services
All-inclusive care for elderly
Personal care services
Physical therapy
Podiatrists’ services
Prescribed drugs
Preventive services
Private duty nurses
Prosthetic devices
Rehabilitative services
Respiratory care services
Screening services

Speech, hearing, and
language therapy
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number of services not found in private insurance
plans such as transportation coverage, dental
care, and long-term care services. Nearly one-
third of all Medicaid expenditures are attributable
to these optional categories [11]. However, these
optional categories are prone to being cut during
recession periods.

States are prohibited from limiting coverage
of benefits to any specific geographic area within
the state. Furthermore, all Medicaid beneficiaries
under a specific eligibility category should
receive similar benefits without any forms of dis-
crimination or limitations [11]. However, through
the Deficit Reduction Act, Congress has given
states the ability to limit coverage of certain
“benchmark” benefits to some groups of people
based on their health behaviors. Nevertheless,
most Medicaid-eligible groups (such as pregnant
women and children) are exempt from this Act.
States do, however, have the freedom to limit
drug coverage, including fertility drugs and non-
prescription drugs. Furthermore, while the CMS
requires states to provide coverage for all medi-
cally required services and requires that states
have reasonable standards in place to determine
which benefits are eligible for coverage, states
can define what constitutes “medically neces-
sary” [11]. However, this definition is often tied
to standard treatment of care practices.

In order to cover services not authorized by the
CMS, such as home modifications and nonmedical
transportations, states may request a waiver under
Section 1915 of the Social Security Act to cover
some home- and community-based services [22].

In terms of children, states are mandated to
provide early and periodic screening, diagnosis,
and treatment (termed “EPSDT”) services to
children under the age of 21 years [23]. These
services include all mandatory and optional ser-
vices listed earlier. States must specifically fol-
low set schedules to check children’s medical
conditions, including vision, hearing, and dental
conditions, in order to prevent any potential prob-
lems from progressing into future complications.
EPSDT also provides coverage for all medically
required treatments resulting from the successful
detection and diagnosis of early disease states. In
order to be more effective, EPSDT instructs

states to reach out to families and their children
and inform them of the importance of early
screening and diagnosis. While states may limit
services offered to its Medicaid adults, they are
prohibited under EPSDT from cutting these ser-
vices to children.

Overall, with the exception of EPSDT, states
show considerable variation in the benefits
offered to recipients due to the number of optional
services provided by each state.

Evolution of Medicaid
Relationship with the Private Market

Medicaid is a joint venture between the federal
government and the state governments. However,
the private insurance market nevertheless plays a
large role in this relationship. Most medical ser-
vices for Medicaid recipients are obtained through
private market plans that provide minimum
Medicaid-approved benefits. Medicaid costs are
subsequently reimbursed by state and federal funds
that are set aside for Medicaid. Furthermore, more
than half of Medicaid beneficiaries are enrolled in
managed care plans in comparison to fee-for-ser-
vice plans, in which Medicaid directly pays health
providers based on the services that they provide
[24]. To entice care providers to accept Medicaid
patients, Medicaid chooses high reimbursement
rates for care providers. Also, states must pay hos-
pitals that serve an increased number of Medicaid
inpatients additional funds through “disproportion-
ate share hospital” adjustments.

Recent trends show that nearly 70 % of
enrollees are in managed care plans contracted
with private insurance companies in comparison
to fee-for-service plans [24]. Managed care plans
are insurance plans that are contracted between
the insurance company and a network of cooper-
ating physicians to provide care. Variations of
managed care plans include health maintenance
organizations (HMOs), in which enrollees choose
a primary care physician who serves as a gateway
for all other specialist services and enrollees
must choose among physicians in the network;
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preferred provider organizations (PPOs), in which
the plan will cover physicians outside of the pri-
mary network for the enrollee to a limited extent;
and point-of-service (POS) plans, in which
enrollees choose between an HMO or a PPO plan
at the time they need service. These managed
care plans have been established to increase
access to quality care for enrollees through cost-
effective measures. Furthermore, states may
apply for Section 1915(b) waivers under the
Social Security Act [13]. These waivers allow
states to create new reimbursement schemes that
would further contain costs, such as contracting
directly with private insurance companies to
reduce costs with innovative techniques.

Patient Protection and Affordable
Care Act of 2010 and Medicaid

Due to the individual mandate in the 2010 Patient
Protection and Affordable Care Act (PPACA),
Medicaid was set to absorb most of the newly
insured low-income Americans who were now
mandated to obtain health insurance. This expan-
sion in Medicaid included approximately 16 mil-
lion more Americans at a cost of $434 billion in
health-care expenditures [25]. One major mecha-
nism of expansion of Medicaid that was proposed
within PPACA included loosening eligibility
requirements. Under PPACA, historical “eligibil-
ity categories” that were once used to determine
whether an individual would be allowed to enroll
in Medicaid would be eliminated. Instead,
Medicaid eligibility would be solely based upon
income levels. This stipulation would allow more
low-income uninsured adults to enroll, such as
those without children. States furthermore were
instructed to use a uniform, across-the-board sys-
tem on calculating income levels without using the
“asset” test. As aresult of this expansion, Medicaid
was set to absorb nearly every uninsured person
below the age of 65 years who had an income level
within 133 % of the Federal Poverty Level [25].
The federal government would increase the
amount of revenue provided to states to help cover
these costs, although states would have to contrib-
ute a portion of the new costs as well.
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Furthermore, PPACA called for increased use
of technology and other services that make it
easier for potential enrollees to join Medicaid.
Beneficiaries would also face an improved access
to care, such as increased reimbursements to
primary care physicians, enticing these physicians
to accept Medicaid patients, and providing finan-
cial incentives to states that cover preventive
services as well as at-home and community-
based long-term care services.

In essence, under PPACA Medicaid was
poised to serve as a vector to absorb most unin-
sured Americans. However, if states did not com-
ply with PPACA’s new eligibility requirements,
they faced the risk of losing not only new funds
allocated towards covering uninsured Americans
but all of the existing Medicaid funds provided
by the federal government. The Supreme Court,
on June 28, 2012, ruled that it was unconstitu-
tional for the federal government to cut all
Medicaid funding to states if they did not comply
with new eligibility requirements [26]. The Court
deemed it is constitutional for the federal govern-
ment to curtail new Medicaid funds provided to
states, but the Court deemed it unconstitutional
for the federal government to cut all Medicaid
revenue if states do not comply with this expan-
sion. As a result, PPACA’s vision of expanding
insurance coverage is now limited because states
are not mandated to comply with this expansion
and would not face threats of cuts to existing fed-
eral Medicaid funds [26].

Current and Future Challenge:
Costs, Fraud, and Quality

One major challenge with Medicaid is the cost of
the program. In 2009, total Medicaid expenditures
were $384.3 billion, with a projected increase to
$627.5 billion by 2015 [13]. As the percentage of
disabled and aged Americans increases at a rate
faster than the percentage of younger Americans,
Medicaid will incur increased costs since Medicaid
is the largest source of disability benefits and long-
term nursing care. Nearly 75 % of Medicaid costs
are used to cover costs for a quarter of Medicaid
enrollees, who include disabled and elderly
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Americans [27]. Furthermore, new legislation over
the years that has increased benefits for enrollees-
benefits such as increased prescription drug options
and expanded services-has also contributed to
increasing Medicaid costs. Nearly 50 % of all
Medicaid services are spent for 5 % of Medicaid
enrollees due to increased coverage benefits and
costs [28]. State expenditures on Medicaid cur-
rently amount to approximately 10 % of each state’s
budget. To deal with increasing Medicaid costs, the
federal government has historically increased its
share of revenues to states for cost-sharing pur-
poses. For example, in 2009 the American
Recovery and Reinvestment Act increased
Medicaid matching by nearly 14 % to states
between 2009 and 2011 [29]. Furthermore, states
that combine CHIP with Medicaid are provided
with higher average federal revenue rates. These
increased federal dollars persisted into the latter
months of 2011 under the Education, Jobs, and
Medicaid Assistance Act of 2010.

In addition, dual enrollees who are members of
Medicare and Medicaid plans account for nearly
45 % of all Medicaid costs [7]. Medicare covers
additional services not provided through Medicare
such as hearing aids, visual aids, and extended nurs-
ing-care services. Coverage of care by these two
programs is largely uncoordinated and inconsistent.
Therefore, Medicaid has often disproportionately
covered services for patients that should have been
covered under Medicare. The establishment of the
Coordinated Health Care Office under PPACA may
help to facilitate this relationship with Medicare in
order to ensure that the correct program is paying
for a particular service [30]. Furthermore, certain
groups of Americans who have Medicare have their
Medicare premiums, coinsurance, and deductibles
covered through Medicaid dollars. As more
Americans will be covered under Medicare and
eligible for dual-Medicaid enrollment, costs in
Medicaid will subsequently increase as well. The
Coordinated Health Care Office in theory should
help reduce the expansion of these costs.

In order to address fraud under Medicaid — such as
hospitals temporarily admitting a high proportion

of Medicaid patients to receive “disproportionate
share hospital” adjustment funds — Congress
formed the Medicaid Integrity Program (MIP) in
2006 [11]. MIP specifically identifies fraudulent
use of the Medicaid program on the federal level.
Furthermore, the Payment Error Rate Measurement
(PERM) program was formed in 2008 to randomly
check claims and eligibility requirements each
year in a selected sample of states to ensure that
states are not abusing federal funds [28]. PERM
has the additional goal of increasing state account-
ability for its allocation of Medicaid funds.

In order to improve health quality measures,
Medicaid encourages states to use electronic medi-
cal records to improve coordination of care among
providers and toreduce overhead costs. Furthermore,
Medicaid data — both from managed care organiza-
tions and fee-for-service arrangements in the form
of resource utilization data and patient surveys — are
often used to form evidence-based guidelines that
will provide the best care for the most patients.
Monetary incentives are provided to hospitals and
physicians that provide high-quality care for enroll-
ees at low costs. Further federal funding is available
for care providers who implement technological
reforms that improve patient care.

Conclusion

Medicaid is the current safety net for low-income
uninsured adults and also serves as the primary
source of coverage for a variety of other Americans.
From its original form to its current structure
today, Medicaid covers more Americans than any
other insurance program in the country and also
provides more benefits than any private insurance
program. Although the Supreme Court ruled it is
unconstitutional for the federal government to
limit Medicaid revenue to states that do not
broaden eligibility requirements as called for
under PPACA, the costs of the Medicaid program
as well as improvements in technology and quality
must be addressed in order to create a solvent
future for the program.
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Breaking Down Health Care
Insurance from HMO to PPO

and Beyond

David Polakoff and Audrey Smolkin

Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
e Understand the history of the health care insurance industry in the United States.
e Understand how the development of health maintenance organizations (HMOs) and the managed

care industry affected the US health care system.

e Understand what caused the decline of HMOs and the affect this had on the health care

landscape.

¢ Understand the effect on the future of the health care industry of the introduction of Accountable
Care Organizations (ACOs) and payment reform initiatives.

Historical Underpinning
of Insurance

The health care insurance industry in the United
States is arguably the most maddeningly complex
and confusing system in the world. Other chapters
will examine some of the quality, equity, access,
and consistency challenges of America’s hydra-
headed approach to health insurance; this chapter
attempts to reduce the complexity by tracing the
historical origins and examining the structure and
processes of our health insurance system.

D. Polakoff, M.D., M.Sc. (>4) * A. Smolkin, MPP
University of Massachusetts Medical School,
Shrewsbury, MA 01545, USA

e-mail: david.polakoff@umassmed.edu;
audrey.smolkin@umassmed.edu

We begin by providing a basic glossary of
terms (Table 4.1) that will help you understand this
system. Like many complex systems, the health
insurance industry has its own language and
jargon, and this table will serve as a basic English
to “health insurance language” dictionary. Next,
we provide background on the history of health
insurance in this country from its origins in the late
1920s to its expansion and sophistication today.
While the focus of this chapter is on private com-
mercial insurance, we also refer to Chapters 2 and 3
and the interconnection of the private insurance
system with publically funded insurance pro-
grams. We will then segue into the rise of health
maintenance organizations and managed care in
the 1980s, which morphed into a variety of cover-
age options in the 1990s, including Preferred
Provider Organizations (PPOs), Administrative
Services Only (ASOs), and some degree of return
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to Fee-For-Service (FFS)/indemnity plans. Finally,
we will examine the degree to which we may have
moved “back to the future” with the current dis-
cussions and movement toward accountable/inte-
grated care organizations.

Health insurance in the United States, and
elsewhere, is a relatively recent concept. Several
factors contributed to the lack of health insurance
offerings before the twentieth century including a
lack of expensive (and effective) health interven-
tions and the lack of interest by insurance compa-
nies. For example, it was only in 1895 that X-rays
were invented and they were not in routine use
until 1917 during World War I in aid stations and
hospitals [1]. X-ray services were not covered by
Blue Cross Blue Shield or other insurance pro-
viders until the 1930s [1]. The first vaccine for
polio came in 1955. Most women had children at
home; for example, only half of the US births
were in hospitals in 1938; by 1955, 99 % of
women were giving birth in hospitals as a result
of the expansion of private health insurance [2].
Well into the twentieth century, surgery was a
relatively rare intervention. It would be many
years before the explosive advances in medical
and pharmaceutical technology would lead to
interventions that people would want and need.
For much of the period through World War I,
families needing medical assistance paid for it
out of pocket and, if anything, purchased “dis-
ability” insurance that would provide income
supplementation or replacement in the event of
crippling illness or accident [3].

Even for families interested in paying for this
concept of “health insurance,” most commercial
insurance companies were uninterested in offer-
ing such a product. The prevalent line of thought
was that health was not an insurable commodity
as a result of two concerns that continue to com-
plicate health insurance discussions even today:
moral hazard and adverse selection. Moral hazard
is the notion that individuals would engage in
more dangerous (or hazardous) activities because
they believed they were covered by a safety net
(in this case, the safety net being that insurance
would cover any medical costs arising as a result
of risky behavior). Insurance companies wanted
to avoid covering people who would then be free
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to treat their health as risk that someone else
covers the cost of treating. Today, one will often
hear it said that “the consumer/patient must have
skin in the game.” Adverse selection is the con-
cept that the most unhealthy, and thus costly,
individuals would disproportionately purchase
insurance, making it difficult to correctly calcu-
late risks and determine appropriate pricing con-
sidering the variation in baseline health and needs
of the intended population.

While moral hazard and adverse selection
could have been addressed, at least in part, by
making health insurance compulsory or publi-
cally funded (as many European nations did by
the 1920s), physicians and pharmacists strongly
resisted this option as they believed it would sig-
nificantly reduce their power and profits. The dis-
interest of the commercial insurance industry, the
lack of demand from consumers, and the resis-
tance of the medical professionals combined to
delay the formation of an active US health insur-
ance market. But slowly, things began to change.

Workers’ Compensation and Health
Insurance:

Workers in the late 1800s and early 1900s
often faced difficult, unsafe, and life-
threatening conditions [4]. This was chal-
lenging both for the workers themselves
and for their employers. In order to address
this situation, the first workmen’s compen-
sation law was passed, entitled the Federal
Employer’s Liability Actin 1908 to protect
railroad workers. Slowly, individual states
began to adopt workers’ compensation
laws, and today all American workers have
some type of compensation benefits includ-
ing provision of some medical costs and
partial wages for work-related injuries. In
this way, workers’ compensation was one
of the earliest forms of health care insur-
ance in the United States.

Several demographic, scientific, and eco-
nomic advances accrued to make medical care
more expensive, and the possibility of commercial
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Fig. 4.1 US National Health Expenditures, 1960-2010 (Data from Centers for Medicare and Medicaid. National
Health Expenditure Data. Washington, DC: Centers for Medicare and Medicaid; 2010)

insurance began to seem more profitable and

necessary. This section briefly outlines some of

those factors:

1. More faith in medicine: By the 1920s and1930s,
breakthroughs in medicine and science [5] made
medical care more innovative, more trusted, and
more expensive. With the rise of standardization
in medical education, medical schools became
more costly, and these higher costs were passed
through in the pricing of medical services. At the
same time, hospital costs were also rising dra-
matically. In addition, many women began to
choose hospitals to deliver their babies, at a sig-
nificant and uncovered cost for many families.

See Fig. 4.1 for an overview of US National
Health Insurance Expenditures (1960-2010).

2. Rising incomes: Increasing incomes and a
sense of general prosperity in the years before
the Great Depression stimulated more demand
for health care services [6].

The Baylor Plan and Blue Cross

While these factors were brewing, a group of
teachers in Dallas, Texas came together to make
health insurance history. In 1929, Dr. Justin
Kimball became an administrator at Baylor

Hospital and, as a result of his prior experience
as school superintendent, noted that many Dallas
school teachers were unable to pay their bills.
He created the “Baylor Plan” which allowed par-
ticipants to pay $.50 a month into a fund for care
at Baylor Hospital. The plan was guaranteed to
provide 21 days of hospital care for $6 a year.

The plan was limited and small and was
considered an experiment. Today, it is consid-
ered to be the origin of modern health insurance
and quickly spread to other cities and towns
under the name Blue Cross. This bold experi-
ment was considered a great success and was
quickly spread and modified in important ways
including an expansion to multiple hospitals
(the first multi-hospital plan began in New
Jersey in 1931). Within a decade, it further
expanded to provide payment for medical ser-
vices under the name Blue Shield. Before we
turn to the development of Blue Shield and the
later merging of hospital (Blue Cross) and medi-
cal care (Blue Shield) insurance programs, it
should be noted that Dr. Kimball’s decision to
link payment to a specific hospital put hospital
care at the center of health insurance, a place-
ment that significantly continues to shape health
insurance, health care delivery, and health care
costs today.
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“A godsend to thousands.”
—Brian Twitty, Assistant to Dr. Justin
Kimball regarding the Baylor Plan.

More than 1,300 teachers initially signed up
for the Baylor plan, and within 5 years,
more than 408 employee groups with more
than 23,000 members were covered by this
new type of plan [7].

Blue Shield

Almost exactly a decade after Dr. Kimball began
his grand experiment, the Blue Shield concept
was developed by employers in the lumber and
mining camps of the Pacific Northwest. While
paying for services instead of hospital stays was
different, the basic concept was the same.
A monthly payment was made to “medical ser-
vice bureaus” that included groups of physicians
who would provide all needed care. A key fea-
ture, and one that continues to shape the most
basic structure of American health insurance to
this day, was that fees were paid by the employ-
ers, not the employees. This key new worker ben-
efit made certain employers more appealing and
also had the potential to reduce missed days of
work for illness or disability. This first official
Blue Shield Plan began in 1939, and in 1948, the
symbol was informally adopted by nine plans and
called the Associated Medical Care Plan, which
was later renamed the National Association of
Blue Shield Plans. It was not until several decades
later, in 1982, that Blue Shield merged with the
Blue Cross Association and formed the Blue
Cross and Blue Shield Association.

World War Il and the Rise
of Nationally Subsidized Employer-
Based Insurance

While Blue Shield and similar plans were
beginning to spring up across the country, before
World War II, few people were covered. However,
during the war, the federal government placed a
freeze on wages [8], making the ability to offer
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fringe benefits appealing. Employers began
offering health insurance as a key benefit. The
fact that this benefit was not subjected to taxation
for either the employee or the employer made it
highly appealing. Today, the majority of
Americans receive their health insurance as a
nontaxable fringe benefit of employment.

The seeds of the managed care revolution
were planted about 10 years after Baylor was
beginning its grand experiment, by another
inventive doctor named Sidney Garfield. This
experiment took place in the late 1930s in mid-
dle of the Mojave Desert.

Dr. Garfield built the Contractors General
Hospital in an effort to treat sick and injured
workers associated with the construction of the
Los Angeles Aqueduct. Though some workers
had health insurance, most did not. Dr. Garfield
did not turn away any worker needing care. The
result was a rise in hospital expenses. Harold
Hatch, an insurance agent, advised insurance
companies to pay Dr. Garfield a fixed amount
per day, per covered worker in advance, intro-
ducing the concept of prepayment. Thousands
of workers enrolled for five cents per day and
received the treatment needed, making the
Contractors General Hospital a success.
Another massive construction project, the
Grand Coulee Dam, signaled a need for a new
hospital and the recruitment of physicians in a
“prepaid group practice” to provide care to
6,500 workers and their families. This first
“replication” was again well received, and,
hearing of Dr. Garfield’s success, Henry J.
Kaiser created the ultimate test, providing
health care for 30,000 shipyard workers. The
association formed between Dr. Garfield’s
innovative health system and Kaiser’s extensive
industries created Kaiser Permanente, the orga-
nization which still exists today [9]. See Fig. 4.2
for a diagram depicting the development of
employer-based health care plans.

HMO Era

The development and history of health mainte-
nance organizations (HMOs) and other related
managed care organizations in the United States



4 Breaking Down Health Care Insurance from HMO to PPO and Beyond 45

Wage increases

freeze;
Fringe benefits
don't freeze
Medical & _
Technological Melﬂlgrae]acs?ts
Advances

Employer-
Based

Health Care
Plans

Fig. 4.2 Development of employer-based health care plans

span decades. The concept began to develop as
early as 1929 with Blue Cross and 1937 with
the Kaiser Foundation Health Plans and Group
Health Association (GHA). It continued to
evolve and expand in the 1960s and 1970s, and
its influence in the delivery of health care
peaked in the 1980s and 1990s. But by the late
1990s, that influence on health policy began to
decline as a direct reflection of its failure to
restrain growing health care costs. The cartoon
in Fig. 4.3 depicts this.

The 1970s

Since 1965 when President Lyndon B. Johnson
signed amendments to the Social Security Act
creating Medicare and Medicaid, the US econ-
omy continued to grow. Congress became frus-
trated with the combination of inflation,
uncontrolled health care costs, and utilization of
the Medicare program. In 1971, President Nixon
enforced control on wages and price freezes to
curb further inflation [10]. In an effort to limit
further growth in the Medicare budget, the Nixon
Administration requested the assistance of Dr.
Paul Ellwood to present his ideas for reducing

health care spending [11]. Dr. Ellwood was a
close colleague of Dr. Philip Lee, Assistant
Secretary of Health during the Johnson
Administration, and knew too well the health
care situation that was unfolding. Dr. Ellwood
proposed the concept of the health maintenance
organization as a strategy to improve the existing
health care system, using government funding to
support the growth of prepaid health plans [12].
The underlying concept was essentially the same
as that introduced decades earlier by Drs. Kimball
and Garfield. A group of providers are “prepaid”
a fixed sum for all of the care required by an indi-
vidual. This creates an incentive for the doctors
and other providers to keep that person healthy,
limiting the amount needing to be spent on “sick
care.” In insurance parlance, it also shifts the uti-
lization risk to the providers.

By 1973, health care costs increased from 4 %
of the federal budget in 1965 to 11 % [10]. The
discussions with Dr. Ellwood laid the ground-
work for the Health Maintenance Organization
(HMO) Act of 1973. Signed by President Nixon
in December 1973, the HMO Act provided start-
up funding in the form of grants and loans for
new HMOs and access to employer-based insur-
ance markets [11]. The Act provided $325 million
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Fig. 4.3 HMO cartoon (Used
with permission. Copyright ©
John McPherson J. Distributed
by Universal Uclick via
CartoonStock.com. That’s
how much time your HMO
allots for bypass surgery
[image on the Internet]. 2005
Dec 25 [cited 2012 Apr 17].
Available from: http://www.
cartoonstock.com/cartoon-
view.asp?catref=jmp060725)
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in appropriations, spread over 5 years, a fraction
of the $3.9 billion proposed during initial dis-
cussions. It also assisted new HMOs with mar-
keting, initial operating costs, and facility
design [13].

However, the establishment of the HMO Act
of 1973 and further amendments in 1976 did not
accomplish the initial vision of Dr. Ellwood and
President Nixon’s HMO strategy. Health care
spending did not decline. The Act caused HMOs,
particularly federally funded HMOs, to be heav-
ily regulated by federal and state regulations and
legislation [13]. The HMOs that were established
through federal funding were limited. Rather
than continue to support additional spending,
Congress passed a bill in 1981 to phase out and
end both the grant and loan programs created by
the HMO Act of 1973. Though federally funded
HMOs were limited in number and enrollment,
both government and nongovernment interests

for bypass surgery."

continued to search for a more effective and less
expensive health care system. This led to contin-
ued and widespread development of HMOs with-
out federal assistance in the later part of the 1970s
and early 1980s and generated new models of
insurance, collectively referred to as “managed
care” [13].

The Development of HMOs

The economic recession in the early 1980s
reinforced the need to control costs and expendi-
tures. HMOs were developed to reduce health
care utilization and expenses and were widely
adopted during the 1980s and 1990s. Beyond
their original focus on prevention (health mainte-
nance), HMOs supported the imperative to
reduce health care spending by controlling hospi-
tal utilization, the specialist referral process, and
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selecting providers. Provider competition grew
as HMOs implemented “selective contracting”
with providers as an effective cost-containment
strategy, limiting their subscribers to specific pro-
viders and hospitals and negotiating lower fees
with those limited groups [14]. Many of the
HMOs (formerly called prepaid group practices)
that were developed during this era reflected the
models of the Kaiser Permanente and Group
Health plans. Initially, this model led to reduced
utilization, created some efficiencies, and limited
payments to physicians [15].

As the pressures for cost containment contin-
ued, the managed care movement shifted from
the management of care by a primary care physi-
cian (PCP) to the management of physicians by
HMO administrators “intent on reducing costs,
limiting services and increasing margin” [16].
This signaled a shift of authority and control
from physicians to the HMOs as the managers of
care and services. Many consumers perceived a
transformation in health care into a “corporate
industry” with HMOs working with employers to
provide cost-effective health care to their
employees through managed care plans. The
employee benefit created in the 1930s to attract
and retain employees, in lieu of increased pay,
had become an enormous and uncontrollable
financial liability for employers. Employer selec-
tion of the HMO model grew from 5 % in 1984
to 50 % in 1993 as companies sought to control
these costs [17].

The Rise of PPOs and POS Plans

With the rise in HMO adoption came a significant
backlash against the core features and manage-
ment techniques of this type of plan, as well as
what many saw as excesses in their application.
By 1985, managed care organizations began to
restructure and evolve. The Preferred Provider
Organizations (PPOs) and point-of-service (POS)
plans that were created became competitors to
HMOs in the provision of health care coverage.
PPOs consist of a network of selected health care
providers (such as hospitals and physicians)
working for a specific health insurance company.

Patients are given strong financial incentives to
stay within this set network of providers. Care
outside the network costs more, often signifi-
cantly more, in the form of higher deductibles,
higher coinsurance rates, or non-discounted
charges from the providers. From the provider
perspective, PPOs may be appealing because
patients not in the PPO network can still be seen,
and providers may charge more than PPO
network providers for services. Providers agree
to discounted rates for in-network services in
exchange for increased volume of referrals.
Though PPOs do not require referrals from the
primary care physician for specialty care, this
could promote uncoordinated care as patients
may receive care from specialists without the
knowledge of the primary care physician.

Another variant that developed at about the
same time as the PPO was the point-of-service
(POS) plan. A POS plan is a type of managed
care that is a hybrid of the HMO and the PPO.
Members of a POS plan do not have to decide
which system (in network or out of network) to
use until the point in time when the service is
being used. However, as a managed care plan, the
individual is required to choose a primary care
physician (PCP) to be the main “point of service”
and care coordinator. There are cost and conve-
nience incentives for the member to choose pro-
viders within the network, but either choice is
permitted. See Table 4.2 for a listing of types of
health insurance plans and their descriptions.

As HMOs began to offer PPO and POS prod-
ucts, PPOs obtained HMO licenses, and HMOs
contracted with employers on a self-funded rather
than capitated or fully insured basis, shifting more
risk back to employers [11]. The differences
between the various types of managed care plans
began to blur.

With this restructuring and rapid HMO growth,
enrollment grew from 3 million in the 1970s to 13
million in the early 1980s and to over 80 million in
1995 [12]. While enrollment continued to increase,
the number of licensed HMOs peaked in 1986 and
has since declined [15]. The rapid growth in
HMOs had outpaced their ability to manage costs.
By the 1990s, the influence of HMOs began to
diminish rapidly.
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Table 4.2 Types of health insurance plans
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Type of plan Key characteristics What it means for providers
HMO * Members must choose primary care physician * Shared financial risk
(PCP) from provider network
e Referrals are required to utilize specialty services * Medical group paid on
negotiated rate
e Members pay fixed monthly fee ¢ Primary care physician provides
referral for specialty services
¢ Low out of pocket expenses e May provide services to HMO
e Various models: group, staff, network, individual and non-HMO members
practice association (IPA)
PPO e Member not required to select primary e Payment incentives for
care physician providers (through a variety of
mechanisms)
e Receive care from any physician in PPO network e Prompt payment features for
or out of network favorable payment rates
e No referrals from PCP necessary e Utilization management services
¢ Member may use non-PPO providers, to control utilization and cost of
at additional (usually higher) cost health services provided
e Members pay for services as they are rendered
POS e Hybrid of PPO and HMO plans * Reimbursement through
capitated payments/fee schedule
e Member must choose a PCP ¢ Primary care physician
“gatekeeper” of referral and
medical services
¢ PCP provides referrals ¢ Physician payments paid upon
* Resembles HMOs for in-network services achieving utilization and cost
e Out-of-network services are reimbursed on fee targets
schedule
ACO ¢ Group of providers responsible for group e Shared responsibility for
of patients treatment of a group of patients
* Provider payments based on the care the ACO * Providers must coordinate care
as a whole provides to patients with other physicians
* Providers share any cost savings
received
The Fall of HMOs medical care. As a result, physician relationships

There were a number of factors that contributed
to the decline of HMOs in the late 1980s and
1990s. Many providers objected to risk contract-
ing terms, which pressured them to take on more
risk. Patient and provider backlash against man-
aged care business practices became widespread.
New regulations to limit unfavorable HMO prac-
tices provided patients with more legal rights to
sue HMOs. A number of class litigation actions
were brought by consumers, physicians, and
other providers against managed care business
practices that included injury or death resulting
from alleged decisions to withhold or limit

with HMOs and managed care organizations, a
descriptor that had become prevalent by the mid-
1990s, soured sharply.

Responding to pressures from purchasers (the
employers who purchase most commercial health
insurance on behalf of their employees) to con-
trol rising premiums, managed care organiza-
tions adopted a variety of techniques to limit
utilization of health care services or shift their
costs to consumers. Under the heading of utiliza-
tion management, health plans implemented
prior authorization, specific benefit restrictions,
quantity limits, referral requirements, and retro-
spective review and denials. Among the cost-shifting
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techniques that were developed or expanded dur-
ing this era were annual and specific-service
deductibles, copayments and coinsurance. While
all were part of a rational effort to control the
national rise in health care costs, the cumulative
effect was perceived by consumers as intrusive
and burdensome and by providers as an abroga-
tion of the prerogatives reserved by law and tradi-
tion for the medical profession. Ultimately, this
prompted a substantial backlash by a consumer
movement and organized medicine.

This backlash prompted changes in the
business approaches of HMOs, which in turn
significantly transformed the business model of
the health insurance industry. Anything that was
perceived as a limitation on access to or choice
of providers was softened or eliminated. On the
other hand, use of all forms of cost shifting
intensified and accelerated. These moves could
be portrayed as “consumers have access to any
provider or service they wish, as long as they are
willing to pay for it.” Insurance product design
also evolved further. More and more HMOs
began to offer products that were similar to
PPOs and POS plans [18]. The choice of provid-
ers was not limited to a finite network. Cost
shifting to the consumer took the place of utili-
zation controls.

Despite these changes in the business model,
health plans did not succeed in restraining rising
health care costs for very long. The annual percent
change in per capita health care spending
increased from 2 % in 1996 to 10 % in 2001 [17].
The retreat from traditional cost controls by
HMOs resulted in a resumption of the previous
growth curve in medical spending and a search
for new ways to restrain it.

What’s Next for HMOs and
Managed Care

In recent years, the persistent and inexorable rise
in health care costs has become one of the United
States’ most persistent and vexing economic
issues. While previously much of the pressure to
restrain rising costs had come from purchasers,
cost shifting to consumers has activated them and

increased the national level of frustration around
health care. The nexus of these pressures from
consumers, employers, providers, and govern-
ment regulators falls on health plans. A careful
examination of the history outlined here revealed
that among the cost control methods that have
been successful in the US in previous decades
were government price controls, capitation, and
what was previously termed “managed care.”
The former is unacceptable in contemporary pol-
itics. The second failed because providers were
in many instances unprepared to accept and man-
age risk. And the latter, while successful in con-
trolling costs, ultimately sank under the weight of
a mixture of corporate excesses in failed imple-
mentation. The next generation of cost control
initiatives is drawing from the best of these, while
learning from recent experiences.

“If all we’re doing is adding more people
to a broken system then costs will continue
to skyrocket, and eventually somebody is
going to be bankrupt, whether it’s the fed-
eral government, state governments, busi-

nesses or individual families.”
—President Barack Obama, White House
Health Care Summit, 2/2010 [19]

Back to the Future: Accountable
Care Organizations (ACOs) and
Integrated Care Organizations (ICOs)

Among a wide number of sweeping changes, the
Patient Protection and Affordable Care Act
signed into law on March 23, 2010, contains a
provision to develop accountable care organiza-
tions (ACOs) as one of the first new payment
reform initiatives. Though initially established as
a new way of paying for health care provided to
Medicare beneficiaries, there is significant
opportunity for pilot programs to test this pay-
ment model by private payers and Medicaid
agencies [20]. ACOs are organizations comprised
of physicians, hospitals, and other health care
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providers who accept prepayment and risk to
manage a group of patients. They are responsible
(accountable) for all, or a contractually defined
range, of health care services. As part of this
management, they assume many of the functions
previously performed by managed care organi-
zations or health plans, including utilization
management, care and case management, and
cost control. The reimbursement system often
includes rewards for attainment of quality of
care and outcome benchmarks, as well as cost
control [21].

The implementation of the ACO model will
need to overcome several challenges to be suc-
cessful. The ACO will need to build trusting
relationships among physicians, payers, and
other partners. This trust may prove difficult to
reconcile as the turbulent relations between phy-
sicians, patients, and insurers during the late
1990s created an unfavorable climate. Individual
physicians may be reluctant to accept responsi-
bility for the care of an unselected panel of
patients within an organization. Hospitals and
health care organizations may experience diffi-
culty in aligning their medical staff to promote
accountability [22]. And hospitals, the financially
dominant partners within an ACO, will be driven
by conflicting incentives: reducing utilization to
achieve savings and keeping their beds filled. But
a full collaboration among the provider, health-
care organization, patient, and payer is critical
to the success of the ACO. Data management and
data sharing present further challenges.
Organizations will be required to develop data-
sharing agreements and exchange performance
and financial data between providers and payers
[21]. These data will also be critical for providers
to understand their patient populations and
health care patterns and to establish performance
measures.

The implementation of health information
technology (HIT) is vital for ACOs. HIT, including
electronic health records and care management
systems, will be the basis for data sharing
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across providers, organizations, and payers [23].
Without such technology, the coordination of
care, establishment of performance measures and
metrics, and management of care spending will
remain difficult. Health information exchanges,
currently under development in many states, will
support these efforts. But they are currently in
their infancy. It will be critical to ensure that
solutions to these challenges are available if
ACOs will be successful.

At this time, the ACO as a payment model
is relatively new; the benefits to improving the
health care system and reducing health care costs
are still undetermined. Pilot programs are being
implemented between providers, health care
organizations, and payers, both government and
commercial, to determine the viability and cost
effectiveness of ACOs as a payment and care
model.

Conclusion

Since its earliest roots in the 1920s, health
insurance in the United States has evolved into
the costliest and one of the most complex in the
world. This chapter traces the history and evolu-
tion of the employer-based system of health
insurance and documents shifts both into and
away from a managed care and health mainte-
nance systems (Fig. 4.4). The massive growth in
number of plans and complexity of payment
systems has contributed to higher costs and to
some modest improvements in quality and access.
The most recent shift, brought about by the pas-
sage and imminent implementation of the federal
health care reform law (Patient Protection and
Affordable Care Act) will significantly shift the
health insurance landscape toward a model based
on some form of “accountable care organiza-
tions.” If past is prologue, the ultimate impact of
the dramatic changes envisioned in the new law
will surprise us and will not be fully understood
for many years.
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Understanding Quality and Cost
from a Health Policy Perspective

Jason D. Keune and Bruce Lee Hall

Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:

Understanding the cost and quality of health-care proposals is fundamental to the central
problem of health policy: the need to make decisions about health-care resource use, given
the constraint on health-care resources.

It is impossible to make a reasoned health policy decision without either knowing both the
cost and the quality of a health-care proposal explicitly or else by making implicit judgments
about one or both of those quantities.

Most health policy decisions in the United States heretofore have been based on implicit judg-
ments about cost and quality.

The most complete economic evaluation of health-care proposals for use in health policy is
the cost-benefit analysis, which monetarizes outcomes, allowing both relative and absolute
benefit to be characterized. The cost and effort of this type of analysis, however, is not always
justified.

Quality reporting is becoming more prominent in the present era: appropriate use of quality
data is essential to appropriate decision making regarding health-care resource use.
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Introduction

Health-care policy makers in the United States
face a myriad of challenges in the contemporary
era. The recent Patient Protection and Affordable
Care Act (PPACA) sought to address three funda-
mental goals underlying the deficits of the
American health-care system: lowering cost,
improving quality, and increasing access. Of
these, the first two can be thought to represent the
central problem of health-care policy today: cost
versus quality. How should health-care resources
best be used given the constraints on these
resources (“‘cost”) to achieve the highest overall
utility for the populace (“quality’””)? The question
is one of opportunity cost: the cost and return of
one activity measured against what could be
achieved with the next best alternative foregone.
Understanding the cost and quality of health-care
proposals is a necessary step in applying the prin-
ciple of opportunity cost. Every proposal ever
considered would, ideally, be compared to the
next best option. In this chapter, we discuss
health-care decision making in the setting of lim-
ited resources, differences between implicit and
explicit knowledge of cost and quality, and the
notoriously difficult problem of determining and
appropriately using health-care quality data.

In 2008, in the context of presidential candi-
dates’ statements on the issue at the time, Cohen
and colleagues examined whether or not preven-
tative care saves money [2]. They analyzed 599
cost-effectiveness studies published between
2000 and 2005 that properly discounted future
costs and benefits. Of these studies, 279 cost-
effectiveness ratios were identified that related to
interventions to avert disease or injury (“preventa-
tive care”). Cost-effectiveness ratios were reported
in terms of dollars per quality-adjusted life-year
(QALY). A QALY is a measure of disease burden
that takes into account both the quantity and the
quality of the life being measured. A QALY of
less than 1.0 reflects a year of life that has been
either shortened or had its quality lessened by a
disease or ailment. A change in QALY is a stan-
dardized way of reporting the effect of a health-
care proposal. From the ratios in the Cohen article,
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only 20 % of proposals were found to be both cost
saving and to improve health. The majority of
proposals (>75 %) were successful at improving
health (increasing QALYs) but were found to
actually cost money rather than save money. The
remainder of proposals (approximately 3.5 %)
were found to both worsen health and increase
cost (Fig. 5.1). The assumption that all preventive
care improves health while simultaneously saving
money is clearly challenged!

Recognizing which proposals save money and
which cost money might at first seem a very basic
task with regard to health-care policy. Proposals
that truly save money (while achieving the same
or better health outcome) are obvious choices:
they should always be implemented. Likewise,
proposals that increase cost and worsen health are
also obvious: they should never be implemented.
The rub is in deciding among those health-care
proposals that, despite costing some resources,
still might be acceptable. It is in this middle area
that the concept of opportunity cost becomes the
fundamental guiding principle, and challenge,
underlying a health-care policy decision.

If resources were unlimited, policy makers
would choose to implement all proposals that
augmented QALYs at any cost. However, most
governments face a limit on just how much
money can be spent on health care. In the United
States, the budget is limited by the realities of the
taxation and deficit spending mechanisms.
Within the overall federal budget, health-care
spending faces competition for resources from
other areas, such as defense and education.
Therefore, by necessity, policy makers must
work within some limit of “cost acceptability.”
Somehow, this level of acceptability must be
derived or established by the society that the pol-
icy makers represent. This limit has at least two
important aspects: (1) Is the spending level on
this one proposal or intervention acceptable to
society? (2) Are there any available resources in
the total budget? The analogy to any other con-
sumer good should be clear: (1) Is the price of
this car acceptable to us? (2) Is there enough
money in the budget for this car? In theory, for
health care, these two aspects should be tightly
linked by a societal willingness to raise taxes to
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Fig.5.1 Distribution of cost-effectiveness ratios for preven-
tive measures and treatments for existing conditions. QALY
denotes quality-adjusted life-year (Data are from the Tufts-
New England Medical Center Cost-Effectiveness Registry.

pay for all “acceptable” interventions; in other
words, what is “acceptable” is framed partly in
terms of willingness to pay taxes at that level. In
practice, this link is not always understood, and,
in any case, in the setting of loose deficit
spending, the emphasis often rests on the price
acceptability of the individual item rather than on
its fit into the overall budget.

Given, then, some ultimate limitation on
resources, the challenge for policy makers is to
take those proposals that cost money but improve
life and rank them in order of the most valuable as
compared to the next best alternative. Once this is
done, they can be examined in order to determine
which proposals have an ‘“‘acceptable” cost to
society and at what point the cost becomes unac-
ceptable. Finally, among those that are accept-
able, starting with the highest-value proposal,
they should be implemented until the budget is
consumed (leaving some acceptable proposals not
implemented) or until all acceptable proposals
have been implemented (leaving some residual in
the budget). In Cohen’s study, the proposals are

Reprinted with permission of Massachusetts Medical
Society from Cohen JT, Neumann PJ, Weinstein MC. Does
preventive care save money? Health economics and the pres-
idential candidates. N Engl J Med 2008; 358(7):661-3)

distributed on a scale of dollars spent per QALY
achieved (Fig. 5.1). If one accepts that the QALY
does indeed represent a reasonable measure of
health and that it can be adequately standardized
across studies (one QALY is just as good as any
other QALY), then policy makers who are
interested in implementing preventive care pro-
grams should select first those proposals that are
obviously cost saving (far left in Fig. 5.1); then
(moving rightward) those in the <$10,000/QALY
range; then, when those are exhausted, the ones in
the $10,000 to <$50,000/QALY range; and so on.
This should continue until one of two things hap-
pens: either a threshold is reached where the $/
QALY is no longer deemed acceptable based on
societal standards or the entire available budget
accorded to prevention has been spent. To get a
sense for what the $/QALY limit on any particular
intervention might be, one might reference the
cost that Great Britain’s National Institute for
Health and Clinical Excellence (NICE) considers
acceptable for one QALY: roughly £30,000
(~$39,261 at a rate of $1.31/1£). Alternately, one
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could consider what the Centers for Medicare and
Medicaid Services (CMS) in the USA pays for the
lifesaving treatment of dialysis: roughly $130,000
per patient per year (see additional discussion to
come in this chapter). This maximum price which
policy makers are willing to pay for another incre-
ment of health is known as the shadow price, and
obviously it can vary!

Though this seems complete, there are several
layers of complexity to this decision process.
What pressure makes it so necessary for policy
makers to be tuned in to the cost and quality of
health-care proposals? The answer to this ques-
tion is one of chilling sobriety. According to an
analysis performed by Peter Orszag and
colleagues at the beginning of the health-care
debates that led to recent ACA legislation [3], the
growth rate of per capita cost of medical care is
the single most important factor driving the future
financial health of the United States. At the time
that the study was performed, federal spending
on Medicare and Medicaid was approximately
4.6 % of gross domestic product (GDP). The
Congressional Budget Office estimated that, if
the laws were not changed, the trajectory of
spending would increase the proportion of spend-
ing on Medicare and Medicaid to 20 % of GDP
by 2050, approximately the same absolute
amount as the entire federal budget at the time the
article was published. The study also asserted
that this growth would not be due to the aging of
the population nor to any growing disease burden
in the population but rather due to the expansion
of expenditures on new medical technologies and
therapies. Policy makers, then, should be inter-
ested in knowing the cost and quality of health-
care proposals, not only because of the dominance
of health care in the federal budget but also
because discerning among choices regarding
therapies could address the core issue of rising
expenditures. Whether or not the ACA will be
successful in “bending the cost curve” remains to
be seen.

Cohen and coworkers’ summary of the cost-
effectiveness of preventive care is unusual. It
aggregates the results of hundreds of studies
about prevention that use the same basis for mea-
suring cost (dollars) and the same variable for
measuring quality (QALYs). Policy makers
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studying the majority of other proposals probably
would not have such a wealth of published and
relevant data available to them. Therefore, at this
point, a distinction must be drawn with regard to
the modes that data can be incorporated into pol-
icy decisions: data can be incorporated either
“explicitly” or “implicitly.” Explicit data are
those which are determined through empirical
research. They consist of specific and concrete
values representative of measurable aspects of
health-care cost and quality. Explicit data are
objective values which are published or stated
prior to being applied to any particular decision
process. Cohen’s article reviews explicit data. In
contrast, implicit data are those pieces of infor-
mation which underlie a health-care policy deci-
sion when explicit data are not used. Implicit data
are assumed under, implied in, or revealed by any
particular decision when explicit data are not
stated “a priori.”

Explicit knowledge of cost and quality data is
valuable in the sense that it allows direct compari-
sons between health-care proposals. Clear state-
ments of explicit criteria lend transparency to a
decision process and allow criteria underlying
decisions to be individually examined or modi-
fied. They also serve to communicate shared val-
ues and priorities. Keeping in mind that the
fundamental problem of health-care policy mak-
ing is to assess opportunity costs, there is no bet-
ter way to make comparisons between one
proposal and the next best alternative than to
examine explicit cost and quality data. Policy
decisions commonly proceed, however, without
explicit data. When decisions are made regarding
health-care expenditures in the absence of explicit
data about cost and quality, then the cost and qual-
ity of the proposal are being assumed implicitly.
No reasoned decision is possible without at least
implicit assumptions about costs and results.

Why Are Cost Data Critically and
Unavoidably Important in Health
Policy?

Imagine a health-care proposal for which pol-
icy makers must decide between funding two
competing drugs. Assume that the drugs are
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designed to lower blood pressure. The literature
regarding these two drugs is reviewed, and drug
A is found to lower blood pressure by 18 mm of
mercury while drug B is found to lower blood
pressure by 22 mm of mercury. Without review
of any cost data, it would seem that drug B is
the better one and therefore should be adopted.
However, without either explicit knowledge
about the costs of the drugs or implicit assump-
tions about those costs, such a decision would
be empty and unfounded. Cost data must be
included in the decision: it is impossible to
make any decision that does not involve costs.
The policy maker who states that he/she will
not consider cost at all and thus chooses drug B
has in reality assumed implicitly that the drug
costs are equal!

Suppose now that each drug costs $1 million
per month. This information probably obviates
consideration of either drug, since neither drug
cost would be independently “societally accept-
able” (in all likelihood). It would also obviate the
need for serious study of either drug, the quality
of which have already been determined (we know
that each drug lowers blood pressure and by what
degree). The study of these drugs in itself is
costly, and therefore the decision about what
studies should be undertaken should itself be
scrutinized. Under this cost scenario, we would
know that drug B was more effective per dollar
(just like when we assumed the costs were equal),
but now we know that in reality neither drug is
acceptable.

Now suppose that the cost of drug A (the one
with worse performance) was only one-fifth the
cost of drug B and that the costs of the drugs
were generally in the range of other blood pres-
sure lowering drugs on the market. This distri-
bution of costs would put both drugs in need of
a reasoned health-care policy decision. Whether
the extra expenditure going from drug A to drug
B was worthwhile could only be judged if it
were known how reductions in blood pressure
translated into measures of overall health and
how valuable that change in health might be.
Now the policy maker is in need of a standard-
ized measure of health outcome or quality, such
as the QALY, to make good use of the cost data
they do have!

Explicit Values and Implicit
Assumptions About Cost
and Quality

It should now be clear that a fallacy occurs when
policy makers claim that either cost or quality
data are not needed for a health-care policy deci-
sion. It is impossible to make a reasoned health
policy decision without either knowing the cost
and the quality of a health-care proposal explic-
itly or else assuming one or both implicitly. For
any health-care decision that does not acknowl-
edge contributing factors in an intentional and
explicit fashion, the underlying assumptions
about cost and quality can always be inferred.
Often, these underlying hidden or implicit values
are referred to as the “revealed preferences.”

One way of calling attention to explicit (and
thus implicit) data is to examine what society con-
siders a human life to be worth—an important ref-
erence point when deciding health-care policy.
The value of one anonymous, or “statistical,” life
can be deciphered in different ways. One common
approach is to ask how much value individuals
place on the ability to change their risk of death.
For instance, the Environmental Protection
Agency (EPA) uses such a determination in its cal-
culations when deciding what environmental
efforts to promote. The EPA readily discloses the
value it uses, often to a great deal of commotion in
the media if the value should be decreased [4]. The
value stated in July 2008 was $6.9 million per life.
Keep in mind this is for an entire life, not a single
year of life as stated for QALYs. Fundamentally,
though, the value could be raised or lowered for
either economic or political reasons.

In health care, possibly due to fears of misin-
terpretation, but also because analyses are not
always carried out to determine explicit cost
levels, such values are not as commonly pub-
licly reported as they are by the EPA and other
agencies. As noted earlier, however, they can
always be inferred. In 1972, legislation was
passed in the United States to allow patients
with stage V chronic kidney disease (CKD) to
enroll in Medicare regardless of age, a program
that had previously been open only to those 65
years old or older. The primary need of patients
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with stage V CKD is routine dialysis, a costly
procedure that is lifesaving. Without dialysis,
patients with such advanced kidney disease
would die. Since the time of its inclusion into
federal law, the program has been very stable
with no lapses in coverage for patients with
advanced renal disease.

Lee and colleagues have interpreted the statis-
tical value of a human life when it comes to
health care by examining what the United States
government (Medicare) pays for dialysis [5].
These researchers created a model comparing
cost, life expectancy, and quality-adjusted life
expectancy for those on dialysis to patients
undergoing less costly alternatives, including no
dialysis. The populations studied were Medicare
patients and patients enrolled under the health-
care provider Kaiser Permanente, Northern
California. Though the federal government has
not opted to publish the statistical value of a
human life, there is such a value that is discern-
able through such methods. In this case, Lee and
coworkers determined that the incremental cost-
effectiveness ratio of a statistical year of life
implied by dialysis practice currently averages
$129,090 per QALY (published in 2009). In pub-
lishing this data, Lee and colleagues demonstrate
that even though no explicit data are available

$ PER QALY 5

regarding the acceptable cost of a QALY, such
data can certainly be revealed. Cost is part of a
health-care policy decision whether explicitly
or not.

Interestingly, Lee also attributes significance
to the distribution of values that was determined.
Figure 5.2 shows that the tail distribution of
incremental cost-effectiveness ratios published in
this work asymptotically approaches zero proba-
bility. This is consistent with a wide range of pos-
sible cost-effectiveness values. Lee interprets this
in a Rawlsian context, stating that such a distribu-
tion is consistent with an interpretation that there
is not one single value that can be used as a
threshold but rather a continuum of values that
reflects resources being allocated to benefit
everyone, “including the most vulnerable indi-
viduals.” In other words, the implication is that
we (society) purposefully use a wide distribution
of acceptable costs under different circumstances.
Such behavior is actually somewhat difficult to
rationalize! An alternative interpretation might
be that the wide range of values reflects a lack of
explicit data usage or intentional reliance on
implicit approaches. If true, this would be quite a
criticism of contemporary health-care policy, for
it would reflect a substantial and undesirable lack
of consistency.
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Making Decisions Based
on Explicit Data

Making decisions based on explicit data has sev-
eral advantages that, when recognized, can lead to
powerful consequences. Some of these have
already been raised. Consistency across multiple
programs can be achieved with explicit data. For
example, for proposals involving the evaluation of
different vaccination campaigns, an explicit data
set with consistent entries regarding cost and
quality for each will allow careful comparisons of
different campaign strategies. Not only can indi-
vidual vaccines for the same virus be compared,
but comparisons can be made at a certain time
point between vaccination plans for different
pathogens and longitudinally over time for newly
developed vaccines or new pathogens. The con-
sistency that can be achieved is valuable for its
efficiency. Components contributing to a decision
are clearly identified, consistently valued across
evaluations, and can be modified with ease. Since
established methods can be used, evaluation of
new proposals can be made part of a system rather
than inventing a whole new system every time a
new proposal arises for consideration.

Efficiency is realized in ways other than
through consistency of data. An important benefit
of the use of explicit data is that relevant alterna-
tives can be systematically identified and eluci-
dated, often by calling attention to the components
contributing to a decision [6]. The use of implicit
data in health-care decision making can be hap-
hazard, and the chance that an important alterna-
tive is inadvertently excluded from consideration
is increased under an implicit approach. The
explicit data approach adds an analytic perspec-
tive that is difficult to obtain any other way.
A decision about health care is richer and more
well founded when more component factors are
delineated and discussed transparently.

Furthermore, when decisions are made with
explicit data and approaches, it enhances the abil-
ity to communicate values, improve understand-
ing, and share priorities across society. The
difference might be shown in a policy proposition

of providing students free school lunches over the
summer months. If decisions are made implicitly,
policy makers might simply state something like
“I think that school lunches served to students
over the summer months would be good for
them.” With explicit data, policy makers could
pronounce: “Based on the data analyses we have
discussed, if school lunches are made available to
students over the summer months, we expect that
students will come to school in the fall with sig-
nificantly higher ability to focus, which will lead
to significant measurable increases in reading
skill by early November, at a cost of X dollars per
student....” The richness afforded to a health-care
decision with the addition of explicit consider-
ations is valuable in the sense that it is communi-
cative: policy makers are able to more clearly
explain why a particular policy is valuable and
what costs and benefits are involved.

Finally, decisions that are made with explicit
data might be less prone to error. Duncan
Neuhauser and Ann Lewicki’s now classic article
“National Health Insurance and the Sixth Stool
Guaiac” demonstrated just how much more a 6th
stool guaiac test would cost, compared to the first
in a colon cancer screening program [7]. The
American Cancer Society had just come out with
an endorsement of the six sequential stool guaiac
tests as a reasonable way to screen for cancer.
Though the concept of marginal cost per case
detected was understood, Neuhauser and
Lewicki’s explicit conclusions came as a surprise
to the health policy community. Sequential tests
for screening were generally accepted to have
higher marginal cost per case detected as the
prevalence of disease went down, and the preva-
lence of colon cancer in patients who already had
five negative stool guaiacs was quite low. Since
the rate of detecting colon cancer on the 6th
guaiac was 0.0003 cases out of 10,000 persons
tested, the researchers claimed that the marginal
cost of this 6th stool guaiac was $47 million per
case detected; an unacceptable level of cost!
Without this explicit data analysis, the magnitude
of this cost and the subsequent insight into the
problem might not have been appreciated by
health-care policy makers. However, a cost
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analysis such as this always involves figures and
calculations that require careful consideration
and could themselves be incorrect. A subsequent
analysis by Brown and Burrows claimed that the
aforementioned analysis had two fundamental
errors and that, once corrected, the marginal cost
of the sixth test was defensible and acceptable
[8]! Thus, while no single analysis is ever
immune to error, at least an explicit analysis ben-
efits from transparency; it can be carefully con-
sidered, challenged, modified, and tested.

Economic Evaluations of Health-
care Interventions: The Concept
of Efficiency

Given that knowing cost and quality in an explicit
fashion and in a way that allows comparisons
from one treatment modality to another is impor-
tant, what, then, is the best way to perform such
evaluations? There is a wide range of economic
evaluations that are available to policy makers.
Review of some basics of different strategies for
evaluations and discussion of ramifications
ensures that options and nomenclature are con-
sistently understood. This section is based largely
on the excellent text by Drummond and col-
leagues [6].

At the very beginning of the spectrum, the
most elemental health-care evaluation is proba-
bly the toxicity study. In this study, the simple
question is whether an intervention can be con-
ducted or administered without causing harm or
at what intervention level harmful effects arise.
A good example of the toxicity study is testing
for side effects of a new drug entity.

The next type of study is the efficacy study,
which asks whether an intervention can have the
desired results under ideal circumstances. Ideal
circumstances means this is often a study con-
ducted under controlled laboratory circumstances,
with full compliance (perfect cooperation) on the
part of the subjects. If an intervention can have the
desired results in the ideal circumstance, it has
“efficacy” or is “efficacious.”

The next study is the effectiveness study,
which builds in real-world limitations such as
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imperfect compliance with instructions by subjects
or other reasons for the circumstances of the
study to be less than perfect. Thus, this study
often reflects the “real-world” results that should
be expected for the intervention, and these results
are called the “effectiveness” of the intervention.
It should be obvious that an intervention might
have “efficacy” but in the real world lack “effec-
tiveness.” Effectiveness studies, with real-world
imperfections of treatment built in, are usually
viewed as a better basis for decision making than
efficacy studies, unless it is believed that a result
closer to full efficacy could somehow be achieved
in the future.

Neither toxicity nor efficacy nor effectiveness
studies alone address the critical question of
“efficiency.” Efficiency is achieved when a par-
ticular result is accomplished at the lowest pos-
sible cost or, in terms of a health-care policy
decision, the highest level of utility (QALYS) is
achieved per unit expenditure. Sometimes people
refer to the concept of “utility per unit expendi-
ture” as “value.” Of course, it is possible that the
highest level of utility achievable with any one
intervention is still not acceptable in terms of
societal thresholds for cost, but then that inter-
vention should not be implemented. For an effi-
ciency analysis to be most useful, there should be
a comparison of a new proposal to some existing
standard intervention (or “next best alternative”),
and there should be descriptions of both the costs
and the outcomes of the interventions. When
studies meet these criteria, they can be consid-
ered “full” economic evaluations.

When an efficiency study compares one pro-
posal to an alternative, describes costs, and
describes the resulting outcomes in terms of “nat-
ural units” (i.e., millimeters of mercury reduction
of blood pressure achieved), the study is called a
“cost-effectiveness analysis” or CEA. With a
CEA, it can be simple to decide which interven-
tion achieves the more improvement per cost
unit, but the results are in terms of “natural units”
that are sometimes difficult to make sense of.
Furthermore, comparisons across studies are lim-
ited. Few studies discuss outcomes that are fortu-
itously framed in the same natural units, and
comparisons, when possible, are typically limited
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to outcomes only from the single perspective of
those natural units. For example, a CEA of two
drugs reducing blood pressure can only be com-
pared to another CEA also examining reduced
blood pressure. A CEA of two blood pressure
interventions cannot be compared to a CEA of
two baldness remedies, for the outcomes studied
will be in different natural units (millimeters of
mercury vs. hair follicles)! A CEA also has dif-
ficulty assessing more than one outcome for a
subject, since those outcomes are also typically
in different units. For instance, a CEA might have
difficulty handling one blood pressure drug that
reduces pressure but causes headaches versus
another drug that reduces pressure but causes
impotence!

To circumvent some of the limitations of the
CEA, outcomes under study are often translated
into a more standardized measure of “utility” to
the subject, resulting in a “cost utility analysis”
or CUA. The term “utility” in the traditional eco-
nomic sense means any kind of value. The com-
mon measure of utility we have already discussed
is the QALY. Using a standardized QALY, inter-
ventions with different effects can now be com-
pared, as long as the assignments of utility or
QALYs is carefully done. Now a drug that
reduces blood pressure can be translated into an
improvement of QALY and a drug that reduces
baldness can also be translated into an improve-
ment of QALYSs, and now the two can be com-
pared on this standardized outcome. In addition,
now even undesired side effects on multiple dif-
ferent axes can be taken into account in the
assignment of QALYSs, so multiple types of out-
comes or effects can be incorporated at once.
There are many different methods for assigning
utility to a particular outcome or “state.” The
methods are beyond the scope of this chapter but
include approaches such as evaluating willing-
ness to pay, time trade-offs, standard gambles,
and risk premiums. The assignment of utility val-
ues within a CUA, howeyver, is a critical feature of
this evaluation method and must be carefully
done or the end results will be questioned.

While a properly performed CUA can tell you
which of two interventions results in more utility
per unit spending, it still does not tell you if you

are spending too much. For this, the end result of
the CUA needs to be monetarized in some fash-
ion, meaning it needs to be translated into a cur-
rency value that can be further examined. The
typical approach to this challenge is to determine
the societally acceptable level of spending for the
utility gained. When dealing with QALYs, this
means determining how much society agrees is
worthwhile to spend on achieving one QALY. As
mentioned previously, this could be ~$40,000
(according to NICE) or it could be ~$140,000
(according to CMS dialysis spending). The chal-
lenge is to derive or generate a value which the
stakeholder audience will agree with so that the
end result of the analysis will be accepted. The
resulting analysis, with a monetarized outcome,
is referred to as a “cost-benefit analysis” or CBA.
Sometimes a CBA will be put forward using mul-
tiple different conversion numbers as a sensitivity
analysis, or the results can be put forward as a
range of cost that would be spent on the interven-
tion, and the audience can decide for themselves
whether the result is acceptable. For instance, an
analysis might state: “Reducing the amount of
sulfur dioxide in the water will result in improved
population health at a cost of $1,100,000 per
QALY.” The audience is left to make the final
judgment of acceptability or not. The beauty of
the CBA is that it is ultimately comparable to all
other studies or interventions that are translated
into the same monetary outcome (i.e., dollars per
QALY). Importantly, the CBA can actually help
determine that the intervention simply “costs too
much” by societal standards (however those are
determined). All of the other economic efficiency
analyses are limited to telling you which of two
outcomes is more efficient, but do not tell you
whether the cost per outcome unit achieved meets
acceptability standards like the CBA does. In this
sense, the CBA can prevent you from making a
“bad investment,” according to societal stan-
dards. The weakness of the CBA is that it ulti-
mately relies on some level of agreement about
what constitutes acceptable cost standards, which
might be lacking in society or, at a minimum,
might be controversial.

Adding back the concept of explicit versus
implicit approaches to decision making, it is now
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possible to state that the most complete economic
evaluation of health-care proposals would be the
explicit cost-benefit analysis (CBA), which mon-
etarizes outcomes, allowing both relative and
absolute benefit to be characterized. The explicit
approach lends transparency and the ability to
revise assumptions and values as indicated.
However, all of the approaches described have
limitations and cost resources to carry out. Thus,
in every decision circumstance, it is important to
consider what type of analysis is warranted and
how many resources should be expended gener-
ating data and insight to support the decision at
hand. Explicit cost-benefit analysis is itself costly
and therefore need not be used in every instance.

The Use of Explicit Cost and Quality
Data in Health-care Policy

The overall quality of health care delivered to
Americans, or at least a substantial portion of
them, is arguably worse than it should be or could
be. And this care likely comes at costs that are
too high. Of course, “too high” means different
things to different people. To some, it means the
USA expends more resources in terms of %9GDP
than most or all other developed countries with-
out clear resulting benefits. To others, “too high”
is not conceived in terms of GDP but rather sim-
ply that for some expenditures, there were better,
perhaps more efficient, opportunities that were
bypassed.

As one examines recent policy decisions
regarding health care, it becomes evident that
cost and quality data are rarely known explicitly
and that health-care decisions are commonly
based on implicit assumptions. Whatever failures
there are in the US health-care system could be
interpreted in part as failures of those implicit
assumptions and thus failures to drive more
robust decisions with explicit data. There is a
variety of reasons why this might be the case. In
this section, we will review reasons why health-
care decision makers in the United States might
not use explicit data regarding cost and quality.

Health care in the United States prior to the
health maintenance organization (HMO) era was
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marked by expansion in a setting where resources
were perceived as virtually unconstrained. For
additional detail on the history of American
health care, the reader is directed to Chap. 1.
However, a brief summary of some important
points is useful here. After World War 11, a period
of worldwide growth and optimism saw the
establishment of national state-sponsored health-
care plans in a number of countries. The predom-
inant payment model in the United States was via
an insurance mechanism, and the dominant insur-
ance model was “fee-for-service” (FFS). With
FFES, every time a service was rendered, a new fee
could be generated, which created inflationary
pressure to deliver more and more care (services).
In addition, the typical charge structure at the
time could be described as “cost plus.” Under this
paradigm, hospitals and providers would charge
insurance companies for the full cost of care
delivered for an insured patient, plus some mar-
gin. This meant there was virtually no risk in
expending resources on a patient, since all claims
would be reimbursed at the “cost plus” a margin.
This was also inflationary, driving delivery of
more and more services. Since reimbursements
were at cost plus a margin, hospital balance
books remained flush, and expansion was an
obvious strategy. Hospitals had incentive to buy
new equipment and expand infrastructure. As a
result, the expanded hospitals’ care would
become increasingly expensive but would con-
tinue to be reimbursed with a margin, and health-
care costs rose in an ascending spiral.
Furthermore, since World War 11, in the USA,
health insurance provided through an employer
had favorable, tax-exempt treatment (codified
into tax law in 1954). This drove purchases of
generous insurance plans and also drove the prac-
tice of community rating. These phenomena
accelerated penetration of health insurance, feed-
ing back into the inflationary spiral.

This upward pressure on the costs of health
care in the United States coincided with another
macroeconomic phenomenon. The 1970s saw a
period of inflation at the same time as a slow eco-
nomic growth rate and high levels of unemploy-
ment, a situation known as stagflation. Not only
did prices rise in response to the inflationary
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pressures of the FFS and cost-plus structures of
the widespread insurance mechanism, but the
buying power of money was also decreasing.
Since unemployment was high and the growth
rate low, more health-care expense fell to the
government. Paying for this, however, was not
trivial, and as government health-care expendi-
tures began to consume a larger share of the GDP,
the pressure was on politicians to raise taxes.
Of course, politicians are loathe to raise taxes
since this can threaten their electoral support.
Thus, there was rise of the concept of cost control
but mainly in the form of government pressures
on health-care plans to keep costs low. This
top-down approach initially had little to do with
relationships between cost and quality, and there-
fore the relationships between cost and quality
were not emphasized as relevant to policy mak-
ers. At this point, an alternative payment and
delivery structure for health care came to promi-
nence: “managed care,” as embodied by the
health maintenance organization or HMO.

In 1973, the United States Congress passed
the HMO Act. The Act provided funding in the
form of grants and loans to insurance companies
that wanted to expand into the HMO domain,
allowed for federal certification of HMOs which
freed them of state-level restrictions, and required
employers with 25 or more employees to offer a
federally certified HMO along with more classic
indemnity or service benefit plans. The concept
of “managed care” was attractive because it pro-
moted carefully considered and delivered health
care as a way to control costs but also provide
better care. The fundamental concept of “man-
aged care” is to move resources up to the front of
the care process and to use these resources to
keep people healthy from the start (health main-
tenance and preventive care) rather than wait pas-
sively for a disease to develop and then use
resources to react. There was belief that this
would not only keep people healthier but also that
the approach would save money in the long run.
The HMO proposition was for patients who
enrolled to be covered for the entirety of their
medical care subject to restrictions and guide-
lines established by the organization and typi-
cally with care delivered by a restricted, specified

group of physicians. The patients would choose
such a plan to obtain comprehensive care, includ-
ing preventive care, at reasonable cost. The phy-
sicians would agree to such a plan because it
could guarantee them a steady and constant
stream of patients and could mitigate their busi-
ness risks. It also enabled providers to advocate
the noble aim of promoting health and wellness,
as opposed to merely reacting to disease.

Though the system took root and supplanted
much FFS insurance in the United States in the
1980s, it was problematic in that it often focused
on cost control and at times did not encourage a
sufficient focus on quality of care (health mainte-
nance and prevention of disease). In the name of
management, HMOs limited patients’ access to
certain expensive therapies, which was very
unpopular in the public eye. The effect was that
public trust of HMOs diminished over time.
Famously, the treatment of metastatic breast can-
cer with bone-marrow transplantation, when ini-
tially thought to be efficacious, was often denied
by HMOs. This served as the font of a myriad of
critiques of the managed care business model.
Many other similar examples came to public
attention.

Despite the original hope that managed care
would help heal a broken system, the health-care
cost bubble continued to grow. The limitations on
care that so characterized the HMO model of the
time eventually were regarded by physicians, and
in turn by the general public, to be draconian. In
response to public pressure, such regulations and
guidelines were made less restrictive. For exam-
ple, in backlash against cost controls, establish-
ing a “Patients’ Bills of Rights” became
commonplace. The result was that the reigning in
of the FFS structure, which was still a dominant
mode of payment to physicians under managed
care, was not accomplished.

The dominant FFS system deemphasized any
need to focus on health-care quality. Under the
FFS model, contracted physicians receive pay-
ments based on the quantity of services provided,
without regard to quality. And, as already noted,
the system was also inflationary, since neither the
physicians nor patients bear much responsibility
for costs: physicians have incentives to provide
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and patients have incentives to consume health-
care services without much regard to quality or
effectiveness. In addition, FES does not encour-
age coordination of care, as physicians are driven
only to provide the care for which they are spe-
cialized and are not encouraged to synchronize
what they do with other physicians.

There were several efforts to control upwardly
spiraling costs from within the framework of
managed care involving payment mechanisms
such as fee-bundling, global payment structures,
capitation, and fixed physician salaries. Under
fee-bundling and global payment structures,
HMOs contract with physicians to provide a set
payment for a specified episode of care. The
arrangement is meant to cover all care provided
to the patient for that diagnosis or at least for a
certain time horizon and thus should create incen-
tives to control costs via efficient care. Similarly,
under capitation, HMOs provide a set payment to
a provider to cover all of a patient’s medical
needs for a specified period of time, whether the
patient actually requires care or not. Under the
fixed salary (or “staff”) model, physicians are
given a salary for an agreed-upon work commit-
ment, with minimal or no relation to the amount
of services that a physician provides within that
work commitment.

Though it may be possible that such payment
methods would introduce the matter of quality
into the thought processes of individual physi-
cians (a physician would now have incentive to
treat the patient in the most cost-efficient fashion
possible), they have not been overwhelmingly
successful. Fee bundles, global payments, and
capitation are subject to actuarial limitations and
risks that can make providers wary. For example,
if a payer rates a patient at a certain level of health
and pays the physician for the care of that patient
under that assumption, then the physician must
assume that the rating is correct or that the com-
pany has underestimated the patient’s level of
health, lest the physician end up providing more
care than predicted. Furthermore, under these
structures, conflicts of interest become evident
because physicians can have incentives to mini-
mize the number of diagnostic tests and treat-
ments rendered, which can be viewed by the
public as unacceptable. Physicians who attempt
quality control under these conditions are met
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with another problem: a lack of comparative data
that can be used for medical decision making. As
Marcia Angell has pointed out, the Food and
Drug Administration approval process does not
test drugs “head to head” and approves drugs
with only studies that show efficacy with respect
to placebo, so comparative effectiveness trials are
left to larger society to complete [9].

For these reasons, attempts to place quality
control in the hands of individual physicians have
been generally unsuccessful. Calls for explicit
cost and quality data to support provider decision
making have met with inadequate responses. In
the current era, it has become recognized that the
FFS model does not emphasize quality, which
might be detrimental to American health care.
The question for US policy makers is just how a
move fowards quality care should be achieved.
The recently released 2012 American College of
Physicians Ethics Manual states:

Physicians have a responsibility to practice effec-

tive and efficient health care and to use health care

resources responsibly. Parsimonious care that uti-
lizes the most efficient means to effectively diag-
nose a condition and treat a patient respects the

need to use resources wisely and to help ensure
that resources are equitably available. [10]

The statement continues that it is unreason-
able to put decisions about parsimonious care in
the hands of individual physicians; rather, such
decisions should be made at the policy level by
institutions.

Why Are Explicit Data Not
Used More Often in the
Contemporary Era?

Why would any society accept an implicit and not
transparent approach to policy decision making if
explicit modes are more satisfying? Most often,
the reason that health-care decisions are based on
implicit assumptions is that explicit data about
cost and quality do not exist. The fundamental
reason for this, in turn, is that making data explicit
is itself a costly endeavor. Britain’s NICE evalu-
ates treatments to determine cost efficiency and
approval status within their system. However,
NICE does not randomly select treatments to be
studied, nor does it study all available treatments,
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but instead relies on direction from the National
Health Service (NHS) as to the most important
decisions warranting study. The NHS determines
what will be comparatively studied based on the
burden of disease, the impact on resources, and
the degree of practice variation across Great
Britain [11].This is done at an annual budget of
£32 million ($55 million) [12]. Endeavors to
research comparative effectiveness and cost-
effectiveness in the United States are distributed
across public and private institutions, and there-
fore costs are more difficult to assess. However,
every institution performing such research has
some limited budget, which must be respected.
Here, the concept of opportunity cost manifests
itself well in the problem of selecting which
health-care proposals should be studied explicitly.
Decisions are ultimately required to study an
intervention, pay for the intervention without
study, or deny the intervention without further
study. Both of the latter two would be based on
implicit underlying assumptions. In this way, the
system of cost-effectiveness analyses is itself sub-
ject to cost-effectiveness analysis. Yet, the need
for study of the costs of such analyses is relatively
underemphasized and underappreciated.

Explicit data cannot be produced for every
treatment; therefore, a system must be in place to
evaluate and choose which analyses should be
performed. As Drummond and colleagues point
out in their text on the economic evaluation of
health-care proposals, resources for performing
evaluations, being scarce, should be used effi-
ciently [6]. The authors offer a systematic way of
deciding which proposals ought to be studied
with the objective of minimizing the need for
evaluators to become involved with inappropriate
or ineffective evaluations or spending longer than
is appropriate on any one evaluation. Central cri-
teria pertinent to the selection of health-care pro-
posals to study should include the criticality of
the decision at hand, the total disease and cost
burdens involved, and the potential implications
of making a decision error on the topic. There is
always a need to avoid of errors of omission in
which certain proposals that are being studied
might be supported in ignorance of other propos-
als that have not been explicitly compared.

At times, explicit data might not be used in
policy decisions because it can be politically

risky to do so. The recent Affordable Care Act
created a Patient-Centered Outcomes Research
Institute (PCORI), the primary charge of which is
to examine the “relative health outcomes, clinical
effectiveness, and appropriateness” of competing
therapies by examining present published data
and also performing new studies. The legislation
stipulates, however, that results of PCORI’s find-
ings cannot be used to develop explicit “dollars
per quality-adjusted life-year” assessments in the
same way that Britain’s NICE does. It also does
not have the power to endorse coverage rules, as
might be adopted by Medicare or state payers.
The reason for this legislated disconnect between
data and practice stems from a political argument
about rationing that was attributed to the advo-
cates for health-care reform. Opponents of the
reform movement were successful at publicizing
the concept of “death panels” to criticize the stip-
ulated requirement for doctors to speak to patients
about end-of-life care, which was represented as
a way to lower costs [13].

Another manifestation of politics discourag-
ing the use of explicit data in health-care decision
making is demonstrated in the following example.
When President George Bush signed Medicare
Part D into law in 2003 as part of the
Medicare Modernization Act, around 80 % of
Medicare seniors already had some form of pre-
scription coverage. Medicare Part D represented
a huge new expenditure (projected to be $400 bil-
lion over the 10-year period from 2004 to 2013)
that would have to be covered with tax dollars.
There was not a clear cost-quality-related justifi-
cation for the legislation; the new bill encouraged
private payers to make prescription plans avail-
able to seniors. The number of senior citizens
with prescription coverage was similar after the
law was enacted, but now senior citizens were not
paying for much of their prescription coverage.
Rather, the costs had been transferred into the
Medicare program. One theory is that the politi-
cians who enacted the law wanted to shift
resources towards a block of active voters who
would keep them soundly in office: senior citi-
zens. This explanation is consistent with the
political economy model of policy making: the
idea that political forces affect the choice of eco-
nomic policies just as often, or more often, than a
focus on maximizing the well-being of the entire
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population. Optimizing the well-being of the
entire population is referred to as the “public
interest” model, and this concept would be more
consistent with the use of explicit data in health-
care decision making.

A third reason why explicit data may not be
used more commonly in policy is that available
data are not always established or appropriately up
to date. Medical therapy is constantly changing,
with thousands of research articles published per
year. The Medline database, maintained by the
National Library of Medicine, attempts to cata-
logue all new publications in the life sciences and
biomedical literature. In 2009, Medline added
778,683 new articles to its database [14]! In a very
real sense, what is considered to be “quality” or
“state of the art” in health care is a moving target.

Furthermore, according to the Donabedian
model of health-care quality assessment, quality
can be evaluated along the axes of structure,
process, or outcome [15]. Thus, quality and its
assessment can be viewed quite differently by
different parties. For example, the Surgical Care
Improvement Project (SCIP) is a quality data
collection project led by a national partnership
of organizations that focuses on process mea-
sures in surgery. At its start in 2006, the project,
focusing on surgical site infections and throm-
boembolic and cardiac events, had a stated goal
of reducing these complications by at least
25 %. Different process measures proved easier
to meet than others, but most centers reached
extremely high compliance for some measures
within a relatively short period of time. In one
study of Veterans Affairs hospitals and a group
of private US hospitals, it was found that com-
pliance was greater than 90 % for most mea-
sures [16]. Some measures reached even higher
compliance levels; for example, one recom-
mended process measure, hair removal from the
surgical site at the time of operation, reached
99 % compliance in one study [17]. As compli-
ance levels rose over time, achievement targets
were raised. And yet, while standards for com-
pliance have been escalating, it has not been
clear that corresponding improvements in
patient outcomes have been realized. Thus, in
this constantly shifting environment, notions of
quality can be hard to pin down.
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Quality Reporting and a Vision
for Future Health-care Policy

Health care in the United States has reached a
new era with respect to quality reporting. The
Institute of Medicine (IOM) published a consen-
sus report in 2001 entitled “Crossing the Quality
Chasm: A New Health System for the 2l1st
Century” [18]. The report stated: “The develop-
ment of a more effective infrastructure to synthe-
size and organize evidence around priority
conditions would also offer new opportunities to
enhance quality measurement and reporting.” In
the current era, data storage and processing abili-
ties have reached a level high enough to support
the emergence of reporting initiatives that can
synthesize and organize evidence such as the
IOM recommends. Questions that those who
would report on health-care quality face, though,
include just how such large amounts of data
should be aggregated, by whom, at what costs,
and who should bear those costs?

Peter Pronovost and Richard Lilford [19] have
made five recommendations to advance quality
measurement. First, validity and transparency should
be ensured. The authors suggest three levels on
which this should be done. Face validity requires
that the thing being measured have relevance and
recognition to those being measured. Criterion valid-
ity requires that the things being measured have a
concrete correlation to things that manifest in the
“real world.” Convergent validity requires that a
measure being used has similar predictive capabili-
ties as other measures that are more highly estab-
lished. Second, the authors suggest that surveillance
be highly standardized. As Susan Dentzer recently
pointed out, as we get better at measuring health-
care quality, that quality often appears to be worse
[20]. Standardization would require quality report-
ing systems to look no harder at one hospital than at
another, to limit biases that could result from differ-
ences in intensity of scrutiny. Third, performance
data should not be measured at a single time point,
but rather change should be demonstrated over time.
This is primarily in response to a problem of statis-
tics. It is difficult to make strong, statistically signifi-
cant statements based on the small sample sizes often
available for quality measurement. An emphasis on
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trends over time can mitigate this problem, though it
is not guaranteed to do so. Furthermore, sophisti-
cated statistical methods should be used for such
demonstrations of change, and many hospitals lack
the technical expertise to perform such analyses
themselves. Pronovost and Lilford advocate for sys-
tems that involve biostatisticians, academic centers,
government agencies, and private vendors to over-
come these challenges. Fourth, tools should be built
to prioritize measures. As already discussed, deter-
mining what should be measured is not a trivial issue
and should be subject to a rigorous and formal pro-
cess. Finally, an independent agency should be cre-
ated to advance this entire process. This agency
should be independent of individual hospitals and
should promote development of measures by the pri-
vate sector, transparency, private sector analyses,
reporting that is accessible to the public, auditing,
and feedback.

The National Surgical Quality Improvement
Program of the American College of Surgeons
(ACS-NSQIP) is a reporting system that analyzes
outcomes for surgery patients for member hospitals
and in many ways satisfies Pronovost and Lilford’s
recommendations. The system works by collecting
a variety of perioperative data and 30 days of post-
operative data on a systematic sample of surgical
patients from participating hospitals. The ACS-
NSQIP aggregates the data, risk adjusts evalua-
tions, and provides reports that compare each
hospital to all other member hospitals. The data are
risk-adjusted, meaning that the expected risk for
each patient is generated from a set of coefficients
resulting from multivariate regression analyses of
the entire set of patients across all participating
hospitals. The reports are updated regularly and are
distributed to each hospital demonstrating both
how the observed outcomes relate to the expected
outcomes for that hospital and how this “O:E ratio”
compares to all other participating hospitals.
The NSQIP program has been demonstrated to
improve surgical quality for participating hospitals.
In one study, participating hospitals were evaluated
over a 3-year period (2005-2007), and it was con-
cluded that 66 % of hospitals reduced risk-adjusted
mortality and 82 % improved risk-adjusted compli-
cation rates during this time [21].

One key component of an infrastructure that
will support quality reporting is the adoption of

improved health information technologies (HIT).
The same IOM report that called for an effective
measurement and reporting infrastructure pointed
out the need for HIT in the form of computerized
order entry and electronic health records, espe-
cially in order to reduce patient errors. The
American Recovery and Reinvestment Act of 2009
included a provision to establish financial incen-
tives for health-care groups who implement HIT in
a way that meets “meaningful use” standards as
defined by the Secretary of Health and Human
Services [22, 23]. The incentive payments made
available totaled $27 billion, with $44,000 (via
Medicare) or $63,750 (via Medicaid) per provider
to accelerate the rate at which HIT is adopted in the
USA [24]. The first installment of a three-part set
of meaningful use criteria was announced by
Kathleen Sebelius in 2010, after a lengthy process
in which more than 2000 comments by profession-
als and the public at large were taken into consider-
ation. The release of the second group of meaningful
use criteria is to occur in the summer of 2012.

One group from the University of Minnesota
recently reported that the use of computerized
physician order entry and electronic health
records by physicians was associated with higher
quality across a spectrum of quality measures,
with significant results found for two pneumonia-
related measures. The differences were larger at
academic medical centers than they were at non-
academic hospitals [25]. The mechanisms by
which HIT can improve quality are multiple.
Prominent are the ability for medical systems
that are digitally integrated to detect potential
adverse drug events and interventions to reduce
such events, automation of quality data aggrega-
tion, provision of decision support logic, and the
ability to detect epidemiological issues like infec-
tious disease outbreaks in a timely fashion.

Conclusion

The future of health care in the United States
depends largely on the ability of policy makers to
control upwardly spiraling costs while simultane-
ously improving quality. Advances in health-care
technology and large-scale quality data aggrega-
tion and analysis will allow unprecedented levels
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of understanding of cost and quality information.
The existence of such data alone, however, will
not be enough to bend the cost curve. There will
always be a need to make value judgments in
decision making and policy setting. It is literally
impossible to make any decision which does not
in some way place values on the costs and conse-
quences of an intervention, whether explicitly or
implicitly. Therefore, for important decisions, the
link between data and policy making must be
made concrete: explicit data should be used in
ways that are transparent, publicly acknowledged,
and meaningful. Ideally, every proposal or inter-
vention considered should be compared to the
next best options to determine the relevant oppor-
tunity costs. Only in this way can the maximum
benefit for society be achieved with efficiency.
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
* Be familiar with the concepts of health promotion and disease prevention.
e Understand the parallel but separate evolution of prevention and clinical medicine and its

impact on the current state of public health.

e Understand how population health and health policy impact clinical practice.
e Be familiar with the different federal agencies and initiatives aimed to improve both individual

and community health.

e Understand concepts behind societal and financial costs and cost-effectiveness of preventive

efforts.

Introduction

In the United States, the public health system — a

joint effort among federal, state, and private

sectors — attempts to accomplish a holistic view
of health through incorporation of three

components [1, 2]:

e Community-based essential public health ser-
vices: monitoring health indicators, educating
the public about health risks and promoting
healthy behaviors, and reducing health risks

H.A. Smith, M.D., M.P.H (P<)

Department of Obstetrics and Gynecology,
Yale University, New Haven, CT 06520, USA
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from air, water, food, consumer products,
work place, and recreational hazards
e Clinical preventive services: immunizations,
screening tests, and counseling by physicians
and other health professionals
e Social, economic, and regulatory policies:
promoting healthy behaviors, reducing haz-
ardous exposures, and promoting healthy
standards of living including access to medi-
cal care
The earliest prevention programs in this coun-
try arose in the nineteenth century in the eastern
coast port cities with the rapid influx of immi-
grants and the recognition of potential introduc-
tion of epidemic diseases, such as yellow fever
and cholera [3, 4]. In the setting of continued
endemic conditions of typhoid, typhus, measles,
diphtheria, influenza, tuberculosis, and malaria,
this initial focus on the use of quarantines
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transitioned to an emphasis on environmental
sanitation and disease prevention [3]. The late
nineteenth century was then met with significant
expansion of social reform movements in both
the public and private sectors. Public health
departments were created in Massachusetts [5],
the U.S. Public Health Service was established
[6], and organizations such as the American
Public Health Association, the American Red
Cross, and the American Tuberculosis
Association emerged [7].

The past century has seen public health and
prevention measures evolve from a distinct field
into being incorporated into routine health and
considerations of well-being. Initially, prevention
— both community-based and individual preven-
tive services — was considered the sole responsi-
bility of governmental public health agencies [7,
8]. This concept was reinforced by the design of
the health system based on identification and
treatment of disease. The separation of public
health services from clinical medical practice
was accentuated during the mid-twentieth cen-
tury with the introduction of private health insur-
ance, which as the major financier of personal
health care did not initially offer preventive ser-
vices as covered benefits in their plans. The
impact of this lack of insurance coverage was
then further compounded by the traditional focus
of the medical school curriculum on diagnosis
and treatment rather than prevention, with mini-
mal incorporation of public health education [9].

Health care today is now moving in the direc-
tion of strengthening the public health system
and incorporating prevention theory into the gen-
eral medical care. The practice of prevention has
been greatly advanced by the development of
academic centers that train both clinical practitio-
ners and scientific researchers in prevention,
developing a scientific base for public health
practice [7]. Also, both private and public health
plans now provide coverage for some preventive
services for individuals and have implemented
policies to encourage the utilization of such ser-
vices by both physicians and patients [10, 11].
And, finally, we have seen the greater coopera-
tion among governmental public health agencies
and the other public and private organizations in
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providing population-based and community
health services [8, 12, 13].

Preventable Deaths in the USA

Health promotion and disease prevention ser-
vices are essential for maintaining and improving
health on both individual and population levels.
An important focus for such preventive measures
is on risk factors which have been found to be
responsible for premature or preventable deaths.
These risk factors fall into three main groups —
lifestyle risk factors, dietary risk factors, and
metabolic risk factors — and have been shown to
be able to be modified through a range of public
health and health system interventions [14]. This
has further led to the concept of “amenable mor-
tality,” referring to deaths from certain causes
that should not occur in the presence of timely
and effective health care [15].

Previous research has indicated that
modifiable risk factors are responsible for a
large number of premature deaths in the United
States [14, 16]. In 2010, there were an esti-
mated 502 preventable deaths per week [15].
Smoking, high blood pressure, and being over-
weight are the leading preventable risk factors
for premature mortality [17]. Being overweight
or obese shortens life expectancy, and half of
all long-term tobacco users will die prema-
turely from a smoking-related condition; in
fact, tobacco, smoking, and hypertension alone
account for about 1 in 5 deaths in US adults.
Other behaviors, such as alcohol use, have
mixed benefits and risk [15, 17]. While alcohol
use prevented 26,000 deaths from ischemic
heart disease, ischemic stroke, and diabetes,
researchers estimate that it caused 90,000
deaths from other types of cardiovascular dis-
eases, other medical conditions, and road traffic
accidents and violence [17].

Public health and health system interventions
have been introduced to address these issues, and
the rate of preventable deaths — including cancer,
heart disease, and diabetes — has begun to decline
[15]. Yet, despite these efforts and the signifi-
cantly higher per capita amount that the US
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spends on health care, these rates are declining
slower than compared to other industrialized
nations [15]. Futhermore, disparities in prevent-
able death rates are exacerbated among racial and
ethnic minority populations. Many minorities are
more likely to be diagnosed with late-stage breast
and colorectal cancers, are disproportionately
affected by diabetes and heart disease, and are
more likely to die from HIV [18].

Clinical Recommendations

With the goal of reducing and even eliminating

such amenable morbidity and mortality, preven-

tive care measures have been introduced into med-
ical management and even daily routines.

Examples of such efforts can range from daily

healthy activities to medical examinations to

screening tests and include hand washing, breast-
feeding, cholesterol screening, and immuniza-
tions. Preventive recommendations, many of
which are aimed towards particular populations,
are based on scientific review of empirical evi-
dence showing benefit of such services that out-
weigh risks [19]. To best discuss the guidance
process for screening and preventive actions, one
must better understand the different levels of the
preventive intervention classification system: uni-

versal, selective, and indicated prevention [20, 21]:

* Universal — involves whole populations (or)
entire populations (nation, local community,
school, district) and aims to prevent or delay
the onset of undesired outcomes, such as cavi-
ties, drug abuse, or tobacco use. This is
accomplished through the provision of infor-
mation and skills to all individuals regardless
of exposure or risk factors.

e Selective — involves groups whose risk of
being negatively impacted or developing a
disease is above average, such as having a
family history of cardiac disease or multiple
sexual partners. Individual members who pos-
sess specific risk factors or exposures are then
screened for disease presence.

* [Indicated prevention — involves a screening
process and aims to identify individuals who
exhibit early signs of disease or behavior

73

problems, such as substance abuse or need for

increasing doses of medication. Individuals

with worsening status or behavioral problems
are targeted.

In the United States, recommendations for
such medical screening and preventive measures
are created by multiple public and private agen-
cies. Both medical specialty organizations, such
as the American Cancer Society or American
Congress of Obstetricians and Gynecologists, and
federal agencies provide guidance on appropriate
selective and indicated prevention services. The
U.S. Preventive Services Task Force (USPSTF),
created in 1984, is an independent group of
national experts in prevention and evidence-based
medicine [22]. The USPSTF develops recommen-
dations utilizing a “grading” system that was
introduced in 2007 that accounts for the strength
and impact of evidence and provides both a “sug-
gestion for practice” and a level of certainty
regarding net benefit [19, 23] (Table 6.1).

As of 2012, the USPSTF has provided
guidance on a large number of services among
adults, adolescent, and children, currently offer-
ing strong recommendations for more than 40
such preventive and screening measures [19].
Just as there are screening tests, vaccines, and
services that are recommended for their health
benefits, there are those that are recommended
against due to the increased risks. The USPSTF
in fact has identified 29 preventive services for
which the side effects or physical harm from
invasive screening or follow-up processes are
considered to outweigh the benefits [24]. There
are a number of other services that have not had
sufficient evidence showing either definite bene-
fit or risk and therefore specifically have not had
official recommendations made by the USPSTF.

Recommendations: Challenges
and Controversy

In 2009, the USPSTF made updates to their rec-
ommendations for breast cancer screening based
on evaluation of multiple studies and research
findings. The USPSTF aimed to assess the effi-
cacy of reducing mortality from breast cancer by



74

H.A. Smith

Table 6.1 What the grades mean and suggestions for practice

Grade Definition Suggestions for practice
A The USPSTF recommends the service. There is high Offer or provide this service
certainty that the net benefit is substantial
B The USPSTF recommends the service. There is high Offer or provide this service
certainty that the net benefit is moderate or there is
moderate certainty that the net benefit is moderate to
substantial
C Note: The following statement is undergoing revision. Offer or provide this service only if other
Clinicians may provide this service to selected patients considerations support the offering or
depending on individual circumstances. However, for providing the service in an individual
most individuals without signs or symptoms there is patient
likely to be only a small benefit from this service
D The USPSTF recommends against the service. There Discourage the use of this service
is moderate or high certainty that the service has no
net benefit or that the harms outweigh the benefits
Statement The USPSTF concludes that the current evidence is Read the clinical considerations section

insufficient to assess the balance of benefits and harms
of the service. Evidence is lacking, of poor quality, or
conflicting, and the balance of benefits and harms

cannot be determined

of USPSTF Recommendation Statement.
If the service is offered, patients should
understand the uncertainty about the
balance of benefits and harms

Source: US Preventive Services Task Force. The guide to clinical preventive services. Rockville, MD 2009

screening with film mammography, clinical
breast examination, breast self-examination,
digital mammography, and magnetic resonance
imaging. The commissioned group completed a
targeted systematic review of the evidence on the
benefits and harms of screening as well as a deci-
sion analysis that used population modeling tech-
niques to compare the expected health outcomes
and resource requirements [25, 26].

Following this new assessment, the USPSTF
introduced significant changes, at times
contradicting the current practice and the rec-
ommendations of other medical organizations,
including a recommendation against routine
screening mammography for women ages
40-49 years who are not at increased risk for
breast cancer. Additionally, the USPSTF also
recommended a switch from annual to biennial
screening mammography in women ages 50-74
years, as well as recommended against self-
breast exams. Based on their concern of nega-
tive impact of screening itself, that from
overdiagnosis as well as that of false-positives,
these changes were made with the intent of
reducing by half the potential harms of screening
[25-27].

Utilization of Preventive Services

Despite their proven effect to decrease both mor-
bidity and mortality [28], preventive services are
not utilized by many people as recommended,
even when they may have health insurance. In
fact, Americans in general use preventive ser-
vices at about half the recommended rate [28,
29]. It has been shown that design of health insur-
ance plans can impact the utilization rates of such
screening and preventive services [10, 11, 30, 31]
with decreased likelihood of use with increasing
levels of cost-sharing [32, 33]. People with health
insurance are more likely than those without to
obtain preventive services in a timely manner
[34-36], with insured people being four times
more likely to have their blood pressure checked
regularly than people who are uninsured [37].
This lack of appropriate and recommended care
can have significant health consequences, which
is seen when those without insurance are much
less likely to be screened for different types of
cancer and, as a result, are more likely to have
their cancer diagnosed in later stages [38].

Even though there has been a recognized pos-
itive impact on health from appropriate
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screening, neither private insurance nor Medicare
benefits reflect the full complement of USPSTF
recommendations [24]. With the implementation
of the provisions included in the 2010 Patient
Protection and Affordable Care Act (PPACA),
health plans will be required to provide preven-
tive services as guided by the USPSTF, CDC,
and HRSA recommendations, without cost-shar-
ing obligations [39].

Prevention, Spending,
and Cost-Effectiveness

Preventive measures in health care have been
discussed as a means of avoiding disease or pro-
viding early detection for improvement in health
with a concurrent minimization of health care
expenditures [28]. Inherently, it initially makes
sense that, if a disease can be detected early or
prevented altogether, the cost of treating it can be
reduced or eliminated and overall health care
spending should decrease. Yet, this has not been
borne out, and debate about potential savings and
value of clinical preventive services has become
more polarized. Some preventive services can
reduce health care costs, but many do not, and
others may actually increase health care costs
over a lifetime [40—42]. In a review of the cost-
effectiveness of selected clinical preventive ser-
vices, the evidence does not support the idea that
global prevention reduces medical spending [43],
and the vast majority of other clinical preventive
services do not save money [40]. In fact, overall
costs to the health care system typically go up
when disease-preventing strategies are put into
practice [44].

Despite potential overall increased costs,
some experts have suggested that clinical preven-
tive services are still worthwhile when they pro-
vide good value, defined as substantial health
benefit per dollar spent net of any savings [45—
47]. Applying this concept, many preventive ser-
vices are cost-effective, even when they do not
reduce lifetime total cost [48, 49]. The National
Commission on Prevention Priorities reviewed
recommended preventive services known to
improve health and found that 16 of them
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increased costs while only five services decreased
cost [41]. Only a limited number of services have
since been shown to decrease costs and enhance
life-years saved: childhood immunization series,
smoking cessation advice and assistance, discus-
sion of daily aspirin use to prevent cardiovascular
disease, and breast and colorectal cancer screen-
ing [43, 44]. Today, research continues to evalu-
ate not only the value of disease prevention and
health promotion efforts but also the most
effective manner of dissemination and adoption
of recommendations. It has been shown that
combining targeted campaigns to increase access
to preventive services with more comprehensive
community programs may yield even greater cost
savings [41].

Federal Agencies and Initiatives

Within the federal government, there are a
number of agencies and bodies dedicated to rec-
ommending and implementing clinical preven-
tion policies and programs. These range from
federal departments and appointed committees to
Presidential designees. A number of these agen-
cies and bodies are housed under the umbrella of
U.S. Department of Health and Human Services
(HHS) comprising the U.S. Public Health
Service, the largest public health program in the
world. These agencies — including the Centers for
Disease Control and Prevention (CDC) and the
Agency for Healthcare Research and Quality
(AHRQ), as well as the U.S. Preventive Services
Task Force (USPSTF) and the Office of Disease
Prevention and Health Promotion (ODPHP) — are
dedicated to serving public health, disease pre-
vention, and health promotion efforts.

The Centers for Disease Control
and Prevention

The Centers for Disease Control and Prevention
(CDC), the United States’ national public health
institute, serves under the auspices of HHS
working to protect public health and safety
through its research, national programs, and part-
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nerships with state health departments and other
organizations [50]. While the focus of the CDC’s
activities are on developing and applying disease
prevention and control — especially to infectious
diseases, foodborne pathogens, and microbial
infections — other programs include injury pre-
vention, occupational safety and health, environ-
mental health, and health education [51].

The CDC was initially established in 1946
stemming from the wartime agency Malaria
Control in War Areas under the moniker the
Communicable Disease Center [52, 53]. Since
then, the agency has been renamed and has
grown and evolved into the nation’s health pro-
motion, prevention, and preparedness agency.
Today, the CDC is globally recognized for its
research, disease surveillance and monitoring,
prevention guidelines, and preparedness work
[51, 54, 55]. The CDC works closely with states
and other partners in these aims and has distin-
guished itself with its commitment to improving
health on a daily basis as well as in times of
emergency [50, 51].

The Prevention Research Centers — a network
of academic, community, and public health part-
ners — were established by the CDC to further
this mission, promoting applied public health
research and more broadly disseminating find-
ings and recommendations [56]. Supporting its
mission and promoting continued, meaningful
research, the CDC houses a number of national,
publicly-available databases, including the CDC
Data and Statistics [57] and the Behavioral Risk
Factor Surveillance System (BRFS) [58], and
publishes well-respected, peer-reviewed reports
in their Emerging Infectious Diseases [59] and
Morbidity and Mortality Weekly Report
(MMWR) [60].

The U.S. Preventive Services
Task Force

The U.S. Preventive Services Task Force
(USPSTF) is an independent advisory panel of
experts in prevention and primary care in the
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United States. The agency conducts systematic,
evidence-based assessments of the effective-
ness of a broad range of clinical preventive
services, including screening, counseling, and
preventive medications [22]. Today, the
USPSTF, while remaining politically indepen-
dent, is housed at the Agency for Healthcare
Research and Quality (AHRQ), through which
it is provided administrative, research, techni-
cal, and communication support [61].

The USPSTF is an independent group of
national experts —a panel of currently 16 volunteer
members — who are mostly practicing clinicians
in the fields of preventive medicine and primary
care [22]. The formation of the USPSTF was
authorized by Congress in 1984, with the stated
purpose to “develop recommendations for pri-
mary care clinicians on the appropriate content of
periodic health examinations” [62].

Following a 1990 reconstitution, the USPSTF
were charged with their now current mission to
evaluating the effectiveness of clinical preven-
tive services that were not previously examined,
to reevaluate those for which there is new scien-
tific evidence or new technologies, and to pub-
lish their findings [62]. It is important to note
that the USPSTF is an independent body, and,
while supported by federal agencies and funds,
its work does not require AHRQ or HHS
approval.

For the past 20 years, these evaluations have
been submitted to the USPSTF for consideration
by medical organizations, specialty societies,
government agencies, and other groups con-
cerned with the delivery of clinical preventive
services [22]. Additionally, the USPSTF collabo-
rates with other federal agencies, including the
Task Force on Community Preventive Services
and the CDC’s Advisory Committee on
Immunization Practices. The importance of the
role of the USPSTF in promoting prevention was
acknowledged through the legislated increased
financial and administrative support by AHRQ in
the 1998 Public Health Service Act and again in
2010 through the Patient Protection and
Affordable Care Act [22, 61].



6 Prevention and US Health Care

The Office of the Surgeon General
and the Public Health Service
Commissioned Corps

Initially established in the nineteenth century as
the Supervising Surgeon to the Marine Hospital
System, the role of the Surgeon General has
evolved into the leading spokesperson on issues
in public health and serves as America’s Doctor
[63]. Appointed by the President, the Surgeon
General serves 4-year terms and reports to the
U.S. Assistant Secretary for Health (ASH) in the
Office of the Secretary, U.S. Department of
Health and Human Services (HHS). The Surgeon
General is charged to protect and advance the
health of nation. Among many activities, the
Surgeon General accomplishes this through
administering the Public Health Service
Commissioned Corps, chairing the National
Prevention Council, and providing advice to the
President and Secretary of HHS on public health
and health system issues. An informal albeit
more well-known duty of the Surgeon General
includes the education of the American public
about health issues and advocating for healthy
lifestyle choices [64], including the campaign for
increased awareness of family history and warn-
ings on tobacco packages [63, 65].

The Office of the Surgeon General, under the
direction of the Surgeon General, oversees the
operations of the Commissioned Corps of the
U.S. Public Health Service (PHSCC) [66].
Established more than 200 years ago [4], the
PHSCC is one of the seven uniformed services
of the USA and holds the mission to protect,
promote, and advance the health of the country
[6,66]. The 6,500 members of the Commissioned
Corps are health professionals who are trained
in medical fields including disease control,
emergency response, and biomedical research.
In the event of a public health emergency, either
natural or man-made, the Corps members are
available 24 hours per day and can be dispatched
as needed by the Secretary of HHS or the ASH.
Recent examples of such deployment include
the anthrax attacks in 2001 [67], Hurricane
Katrina in 2005 [68], and the earthquake in
Haiti in 2010 [4].
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Office of Disease Prevention
and Health Promotion

The Office of Disease Prevention and Health
Promotion (ODPHP) [69], initially created in
1976, plays a vital role in developing and coordi-
nating a wide range of national disease prevention
and health promotion activities. Housed within
HSS, the ODPHP manages many of the federal
prevention initiatives, providing the at-large
American population with recommendations for
leading healthier lives and preventing disease.

Specifically, ODPHP provides information on
dietary recommendations and physical activity,
as well as serves as a depot of resources for more
information and contacts. The Dietary Guidelines
for Americans, jointly published every 5 years
with the U.S. Department of Agriculture, pro-
vides evidence-based nutrition information and
advice for people age two and older and serves as
the basis for federal food and nutrition education
programs [70]. The ODPHP is also dedicated to
improving health care through improving health
communication and health literacy [71], facilitat-
ing access to appropriate recommendations and
correct information [72, 73], and educating pro-
viders and researchers [74, 75].

Federal Initiatives

National Prevention Strategy

The National Prevention and Health Promotion
Strategy is a comprehensive plan that aims to
increase the number of Americans who are
healthy at every stage of life [76]. As legislated in
the 2010 Patient Protection and Affordable Care
Act, this National Prevention Strategy was
released by the National Prevention, Health
Promotion, and Public Health Council in June
2011 and serves as a roadmap outlining actions
that public and private partners can take to
improve the nation’s health [77]. The four strate-
gic directions include building healthy and safe
community environments, expanding quality pre-
ventive services in both clinical and community
settings, empowering people to make healthy
choices, and eliminating health disparities [76].
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Healthy People 2020

Healthy People, the well-known federal initiative
with the most recent iteration of Healthy People
2020, is managed by ODPHP under the umbrella
of HHS [78]. For three decades, Healthy People
has established benchmarks to guide national
health promotion and disease prevention efforts.
Healthy People aims to identify nationwide
health improvement priorities and address them
through increasing public awareness and under-
standing of the determinants of health, disease,
and disability, as well as identifying opportuni-
ties for progress. By providing measurable objec-
tives and goals at the national, state, and local
levels, this initiative is geared towards improving
the health of all people in the United States.
Currently, Healthy People 2020 contains about
1,200 science-based objectives in 42 topic areas,
including access to health services, public health
infrastructure, cancer, diabetes, and sexually
transmitted infections [79].

State Agencies

While significant actions and funds are dedicated
to disease prevention and health promotion at the
federal level, much work continues to be per-
formed at the state and local levels [80, 81]. Each
state has designed and manages its health agency
differently. Some state health departments are
top-level administrative agencies, while in other
states, they are a division or bureau of another
office. Most share the common purpose to pro-
mote public health through policy initiatives,
research, and service programs. Often, a state’s
public health administration is combined with the
provision of social services.

Health departments are usually responsible for
public health issues, including preventive medicine,
epidemiology, vaccinations, environmental health
(sometimes including health inspections), and the
licensing of health care professionals. They can
also serve as a warehouse for data, including the
collection and archiving of vital records such as
birth and death certificates, sometimes marriage
and divorce certificates, and health statistics.
Furthermore, the state agencies act as stewards for
public safety, recording occupational safety and
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health data, releasing notifications on notifiable dis-
eases, and publishing health warnings [80, 81].

The Field of Preventive Medicine

Officially established in 1954, the field of preven-
tive medicine is a unique medical specialty that
focuses on health promotion and disease preven-
tion not only for individual patients but also for
communities and defined populations. Its goal is
to protect, promote, and maintain health and
well-being and to prevent disease, disability, and
death. Recognized by the American Board of
Medical Specialties, Preventive Medicine encom-
passes multiple population-based and clinical
approaches to health care. Specialists in
Preventive Medicine are uniquely trained in both
clinical medicine and public health, and they
work in a variety of settings. Preventive Medicine
has three specialty areas with common core
knowledge, skills, and competencies that empha-
size different populations, environments, or prac-
tice settings: aerospace medicine, occupational
medicine, and public health and general preven-
tive medicine [82, 83].

Conclusion

The concept of prevention alongside health pro-
motion in the USA has evolved significantly from
the time of the Marine Hospital System, giving
rise to the public health infrastructure as we know
it today. Different federal and state initiatives are
incorporated into collaborative efforts across the
private and public sectors. With the inclusion of
prevention by the traditional medical care sys-
tem, there has been a surge in an integrated con-
cept of health and well-being at both the
individual and community level. Additionally,
we will likely see a continued evolution of the
standards for screening and prevention recom-
mendations, with an increased emphasis on value
and quality-of-life years gained rather than the
sole idea of costs. As we continue to move forward
with the aim of a healthier nation in the setting
of persistent disparities and a globalized econ-
omy, public health — and thus the government and
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policy makers — will play a significant role in
addressing health and illness outside of clinic and
hospital walls.
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:

¢ Understand how the concept of comparative effectiveness research arose.

e Understand the definition of comparative effectiveness research.

e Understand the comparative effectiveness research priority areas identified by the Institute of

Medicine.

e Understand the newly established Patient-Centered Outcomes Research Institute, which was
created with the passage of the Patient Protection and Affordable Care Act.
e Understand the challenges for ensuring that comparative effectiveness research leads to

improvements in the US health care system.

Introduction

In 2007, a critical study was published in the
field of cardiology. The Clinical Outcomes
Utilizing Revascularization and Aggressive Drug

Note: Several paragraphs of this chapter have been adapted
with consent of the publisher from Hochman M, McCormick
D. Comparative Effectiveness Research. In Kronenfeld J,
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Evaluation trial — or COURAGE as it is more
commonly known — compared the use of medi-
cations versus the immediate use of a surgical
procedure called percutaneous coronary inter-
vention (PCI) to open blocked arteries in patients
with stable coronary blockages [1]. To the sur-
prise of many, the trial found that immediate PCI
was no better than medications in preventing
heart attacks or death. While there was a small
improvement in quality of life among patients
assigned to the PCI group early in the follow-up
period, the difference had disappeared after 3
years. Since COURAGE was a large and well-
designed trial, most experts concluded following
its publication that patients with stable coronary
artery disease should receive a trial of medica-
tions before considering treatment with PCI.
COURAGE was notable not only because it
provided important insight about a common and
important clinical question, but it also demonstrated
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the value of so-called comparative effectiveness
research (CER). In contrast to placebo-controlled
studies, CER aims to help doctors use existing
health care treatments and services more effectively
by comparing different treatments, tests, and diag-
nostic strategies against each other.

Though the rationale for CER may seem
intuitive, CER studies such as COURAGE are
relatively uncommon, particularly in the USA,
because a large portion of clinical research is
commercially funded and intended to evaluate
new products in an effort to secure approval from
the Food and Drug Administration (FDA) to
bring them to market rather than to help doctors
use existing services more effectively.

The publication of COURAGE heralded calls
for more CER from advocates for this type of
research. Many of these advocates argued that
CER not only had the potential to improve health
outcomes by improving medical knowledge, but
also that it might lead to more efficient care and
perhaps would even lower health care costs. For
example, CER might demonstrate that some
expensive treatments or services are no better
than less expensive alternatives, and thus might
lead to a reduction in wasteful health care
spending.

Before the CER movement could gain too
much momentum, however, the COURAGE
investigators announced some disturbing news.
Based on an analysis of data from a large national
cardiovascular disease registry, it appeared that
COURAGE had not led to a meaningful change
in clinical practice patterns — that is, the study
results did not change how doctors treated
patients with stable blockages in their arteries
[2]. Prior to the publication of COURAGE,
43.5 % of US patients with stable coronary artery
disease received a trial of optimal medical ther-
apy before undergoing revascularization. After
COURAGE, the number increased only very
slightly to 44.7 %. What was going on?

Multiple factors likely explain COURAGE’s
lackluster impact. One potential reason is that
doctors do not always stay up-to-date with the
medical literature and may not be aware of new
findings (or the current treatment guidelines).

M. Hochman and D. McCormick

Another possibility is that some doctors and
patients may simply not have believed the findings.
That revascularization would not improve out-
comes in patients with blocked coronary arteries
likely struck many as counterintuitive. Yet
another possibility is that financial incentives
caused some doctors, either consciously or sub-
consciously, to dismiss COURAGE’s findings.
Since cardiologists typically get reimbursed at
higher rates for performing procedures such as
PCI than they do for evaluation and management
services such as providing optimal medical ther-
apy, many would have had a strong financial
incentive to provide immediate PCI for their
patients despite the lack of clear benefit.

Overall, the story of COURAGE illustrates
both the possibilities and challenges of conduct-
ing and funding comparative effectiveness
research. In this chapter, we will describe these
possibilities and challenges in more detail. In
addition, we will explore how the evidence-based
medicine movement evolved into a movement for
comparative effectiveness research. Finally, we
will discuss the newly created Patient-Centered
Outcomes Research Institute (PCORI), which
has been charged with building an improved CER
infrastructure in the USA.

Definition of Comparative
Effectiveness Research

Many physicians and health care professionals
commonly assume that CER refers to studies that
directly compare two or more active therapies.
While many such studies would qualify as CER,
the term actually refers to a much broader con-
cept of research.

The Institute of Medicine (IOM) — a well-
known, independent nonprofit organization that
Congress frequently looks to for advice about
medical topics — recently defined CER as: “The
generation and synthesis of evidence that com-
pares the benefits and harms of alternative meth-
ods to prevent, diagnose, treat, and monitor a
clinical condition or to improve the delivery of
care. The purpose of CER is to assist consumers,



7 The Rise of Comparative Effectiveness Research

clinicians, purchasers, and policy makers to make
informed decisions that will improve health care
at both the individual and population levels” [3].

The IOM definition conveys that CER encom-
passes more than just head-to-head comparative
studies of two (or more) treatments. For example,
CER may involve comparisons of alternative
diagnostic tests or strategies. It also may involve
evaluations of different models of care delivery,
payment strategies, or public health programs. In
fact, CER does not necessarily even refer to stud-
ies that compare alternative health services. For
example, many experts might classify a placebo-
controlled trial designed to evaluate a widely
used but yet untested medical treatment as CER.
Although such a trial does not compare alterna-
tive services, the goal of such a study aligns with
the CER mission of providing evidence about the
use of an existing health care service (rather than
a novel service).

Because CER refers to a concept rather than to
a specific type of study, no single definition can
clearly delineate what is CER and what is not [4].
In some cases, experts may even disagree. Perhaps
a good way to think about CER is not as a specific
type of study, but rather as any research aimed at
helping health care workers, patients, third-party
payers, and other stakeholders make more
informed decisions about the use of existing clini-
cal services of any kind. In contrast, non-CER
studies may refer to research aimed at winning
FDA approval or acceptance for new products or
services, often with a commercial goal in mind.
Later in this chapter, we will also provide more
examples to help clarify the concept.

CER in the Context of the Evidence-
Based Medicine Movement

While physicians have long tried to apply scien-
tific principles to the practice of medicine, the
concept that medical decision-making should
largely be driven by the results of research —
rather than expert opinion — has become wide-
spread only in recent decades. In 1972, the
respected  Scottish  epidemiologist ~ Archie
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Cochrane — for whom the Cochrane Collaboration
is named — published a seminal book titled
Effectiveness and Efficiency: Random Reflections
on Health Services [5], which emphasized the
critical importance of evaluating medical ser-
vices before they become widely used. The book
also underscored the need for so-called random-
ized trials — in which study subjects are randomly
assigned to receive different treatments — for
assessing the value of health care services.
According to Cochrane, random assignment of
patients increases the validity of a study’s results
by reducing the likelihood that unknown factors
unrelated to the treatment under study are respon-
sible for the findings (more on this to follow). The
term “evidence-based medicine” was later coined
in 1990 by Gordon Guyatt, a Canadian professor
of Clinical Epidemiology and Biostatistics, and
described in a famous paper published in the
Journal of the American Medical Association [6].

During the 1990s and early 2000s, the concept
of evidence-based medicine became increasingly
popular. Medical training programs began teach-
ing students and resident physicians to look to the
literature for answers to questions, and profes-
sional organizations began producing evidence-
based guidelines and evidence summaries to
assist doctors in their decision-making.
Additionally, the randomized trial became the
clear gold standard by which the quality of evi-
dence was measured, a belief that was greatly
strengthened in 2002 with the publication of the
Women’s Health Initiative [7], a well-designed
randomized trial that demonstrated significant
harms from the use of postmenopausal hormone
therapy. Results from the WHI contradicted pre-
vious data, based on non-randomized studies,
suggesting that hormone therapy protected
women from cardiovascular disease.

Just as the evidence-based medicine movement
began to gain steam, however, some experts began
questioning whether the existing research infra-
structure was optimal for generating clinical evi-
dence. Chief among these critiques, some of which
we will delve into later in the chapter, are that:

e Randomized trials often do not adequately

represent all types of patients. For example, a
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trial showing the benefits of a health education
program among a highly educated group of
patients may not be applicable to patients of
lower socioeconomic status who might not
have the reading skills to optimally benefit
from the program. In addition, groups such as
women, minorities, children, and the elderly
have been disproportionately excluded from
randomized trials, raising questions about
whether services that work among white

males also work in these other groups [8].

* Asexemplified by the story of the COURAGE
trial [2], medical providers often do not effec-
tively implement new medical research find-
ings. One widely cited study suggests that
Americans receive only about half of the
health care services that they should receive
when they visit the doctor [9]. Another sug-
gests that there is a lag of almost 20 years
between the time that knowledge is generated
through research and the time it is widely
incorporated into clinical practice [10].

e Very little research has evaluated the cost/
value of health care services [11].

e Few well-designed studies have evaluated
public health interventions (e.g., school-
based tobacco prevention programs) or
health care delivery changes (e.g., the effects
of different payment models on clinician
practice), both of which could potentially
improve health.

e Because clinical research receives consider-
able funding from commercial entities, it has
disproportionately focused on evaluating
novel commercial products so that these
products might be considered for regulatory
approval. Studies examining services such as
lifestyle intervention programs and commonly
performed procedures have received less
attention [12].

The recognition of these shortcomings caused
some to call for a shift in how clinical research
should be conceived, generated, and applied. By
the mid 2000s, these ideas gained increasing
momentum and converged into a concept which
many began calling CER. CER, these experts
believed, was the next stage in the evidence-
based medicine movement.
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Clinical Research Funding

The funding structure for clinical research in the
USA helps to explain some of the shortcomings
of existing clinical research.

Much of the clinical research conducted in the
USA is supported by commercial entities such as
pharmaceutical companies and device makers.
Many experts have raised concerns that commer-
cially funded research may be biased in favor of
products or services produced by the sponsors.
Indeed, it is well documented that commercially
funded research is considerably more likely than
non-commercially funded research to generate
favorable results [13], at least in part through the
way such studies are designed [14].

Another less-appreciated concern with com-
mercially funded research is its scope.
Commercial entities — which have a fiduciary
responsibility to generate profits — fund research
primarily for the purpose of winning regulatory
(FDA) approval for new products or to expand
indications for existing products. One might
expect that commercial entities would want to
compare their new products against those of their
competitors to show their products’ superiority.
But often it does not happen this way. Instead,
commercially funded studies disproportionately
compare new products against placebos [12].
Upon closer examination, this strategy makes
commercial sense: in order to win approval for
new products, companies frequently only need to
prove that their products are better than nothing
(a placebo) — which is often easier than showing
that new products are better than existing prod-
ucts that have already been shown to be effective.
Once the new products are approved, the compa-
nies can use marketing to gain market share, even
if no one knows whether a new product is better
or worse than existing products already in use.

In addition, commercial entities do not have
incentives to fund studies aimed at helping health
care practitioners use existing services more
effectively. Why, for example, would a company
fund a study evaluating a care coordination pro-
gram or a public health program that does not
involve the use of a commercial product? Why
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would a company fund a study to determine the
optimal use of a treatment strategy among
patients from an underrepresented minority
group? Why would a company fund a study to
evaluate a new diagnostic test in a “real-world”
setting if the test has already won regulatory
approval based on research conducted in a more
favorable experimental setting?

Because most commercially funded research
focuses on the development and approval of new
products, the responsibility for funding CER
most often falls to noncommercial entities (non-
profits and governmental agencies). Because
noncommercial research funding is limited, so is
the amount of CER produced in the USA.

Comparative Effectiveness
Research Priorities

To provide additional clarity about CER, in 2009
the IOM issued a report identifying some CER
priority areas [3]. Because the IOM is well
regarded by many policy makers and Congress,
this report has generated considerable interest,
and it has been a key reference for organizations
that fund medical research. Table 7.1 lists exam-
ples of priority topics identified by the IOM
report. The examples demonstrate the wide array
of topics that the IOM considers to be part of
CER, including studies that evaluate the effec-
tiveness of diagnostic tests, those that test health
system changes such as care coordination pro-
grams, and those that compare surgical vs. non-
surgical treatments. The list also includes public
health interventions as well as research aimed at
determining which groups of patients are most
likely to benefit from health care services, e.g.,
which medications are most effective in elderly
patients or those with a particular genetic makeup.

As noted previously, while most CER involves
a comparison of multiple tests or treatments, this
is not always necessary. For example, the IOM
listed the evaluation of a procedure called upper
endoscopy in which a camera is inserted into the
esophagus of patients with heartburn as a CER
priority topic even though the comparison group
for such an evaluation would likely include
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Table 7.1 Examples of CER priority topics from the
Institute of Medicine

Topics

“Compare the effectiveness of treatment strategies for

[managing a common heart arrhythmia known as atrial
fibrillation] ...”

“Compare the effectiveness of primary prevention
methods, such as exercise and balance training, versus
clinical treatments in preventing falls in older adults ...”

“Compare the effectiveness of [a procedure known as
upper endoscopy in which a camera is inserted into the
esophagus] for [evaluating] patients with [heartburn or
reflux] ...”

“Compare the effectiveness of different strategies of
introducing [expensive new medications known as
biologics] into the treatment algorithm for inflammatory
diseases ...”

“Compare the effectiveness of various strategies ... to
prevent obesity, hypertension, diabetes, and heart disease
in at-risk populations such as the urban poor and
American Indians ...”

“Compare the effectiveness of management strategies for
[early stage] prostate cancer ...”

“Compare the effectiveness of comprehensive care
coordination programs ... in managing children and
adults with severe chronic disease, especially in
populations with known health disparities ...”

“Compare the effectiveness of dissemination and
translation techniques to facilitate the use of CER by
patients, clinicians, payers, and others ...”

Source: Data from Ref. [3]

patients not receiving any intervention. The IOM
presumably classified this study as CER even
though it does not involve the comparison of
multiple different health care services because
endoscopy is an existing and widely used service,
and additional research is needed to clarify the
appropriate use of endoscopy.

While the definition of CER has only been
clearly articulated in recent years, numerous
studies that would clearly be classified as CER
have been previously conducted. Here are a few
commonly cited examples:

e The seminal studies demonstrating that
lumpectomy is as effective as total mastec-
tomy in many women with breast cancer [15]

e Studies comparing different dieting strate-
gies [16]

e The Antihypertensive and Lipid-Lowering
Treatment to Prevent Heart Attack Trial
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(ALLHAT) [17], which compared several
commonly used blood pressure medications
against each other

Comparative Effectiveness
Research Initiatives

Congress has responded to the recent interest in
CER by passing laws that create and fund two
important federal initiatives to support this type
of research in the years ahead: the American
Recovery and Reinvestment Act and the Patient
Protection and Affordable Care Act (PPACA).
The purpose of these initiatives is to support CER
since the existing systems for supporting such
research appear to be insufficient.

The Recovery Act, which was signed into law
in February 2009, provided $1.1 billion in fund-
ing for CER, $400 million of which was allo-
cated to the US Department of Health and
Human Services (a federal agency that oversees
many publicly sponsored health and social pro-
grams), $400 million of which was allocated to
the National Institutes of Health (a federal
agency that sponsors medical research) [18], and
$300 million of which was allocated to the
Agency for Healthcare Research and Quality (a
federal agency charged with promoting quality,
safety, efficiency, and effectiveness of health-
care). These funds were used to support a variety
of CER studies by researchers from around the
USA (including academic institutions, nonprofit
organizations, and for-profit companies). Most
of these studies are ongoing.

The Recovery Act provided only a one-time
infusion of CER funds, however. Congress
made a longer term commitment to CER in
2010 when it passed the PPACA. The new law
established the Patient-Centered Outcomes
Research Institute (PCORI), an independent
nonprofit organization similar to the National
Academy of Sciences that will ultimately
receive more than $500 million annually to
support CER [19]. The PCORI - which has a
Board of Governors chaired by Eugene
Washington, the Dean of UCLA Medical
School, as well as a Methodology Committee
— will assume a prominent role in sponsoring
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Table 7.2 Draft priorities for CER from PCORI

“Assessment of Prevention, Diagnosis, and Treatment
Options. The research goal is to determine which
option(s) work best for distinct populations with specific
health problems”

“Improving Healthcare Systems. Focuses on ways to
improve healthcare services, such as the coordination of
care for patients with multiple chronic conditions”

“Communication and Dissemination. Looks at ways to
provide information to patients so that they, in turn, can
make informed healthcare decisions with clinicians”

“Addressing Disparities. Assures that research addresses
the healthcare needs of all patient populations. This is
needed as treatments may not work equally well for
everyone”

“Accelerating Patient-Centered and Methodological
Research. Includes patients and caregivers in the design
of research that is quick, safe, and efficient”

Source: Data from Ref. [35]

clinical research in the USA. It will also work
closely with the other main public agencies
that fund clinical research in the USA, the
National Institutes of Health and the Agency
for Healthcare Research and Quality, to ensure
a unified strategy for promoting clinic research
in the USA. Since being formed, the PCORI
has developed draft guidelines describing pri-
orities for CER (Table 7.2). These guidelines
are less specific but consistent with those from
the IOM. The PCORI issued its first round of
pilot grants to US clinical researchers in 2012.
Because of the new funding opportunities
resulting from the Recovery Act and the ACA,
there will likely be a considerable increase in
investment in CER in the coming years.

Real-World Research

As noted previously, the early phases of the
evidence-based medicine movement under-
scored the importance of randomized trials for
evaluating health care services. In contrast to
other types of research studies, patients in
randomized trials are randomly assigned to
different interventions. This random allocation
reduces the chance that so-called confounding
factors, i.e. factors other than the intervention
under study, could be responsible for the results.
These factors can potentially invalidate the findings
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of non-randomized studies. For example, a non-
randomized study might show that patients who
take a particular medication do better than those
who do not, but it is difficult to ascertain whether
the better outcomes are the result of that medica-
tion or whether they are due to another factor, for
example, the fact that patients who opt to take the
medication happen to be healthier than those who
do not. In contrast, in a randomized trial, patients
would be randomly assigned to either the
medication or control group and would likely be
very similar to each other. As a result, any differ-
ence in outcomes between the two groups would
likely be attributable to the medication under
study rather than another factor.

In recent years, however, some experts have
criticized randomized trials because they must be
conducted under experimental conditions that are
often not representative of real-world situations.
To address these concerns, the concept of “prag-
matic trials” has emerged. In pragmatic trials,
patients are randomized to alternative intervention
arms; however, considerable efforts are made to
ensure that the study is conducted in a way that is
representative of a real-world setting. Specifically,
pragmatic trials should involve interventions that
are feasible in a broad range of settings, should
involve a diverse patient population recruited from
a wide array of practice settings, and should evalu-
ate multiple health outcomes [20].

In addition, there has been a reexamination of
the merits of non-randomized studies. Though
non-randomized studies are potentially less reli-
able than randomized trials, some have argued
that findings from non-randomized studies may
be more relevant in some situations because these
studies can be conducted under non-experimental
conditions. In addition, researchers have devel-
oped advanced statistical methods, known as
“multivariate analysis,” to reduce the risk of con-
founding factors influencing study results. Key
examples of these advanced methods are propen-
sity scores and instrumental variables [21], the
details of which are beyond the scope of this
chapter. While concerns persist about the ability
of even these newer techniques to properly
control for confounding factors [22], some evi-
dence suggests that observational study results
are valid most of the time [23].
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Thus far, the PCORI leadership has been very
supportive of alternative research strategies
aimed at addressing clinical questions in “real-
world” situations [24], as well as evidence syn-
theses that aim to combine the results of
randomized and non-randomized research to
address clinical questions that are challenging to
study [25]. Indeed, it may be the overall study
quality that is most important rather than specific
methodology that is used.

Research Dissemination
and Implementation

As the story of COURAGE illustrates, research
findings are not always disseminated and imple-
mented in regular clinical practice. Other promi-
nent examples of CER that have not yet been
widely adopted in routine clinical practice
include:

¢ Following publication of the ALLHAT trial —
which showed that inexpensive thiazide
diuretics are at least as effective as newer,
more expensive drugs as first-line therapy for
hypertension [17] — there was little change in
the use of thiazides by US physicians [26].

e Many patients with another heart condition
known as heart failure do not receive the
appropriate medications.

e A substantial number of hospitals do not fol-
low protocols that have been proven to reduce
the risk of hospital-acquired infections.

The discordance between what the research
shows and how clinicians practice raises impor-
tant questions about the value of CER. If patients
and health care providers do not follow the
results, how can CER improve the health care
system?

As noted in Table 7.1, the PCORI has listed
research aimed at identifying better ways for
disseminating and translating research findings
into the clinical decision-making process a top
priority of CER. There has also been growing
interest in the use of clinical practice guidelines,
which aim to summarize and synthesize research
findings into easy-to-use recommendations that
can aid in clinical decision-making. Quality
organizations such as the National Center for
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Quality Assurance are also developing tools to
assess the extent to which evidence-based prac-
tices are followed. The hope is that this monitor-
ing will facilitate quality improvement efforts
that will lead to improved uptake of new
findings.

Some experts also believe that the USA should
look to other countries to get ideas for addressing
concerns about research dissemination and
implementation. In 1999, the United Kingdom
established the National Institute for Clinical
Excellence (now called the National Institute for
Health and Clinical Excellence, or NICE), a gov-
ernmental body charged with promoting the use
of the best available evidence in clinical decision-
making. With the aid of “independent commit-
tees of health professionals, academics, and
industry and lay representatives” who are guided
by data on clinical efficacy and cost as well as
social values, NICE develops guidelines to aid
clinicians in their decision-making, determines
which services will be covered by the British
National Health Service, and promotes imple-
mentation of “high-value medical innovations”
[27]. Though the process is still being refined,
early evidence suggests that NICE’s efforts are
leading to improvements in the quality and effi-
ciency of the British health care system [28].

CER and Political Controversy

Despite the intuitive appeal of CER, the CER
movement has also provoked political contro-
versy. Some of these critiques have centered on
concerns about the dissemination and implemen-
tation of CER findings. If clinicians and patients
ignore the findings, some have argued, perhaps
we should not invest in CER at all [29]. In addi-
tion, some have pointed out that although CER
might provide useful information to aid in clini-
cal decision-making, the resources for producing
CER are more urgently needed in other areas (for
example, by directly paying for health care
services or for non-health care needs such as
education).

Other concerns run deeper, however.
Specifically, critics largely from the political
right have charged that unfavorable CER results
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might provide “ammunition” for third-party pay-
ers to deny coverage for costly services or inter-
fere with regulatory approval for new treatments
and technologies. In addition, these critics fear
that health care providers might avoid the use of
costly services based on the results of cost-
effectiveness data obtained from CER. The net
effect, they argue, could be limits on access to
new services for patients [30].

While these political critiques did not succeed
in blocking the federal initiatives to expand CER
funding, they did result in two notable changes.
First, to emphasize the potential for CER to
improve care for patients, political advocates
began referring to CER as patient-centered out-
comes research, and the organization charged
with promoting CER in the USA was named the
Patient-Centered Outcomes Research Institute.
Second, and more importantly, the PPACA
banned the PCORI from promoting any cost-
effectiveness research.

Cost Effectiveness Research

CER may be used not only to determine which
health care services are best for individual patients,
but may also provide information about the rela-
tive costs of different health care strategies. Such
information can guide policy makers and develop-
ers of medical practice guidelines in determining
which services have the highest value.

As an example, imagine that strategy A is as
effective as strategy B, but strategy A is less
expensive. This information might allow physi-
cians who are developing a treatment guideline to
recommend strategy A over strategy B in guide-
lines. Similarly, policy makers at an insurance
organization might decide to cover strategy A but
not strategy B as first-line therapy. (Hopefully,
however, strategy B would also be covered in
patients who did not have an adequate response to
treatment A, or in subgroups of patients in whom
strategy B was known to be more effective.)

Cost-effectiveness data may also be helpful in
circumstances in which a health care service is
marginally effective but extremely expensive. As
an example, a new treatment for advanced pros-
tate cancer was recently found to extend life by
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an average of 4 months; however, the new treat-
ment costs $93,000 [31]. A panel of medical
experts might use such information to recom-
mend that insurance organizations and Medicare
not cover this treatment simply because the small
benefit is not worth the cost.

As noted earlier in the ACA, Congress decided
to ban the PCORI from funding research that uses
a common method of cost analysis in which a
monetary threshold is used to determine whether
health care services are cost-effective — known as
quality-adjusted life years (QALYs). While the
language is ambiguous, many have interpreted it
as meaning that the PCORI cannot fund any
research involving cost analyses at all. In addi-
tion, the legislation states that the findings from
CER “may not be construed as mandates, guide-
lines, or recommendations for payment, coverage,
or treatment or used to deny coverage” [32].

Many advocates for CER have expressed vig-
orous objections to the above limitations. They
argue that preventing the PCORI from promoting
cost-effectiveness research could greatly limit the
impact of CER for channeling resources to the
highest value services [33, 34], particularly at a
time when health care costs are spiraling at
potentially unsustainable rates [35].

The Challenges Ahead

The new initiatives contained in the Recovery
Act and PPACA represent important opportuni-
ties to improve the infrastructure for clinical
research in the USA. The creation of the PCORI
in particular provides a mechanism for ongoing
support for CER in the years ahead. There remain
important challenges for CER, however.

First, the PCORI will need to strike a balance of
supporting research that is applicable in real-
world settings but at the same time is valid.
This will likely require a balance between
traditional randomized trials, pragmatic trials,
non-randomized studies, and evidence synthe-
ses. It is likely that different study designs and
methods will be optimal in different situa-
tions. Additionally, the PCORI will need
to promote research in groups such as women,
minorities, children, and the elderly that
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historically have not been well represented in
medical research.

Second, more effective mechanisms will need to
be developed to disseminate and promote
implementation of CER findings in a clear,
useable, and timely format. In addition, clini-
cians will need tools such as easy-to-follow
guidelines to better enable them to provide
evidence-based services. Currently, both the
theoretical underpinnings and the infrastruc-
ture for effective wide-scale dissemination
and implementation of what works in medi-
cine are only in their infancy.

Third, the PPACA states that CER findings “may
not be construed as mandates, guidelines, or
recommendations for payment, coverage, or
treatment or used to deny coverage,” a require-
ment that, if followed literally, could place
substantial restraints on the ability of CER to
change clinical practice.

Fourth, despite the limitations on the ability of
PCORI to support CER involving costs,
researchers and policy makers will need to
find creative ways to use CER findings to
channel resources to the highest value ser-
vices. Even without the aid of explicit cost
analyses, CER findings could provide key
data for policy makers and other groups that
need to make difficult decisions during times
of resource shortages. Such decisions, how-
ever, should be made with input from the pub-
lic in a transparent, equitable, and thoughtful
manner.
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Health Information Technology:
Clinical and Policy Context
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:

* FElucidate the benefits and challenges of health information technology (health IT) adoption.

* Provide the rationale behind the movement to transition from paper to electronic systems.

» Explain key policies and programs established in the American Recovery and Reinvestment
Act’s HITECH Act, including the Meaningful Use regulation to incentivize electronic health

record adoption and integration.

* Detail the current status of health IT adoption in the United States.
* Postulate the next steps and future opportunities for policymakers in the field of health IT.

Introduction

Hospitals, physician offices, and health-care
delivery systems lag far behind their counterparts
in other sectors in the integration of technology
to maximize service, quality, and efficiency.
Physicians and policymakers have recognized the
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need to transition from a predominantly paper-
based health-care system to an electronic one, but
the transition until recently had been slow and
challenging.

Early supporters of Electronic Health Record
(EHR) systems—and associated technologies
including electronic prescribing, computerized
physician order entry, and clinical registries—
cited the potential to achieve improvements in
quality of care, efficiency, and reliability of bill-
ing, but the systems required substantial up-front
investments in time and capital [1-3].

Critics reported on several risks of poorly
implemented EHRs including the possibility of
new types of medication errors and clinical alert
fatigue from misplaced or persistent clinical
reminders [4, 5]. Perhaps because of these
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challenges—in addition to the substantial cultural
and financial investment involved in transitioning
to paperless practices—EHR adoption remained
low for the first decade of the new millennium [6].

But policymakers understood that patient
safety depends on more accessible and more
timely information in the hands of physicians and
that quality improvement relies on adequate
measurements of baselines and progress towards
stated goals. The vision of a paperless health-care
system able to seamlessly and securely transmit
information across multiple health-care institu-
tions relies upon a more robust health informa-
tion technology (health IT) infrastructure than
the one the United States possessed. Important
policy changes have facilitated progress.

This chapter provides the context for and
details of recent landmark policy changes to
facilitate health IT adoption and integration,
including the unprecedented investment in health
IT seen in the HITECH Act and Meaningful Use
Incentive Program.

The Context: Promises and Pitfalls
of Health IT

There is substantial debate over the benefits and
risks of health IT, with many published studies in
both categories [7]. Skeptics have questioned
whether the technology merits substantial policy
emphasis and investment. Several studies have
documented dissatisfaction with electronic clini-
cal alerts which use data to remind providers to
take action (“alert fatigue™), and they have raised
concern that electronic systems—while reducing
some types of errors—introduce other ones.

There have been concerns over privacy
breaches and the potential for decreased patient
satisfaction [8, 9]. There is also mixed evidence
regarding care process efficiency, with studies
supporting increased and decreased provider effi-
ciency depending on the process or metric stud-
ied [7]. Some physicians have also reported
difficulty customizing EHRs to meet the needs of
innovative practice models, which becomes ever
more relevant as policymakers push towards
health care and payment reform [10].
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Though these concerns are legitimate and cer-
tainly merit policymakers’ attention, a recent
review of literature published from 2007 to 2010
demonstrated significant evidence supporting the
expansion of health IT [7]. Of 154 studies ulti-
mately reviewed in detail, 96 (62 %) were associ-
ated with improvement in one or more aspects of
care (without decrements in care), and 142 (92 %)
were completely positive or mixed positive. The
mixed-positive studies each had a positive conclu-
sion overall but documented at least one negative
aspect of health IT. When individual outcomes
were aggregated across all studies, the authors
identified 240 out of 278 outcome measures
(86 %) with at least mixed-positive outcomes. In
addition, many of the studies deemed negative
included caveats that poor outcomes could have
been mitigated by more thoughtful system selec-
tions and health IT implementations.

Despite the weight of the evidence in favor
of health IT for improved efficiency and patient
care, EHR adoption was slow throughout the
first decade of the twenty-first century [11].
Even as late as 2008, estimates of EHR adop-
tion lagged at 17 % of all physicians and 20 %
of primary care physicians [6]. This was an
environment that was in some ways primed for
the policy changes initiated in the United States
in 2009.

The HITECH Act and the Meaningful
Use Incentive Program

The drive to improve the health-care system’s
technical infrastructure has achieved bipartisan
support. The George W. Bush administration
articulated goals for improved health IT adoption
in 2004, but it was not until 2009 that compre-
hensive policy was passed in Congress to fiscally
and organizationally support health IT [12].

A sizeable component of the American
Recovery and Reinvestment Act of 2009, the
Health Information Technology for Economic
and Clinical Health (HITECH) Act, dedicated $2
billion to policy and programming and $14 to
$27 billion dollars in incentives to accelerate the
adoption and integration of health IT [11, 13]; the
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range exists based on variable estimates of eventual
health IT adoption.

The incentive component became known as
the Medicare and Medicaid “Meaningful Use”
program, founded on the idea that switching from
paper to electronic health records is necessary but
insufficient. In order to achieve improvement,
systems must be thoughtfully implemented and
“meaningfully used” [13].

Under the Medicare EHR Incentive Program,
eligible professionals who demonstrate meaning-
ful use of their health IT systems are entitled to up
to $44,000 over 5 years, with additional moneys
available to providers who serve in Health
Professional Shortage Areas. Eligible hospitals
and critical access hospitals can receive at least $2
million in incentives for achieving meaningful use.
Importantly, physicians, hospitals, and critical
access hospitals eligible for Medicare incentives
will be subject to financial penalties in the form of
reimbursement adjustments if they do not satisfy
Meaningful Use requirements by 2015 [14].

The Medicaid EHR Incentive Program is fed-
erally supported but administered by select states
and territories. Eligible professionals under this
program can receive up to $63,750 over 6 years
of participation. As in the Medicare Incentive
Program, eligible hospitals and critical access
hospitals may receive incentives starting at $2
million for satisfying Meaningful Use require-
ments. Unlike the Medicare program, there are
no financial penalties for eligible providers and
institutions which fail to meet Meaningful Use
requirements [14].

Eligibility for Meaningful Use
Incentive Programs

The Meaningful Use regulation published July
2010 set forth metrics and goals that physicians and
institutions must meet in order to qualify for the
incentive payments and avoid future penalties [14].

First, health-care professionals and hospitals
must meet eligibility requirements for either or both
programs [14, 15]. Eligible professionals under the
Medicare Incentive Program include physicians,
dentists, podiatrists, optometrists, and chiropractors.

Physicians in group practices are evaluated
individually, and each individual may only
receive one incentive payment per year regard-
less of his or her total number of practice sites.
Professionals who are otherwise eligible but pro-
vide at least 90 % of services in a hospital emer-
gency room or inpatient setting cannot receive
incentive payments; these individuals are referred to
as hospital-based and are ineligible for the program.

The categories of medical professionals eligi-
ble for Medicaid incentives include physicians,
nurse practitioners, midwives, dentists, and cer-
tain physician assistants; these providers must
also satisfy a Medicaid volume requirement
(minimum 20 % Medicaid patient volume for
pediatricians, noting that Children’s Health
Insurance Program patients do not count towards
the volume criteria; minimum 30 % Medicaid
patient volume for other practitioners).

Providers eligible for both programs must
choose whether they will participate in the
Medicare or Medicaid Incentive Programs and
cannot receive payments from both. Hospitals
eligible under the Medicare Incentive Program
include hospitals paid under the Inpatient
Prospective Payment System, Critical Access
Hospitals, and Medicare Advantage-affiliated
hospitals. Hospitals eligible under the Medicaid
Incentive Program include hospitals with at least
10 % Medicaid patient volume and all children’s
hospitals, without regard to Medicaid patient vol-
ume. Hospitals eligible under both programs may
receive incentives from both Medicare and
Medicaid Meaningful Use Incentive Programs.

Meaningful Use Requirements

The Meaningful Use regulations defined three
progressive stages to guide the distribution of
incentive payments for Meaningful Use of EHRs.

Under Stage 1 of Meaningful Use, the eligible
professionals detailed earlier must satisfy 15
Core Objectives and their choice of at least 5
additional objectives from a “Menu Set” of 10
more (Table 8.1) [14]. Several Core Objectives
for eligible professionals require explanation and
understanding of the basic functionalities of EHRs.
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Table 8.1 Stage 1 meaningful use objectives

Core objectives for eligible
professionals and hospitals
(must satisfy ALL)

E-prescribe?

Utilize computerized physician
order entry

Report ambulatory clinical
quality measures to CMS/states
Implement ONE clinical decision
support rule

Provide patient with electronic
copy of their health information
upon request

Provide clinical after visit
summaries for patients

Utilize drug-drug and drug-
allergy interaction checks

Record patient demographic
information

Maintain up to date problem list
of current and active diagnoses

Maintain active medication list

Maintain active medication
allergy list

Record and chart changes in vital
signs

Record smoking status for
patients 13 years and older
Electronically exchange key
clinical information among care
providers and patient-authorized
entities

Protect electronic health
information

Source: Data from Ref. [14]

Menu set objectives for eligible
professionals (must choose 5, including
at least one public health measure)
Perform drug-formulary checks
Incorporate clinical lab test results as
structured data

Generate lists of patients by specific
conditions

Identify and provide patient-specific
education resources to patient
Reconcile medications electronically

Provide a summary of care record for
each transition of care/referrals

Send reminders to patients per patient
preference for preventive/follow-up
care

Provide patients with timely electronic
access to their health information

Develop capability to submit electronic
data to immunization registries/systems
(public health measure)

Develop capability to provide electronic
syndromic surveillance data to public
health agencies (public health measure)

Menu set objectives for hospitals (must
choose 5, including at least one public
health measure)

Perform drug-formulary checks
Incorporate clinical lab test results as
structured data

Generate lists of patients by specific
conditions

Identify and provide patient-specific
education resources to patient
Reconcile medications electronically

Provide a summary of care record for
each transition of care/referrals

Record advanced directives for patients
65 years or older

Develop capability to provide electronic
submission of reportable lab results to
public health agencies (public health
measure)

Develop capability to submit electronic
data to immunization registries/systems
(public health measure)

Develop capability to provide electronic
syndromic surveillance data to public
health agencies (public health measure)

2E-prescribing is the only core measure that applies only to eligible professionals; hospitals need not satisty this core

requirement

The most fundamental of these is record keeping.
Health-care professionals of all types can use an
EHR to record clinical information and docu-
ment the details of a clinical encounter. For
example, a medical secretary may record the
patient’s demographic information upon intake,
after which the medical assistant may then enter

vital signs and record allergy information in the
patient’s electronic record. The physician may
then document his or her progress note, including
the patient’s history of present illness, physical
exam, assessment, and plan, and he or she will
use the computer to request a specialist referral
or order a medication. The nurse may finally
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document administration of the patient’s flu shot
before he leaves the office. This information is all
password protected, encrypted, and stored so that
it may be accessed only by the appropriate
personnel.

Computerized physician order entry is the
functionality that enables health-care physicians
to directly enter orders for medications, labs,
images, immunizations, or other procedures into
the EHR system, which prompts other activities
or provides necessary authorization to accomplish
the task or treatment at hand. Electronic prescrib-
ing (also called e-prescribing or eRx) utilizes the
computer to directly transmit a prescription to the
pharmacy, safely and securely.

All of these functionalities are required for
physicians to satisfy Stage 1 of Meaningful Use
Objectives. The Core Objectives also include
somewhat more advanced EHR functionalities:
clinical decision supports and automated assess-
ment and alerts for medication interactions and
allergies. Clinical decision support tools utilize
information stored in the patient’s record to cue
evidence-based reminders. For example, EHRs
can be programmed to alert the physician if the
patient is eligible and due for a certain vaccine or
to prompt the appropriate lab order if a diabetic is
overdue for a necessary test.

In order to qualify for Meaningful Use incentive
payments, eligible professionals must also ensure
their system checks for medication interactions and
drug-allergy interactions; this EHR functionality
then requests the physician to change the order or
document rationale for overriding the alert.

An additional essential Core Objective for eli-
gible professionals is to share key information
electronically with appropriate physicians and
other health-care providers, safely and securely.

The Menu Set of objectives for Stage 1 of
Meaningful Use includes 10 additional metrics,
of which eligible professionals must satisfy at
least five, including one designated public health
metric (Table 8.1).

The Stage 1 Meaningful Use requirements for
hospitals are similar to those for eligible profes-
sionals, with a few notable exceptions. Hospitals
are not required to electronically prescribe to sat-
isfy Stage 1 of Meaningful Use. While hospitals,

too, must choose 5 out of 10 available Menu Set
Objectives, there are several objectives unique to
eligible professionals and hospitals, respectively,
that comprise slightly different Menu Sets for
each group (Table 8.1).

Stage 2 of Meaningful Use will be implemented
in 2014 and will require eligible professionals
and hospitals to build on existing functionalities
and achieve advanced capabilities such as safe and
secure online access for patients to explore their
own records facile and secure exchange of health
information between authorized care providers.

Stage 3 of Meaningful Use is expected to be
implemented in 2016. Though the regulations will
be developed at a later date, Stage 3 is expected to
require improvements in quality, safety, cost effi-
ciency, and population health metrics [14].

Programmatic Assistance
for Meaningful Use

In addition to the aforementioned funding for the
Medicare and Medicaid Incentive Program, the
American Recovery and Reinvestment Act’s
HITECH Act allotted $2 billion to the Office of
the National Coordinator for Health Information
Technology to develop and fund programs to
support the achievement of Meaningful Use.

The keystone is the Regional Extension Center
Program, which has established 60 local organi-
zations tasked with the provision of onsite techni-
cal assistance to bring a cumulative 100,000
primary care physicians, physician assistants,
and nurse practitioners across the United States
to meaningful use of EHRs [16]. These Regional
Extension Centers help local physicians under-
stand Meaningful Use requirements, assist prac-
tices to adopt and integrate EHRs into their
workflow, and work with office staff to maximize
the use of their technologies for patient benefit.

The State Health Information Exchange
Program has funded 56 states, territories, and
state-designated entities to develop and enhance
capacity for information exchange. These and
other programs launched by ONC will support
the Centers for Medicare and Medicaid Services
Meaningful Use Incentive Program in the effort
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Table 8.2 Programs to support meaningful use of health information technology

Responsible
Program organization
Meaningful Use Incentive Program CMS*
Regional Extension Center Program ONC®
State Health Information Exchange ONC
Cooperative Agreement Program
Beacon Community Cooperative ONC
Agreement Program
Nationwide Health Information ONC

Exchange

Source: Data from Ref. [14]

4CMS denotes Centers for Medicare and Medicaid Services

Funding
$14-27 billion

Purpose

Provide financial incentives to ease
Medicare and Medicaid providers’
transition to meaningfully used EHRs

$677 million Develop 60 regional technical
assistance centers across the country
to aid primary care providers in their

transition to meaningfully used EHRs

$547 million Assist states and designated entities to
develop infrastructure for electronic

information exchange

$250 million Fund 17 advanced communities to
demonstrate the potential of health IT
to enable improvements in quality,

cost efficiency, and population health

N/A Establish a set of standards, services,
and policies that will govern and
enable safe and secure electronic

health information exchange

PONC denotes Office of the National Coordinator for Health Information Technology

to modernize the US health-care system through
the use of health information technology
(Table 8.2). To better understand the role of gov-
ernment and state agencies in health care, please
see Chap. 16.

Current Status and Future
Considerations

As of November 2011, 52 % of all office-based
physicians reported that they were planning on
enrolling in the Medicare and Medicaid EHR
Incentive Programs [6]. EHR usage has grown
significantly over the last 3 years. The percentage
of physicians who use EHRs has increased from
17 % to 34 %; the percent of primary care physi-
cians who use EHRs has increased from 20 % to
39 % [6]. Nonetheless, substantial challenges
remain.

Foremost among these is the development of a
sustainable Nationwide Health Information
Network (NHIN). Rather than a concrete, tangi-
ble system of servers, the NHIN is a set of stan-
dards, services, and policies that will govern and
enable safe and secure electronic health informa-
tion exchange [17]. Once standards are in place

that require systems to operate using the same
languages, it will be easier to exchange coded
information electronically and use information in
decision-making. This will expand the utility of
health IT beyond the typical duties of office
practices to the public health sphere. Already
some large health-care networks are using infor-
mation culled from EHRs to survey for flu out-
breaks and other epidemics of public concern,
maintain immunization registries, and automate
mandatory reporting of certain infections. While
significant progress has been made towards the
development of the NHIN—supported by the
Office of the National Coordinator for Health
Information Technology—the effort continues to
remain in a fledgling state, with significant debate
over the best pathway forward.

The caution in developing this and other
advanced uses of health IT will be that new clini-
cal systems, while more efficient, will bring addi-
tional, sometimes unintended challenges to the
health-care system.

For example, one study found that
implementation of electronic reporting of sus-
pected Lyme disease led to overreporting
(increased total number of reports submitted, but
decreased percentage of true Lyme disease cases
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after investigation) [18]. Physicians will therefore
need to develop more focused algorithms as they
seek to approximate clinical decision-making.
Once the exchange of information has been
streamlined, data within EHRs could potentially
be used to facilitate comparative health effective-
ness research and advance public health goals.

Conclusion

The vision of the United States health-care sys-
tem driven by health IT is one that is able to
seamlessly and securely transfer patient informa-
tion electronically, better equipping health-care
providers and physicians with the information
they need at the point of care. It is one that takes
advantage of advancements in technology to pro-
vide timely reminders to assist physicians in
meeting best-practice goals. Ultimately, it is a
health-care system that can achieve and sustain
improvements in health-care quality, cost effi-
ciency, and population health.

Policymakers in the future will need to consider
additional steps necessary to assist meaningful
users to achieve even more from their EHR sys-
tems. They will also need to consider revising the
current reimbursement system to reward efficien-
cies gained through health information technology
rather than simply rewarding the volume of services
delivered. Progress has been made—in the direction
of Accountable Care Organizations and bundled
payment models—but we still have far to go.

For our part, physicians will need to rise to the
challenge, accepting the difficulties of EHR
implementation and workflow redesign and
embracing opportunities to improve care.
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
e Understand the scope of prescription drug use in the United States.
e Know how drugs are developed, approved, and brought to market for use by patients in the

United States.

e Understand the difference between brand and generic medications.
e Understand how drugs are paid for by patients and other entities.
e Understand the role of pharmacy benefit managers (PBMs) and the components of pharmacy

benefit design.

* Identify recent pharmaceutical policy issues involving off-label prescribing, conflicts of interest,
biologics and biosimilars, and personalized medicine.
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How Are Drugs Used: Epidemiology
of Prescription Drugs

Role of Prescription Drugs
in Health Care

Prescription drugs play a key role in modern
health care. They provide a substantial public
health benefit to populations with access to them.
Treatment for many diseases has been improved
dramatically by improved pharmaceuticals,
including HIV/AIDS, acid reflux disease, diabe-
tes, coronary heart disease, and cancer.
Prescription drugs have played a large role in cut-
ting the mortality of heart disease and stroke by
half from 1970 to 2000 through reducing risk fac-
tors such as hypertension and hyperlipidemia [1].
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Table 9.1 Number of filled prescriptions per capita,
stratified by age, in 2011

Patient age Prescriptions per capita

80+ 36.7
70-79 28.8
65-69 20.8
60-64 22.2
50-59 19.8
26-49 8.2
19-25 4.2
0-18 34
Total 11.3

Source: Data from Ref. [4]

The number of prescriptions written for
patients in the USA has been steadily rising.
Between 1999 and 2009, the total number of dis-
pensed prescriptions increased from 2.8 billion to
3.9 billion, an increase of 39 % [2, 3]. In 2011,
over 4 billion prescriptions were dispensed in the
United States, or 11.3 prescriptions per person
(Table 9.1) [4, 5]. Whereas slightly more than
half of the US population under age 55 had a pre-
scription expense in 2009, more than 91 % of
those over age 65 had an expense [6]. The US
population is projected to increase steadily from
310 million in 2010 to 439 million in 2050, and
the number of US residents over the age of 65
will more than double from 40 million in 2010 to
88 million due to the baby boom and increased
longevity [7, 8]. These factors ensure continual
increases in the number of prescriptions written
and dispensed for the foreseeable future.

Spending on Prescription Drugs

In 2011, the United States spent approximately
$320 billion on pharmaceuticals, with $49 billion
paid out of pocket by patients [4, 5]. Spending on
pharmaceuticals accounted for only 10 % of total
health-care spending in 2010, yet it has become a
major policy issue because of high out-of-pocket
costs for patients and the acceleration in spending
that occurred starting in the mid-1990s, with
growth of 114 % between 2000 and 2010 com-
pared to 83 % growth for health-care spending
overall [9]. Increased use of prescription drugs,

P.A. Choi and W.F. Gellad

development of patent-protected drugs for com-
mon conditions (e.g., atorvastatin (Lipitor) for
high cholesterol), increases in prices, increased
cost for developing new drugs, and an explosive
increase in direct-to-consumer advertising fueled
the increase in pharmaceutical expenditures [2, 3].
Growth in prescription drug spending has since
slowed due to changes in pharmaceutical benefit
design, fewer new drugs, expired patents for some
blockbuster drugs, and increased use of generic
drugs [10]. Yet, more than a quarter of non-elderly
patients allocate more than 50 % of their out-of-
pocket health-care spending to paying for pre-
scription drugs [10]. This burden is especially high
for patients with public insurance and low income.

Billions of dollars are still spent on individual
drugs in the USA, giving them “blockbuster” sta-
tus. For example, in 2010, total spending on
Lipitor, the most commonly used statin medica-
tion for cholesterol control, was $7.2 billion [11].
Other blockbuster drugs in 2010 included esome-
prazole (Nexium) ($6.3 billion), clopidogrel
(Plavix) ($6.1 billion), and fluticasone/salmeterol
(Advair Diskus) ($4.7 billion).

Research and Development of
Drugs and the FDA Approval
Process

Bringing a Drug to Market

Developing a drug is a complex multistep, multi-
year process involving academia, private indus-
try, and the federal government. Novel chemical
entities are developed and screened for pharma-
cological activity by pharmaceutical companies
or universities partnered with pharmaceutical
companies. Prominent medical schools, such as
Harvard Medical School and the University of
California, San Francisco, have recently devel-
oped partnerships with pharmaceutical compa-
nies, such as Pfizer and Sanofi, to develop drugs
in multimillion-dollar collaborations [12].
Clinical trials test the safety and efficacy of
new compounds in humans. Prior to clinical test-
ing, pharmaceutical companies will submit an
Investigational New Drug (IND) application to
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the FDA, which is needed to ship the drug across
state lines for clinical testing. An IND is com-
posed of information from preclinical studies,
which includes animal pharmacology and toxi-
cology studies, manufacturing information per-
taining to composition, stability, and other
physical and chemical properties. Clinical trials
are carried out in three phases prior to approval
and a post-marketing phase if deemed necessary

by the FDA [13]:

* Phase 1 trials are carried out with a small
group (20-80) of healthy volunteers to
determine a safe dosing range, identify side
effects, and evaluate safety.

* Phase 2 trials use a larger group of people
(100-300) to determine safety and efficacy.

e Phase 3 trials are the last step in clinical test-
ing prior to submission to the FDA for drug
approval and typically consist of randomized
controlled trials. A large group of people are
administered the drug, and information is
gathered regarding efficacy, safety, and advan-
tages over current treatments.

* Phase 4 trials are post-marketing studies that
provide additional information on the drug’s
risks, benefits, and optimal use and are some-
times required as part of the FDA approval
process.

Prior to approval, a prescription label must be
developed by the manufacturer. The label is the
documentation that will provide physicians and
patients with information on the indications, con-
traindications, dosing, side effects, pharmacody-
namics, pharmacokinetics, and the clinical trials
leading to approval [14]. Once the New Drug
Application (NDA) has been approved, the man-
ufacturer is able to market and sell the drug.

Cost and Risk of Bringing a Drug
to Market

The process of discovering and developing a drug
is an expensive and risky one. Estimates of the
cost to bring a drug to market vary according to
the study as well as the type of drug being devel-
oped. However, recent studies estimate the out-
of-pocket costs of developing a drug to be well
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over $800 million with capitalized costs over
$1.8 billion per drug [15-17]. Out-of-pocket cost
is the amount of money spent by the company
during the time period developing the drug.
Capitalized cost is out-of-pocket cost plus the
return on investment that could have been
expected if that same money had been used
elsewhere.

In addition to being expensive, drug develop-
ment is risky and requires a significant time
investment. One study estimates that it takes
between 11 and 13 years to discover a drug and
bring it to market [17], and another found that
24.3 potential drugs must be discovered in pre-
clinical testing to produce a single FDA-approved
drug [17].

Orphan Drugs

Orphan drugs are defined as drugs and biologics
“for the safe and effective treatment, diagnosis, or
prevention of rare diseases/disorders that affect
fewer than 200,000 people in the U.S., or that
affect more than 200,000 persons but are not
expected to recover the costs of developing and
marketing a drug” [18-21]. The orphan drug des-
ignation was added in 1983 through the Orphan
Drug Act with the goal of stimulating research
and development of pharmaceuticals for diseases
that affected relatively few patients and thus did
not command the attention of pharmaceutical
companies like other, much more widespread dis-
eases [22]. Numerous incentives such as tax cred-
its for clinical trials, an exclusive right to market
the drug for the approved indication for 7 years,
and federal grants helped make developing these
orphan drugs attractive to manufacturers.

Brand Versus Generic Drugs

Brand-name drugs can be protected from copy-
ing by other manufacturers through two different
methods: patent protection and market exclusiv-
ity [23-25]. Patent protection is conferred by
the United States Patent and Trademark Office
and lasts for 20 years [23-26]. Pharmaceutical
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companies will typically file patents for new
drugs prior to clinical studies/after discovery; this
creates variability in the length of time they are
able to sell the drug with patent protection.
Market exclusivity is an exclusive right to market
the drug and is granted by the FDA. Market
exclusivity begins from the moment the drug is
approved by the FDA. For normal drugs, this
period is 5 years. Orphan drugs receive 7 years of
market exclusivity. The overall effect of patent
protection and market exclusivity is that no other
manufacturer can sell a drug using the same
active ingredient as the protected drug during the
time of protection. During this protected time
period, the drug is categorized as a single-source
brand-name drug [27].

Generic drugs contain the same active ingredi-
ent as their brand-name counterparts and must
have the same strength, purity, dosage, stability,
safety, quality, and route of administration [23—
25]. However, the inactive ingredients may be
different between the brand and generic versions
of a drug. Generic drugs are typically manufac-
tured by companies other than the one that devel-
oped the brand-name drug. They must also go
through an FDA approval process, but instead of
an NDA, the manufacturers must submit an
Abbreviated New Drug Application (ANDA).
ANDAs were introduced in 1984 by the Hatch-
Waxman Act to streamline the process of generic
drug approvals by not requiring the new manu-
facturer to repeat all the costly and lengthy pre-
clinical and clinical trials that are needed for
NDA:s. In addition to a faster approval process,
the Hatch-Waxman Act also conferred market
exclusivity to the new generics for 180 days after
approval, providing an incentive for companies
to bring generics to the market. Once approved,
the drug is now a multisource drug with brand
and generic versions [27].

Generic drugs provide significant savings to
both individuals and the health-care system. In
2010, generic medications saved the US health-
care system over $157 billion, according to the
Generic Pharmaceutical Association [28], and
represented 80 % of all prescriptions dispensed
in 2011 [4, 5]. Use of generic drugs grew by more
than 40 % between 2004 and 2011 [29]. State
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laws mandating generic substitution at the point
of sale, present in many but not all states, have
helped increase the use of generics and reduced
spending on drugs [30].

From Machine to Mouth:
The Pharmaceutical Supply Chain

Once drugs are approved for use by the FDA, how
do they reach patients? The pharmaceutical sup-
ply chain contains numerous players that coordi-
nate with each other to ensure development,
manufacture, transport, and payment for drugs.
This section is modeled on the Kaiser Family
Foundation’s comprehensive “Follow the Pill”
report and will focus on the flow of drugs from
manufacturers to consumers [31]. The complex
interactions between entities in payment for phar-
maceuticals are beyond the scope of this chapter,
but are addressed in detail in the Kaiser Family
Foundation report, and readers are encouraged to
reference this document.

Manufacturers

Manufacturers are the start of the pharmaceutical
supply chain. They can either be brand-name
manufacturers or generic manufacturers. Most
physicians and consumers are aware of brand-
name manufacturers such as Pfizer, Merck, and
Novartis, but are not familiar with generic manu-
facturers such as Mylan, Roxane, and Barr. The
pharmaceutical manufacturing industry is com-
prised of relatively few, large global corporations
that hold the majority of market share [31]. In
2011, the 10 largest pharmaceutical companies
had US sales of $164.1 billion and 51 % of mar-
ket share [32]. Generic manufacturers make less
in sales, but can be comparable to brand-name
manufacturers in number of prescriptions dis-
pensed [31]. Once drugs are manufactured, they
are sold to other intermediaries in the pharma-
ceutical supply chain. Drugs are most commonly
sold to wholesaler distributors. Manufacturers
will also sell drugs directly to retail pharmacies,
mail-order pharmacies, specialty pharmacies,
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hospital chains, health plans, and government
purchasers. Drugs typically do not go from man-
ufacturers directly to consumers.

Wholesale Distributors

Wholesale distributors act as the link between
pharmaceutical manufacturers and other entities
that will distribute drugs to consumers. These
other entities include pharmacies, hospitals, nurs-
ing homes, and other smaller medical facilities.
Some wholesale distributors sell to a broad range
of organizations, while others will specialize in
either selling a certain type of drug, such as bio-
logics, or selling to a certain type of client, such
as nursing homes. In addition to simply purchas-
ing drugs from pharmaceutical manufacturers
and reselling them to other entities further along
the supply chain, wholesale distributors also par-
ticipate in drug repackaging (repackaging drugs
into smaller containers for sale), reimbursement
support, and drug buyback programs (programs
in which wholesale distributors and manufactur-
ers buy drugs back from pharmacies, which
reduces the risk taken on by pharmacies when
they stock drugs) [31].

The pharmaceutical wholesale distribution
industry is highly consolidated due to pressures
to lower costs through economies of scale. The
number of wholesalers declined from more than
200 in 1975 to less than 50 in 2000 [31]. Currently,
the top three wholesale distributors, McKesson,
Cardinal Health, and AmerisourceBergen, con-
trol over 85 % of the wholesale market [33]. In
2011, the big three wholesale distributors had
approximately $291.6 billion in sales [33].

Pharmacies

Pharmacies are often the final physical step in the
pharmaceutical supply chain before drugs reach
the outpatient consumer. Pharmacies purchase
drugs from wholesale distributors or manufactur-
ers and dispense them to patients with prescrip-
tions. In addition to dispensing drugs, pharmacies
play a key role in the exchange of information
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between payers and suppliers such as drug manu-
facturers, health plans, pharmacy benefit manag-
ers, employers, and the government. When a
prescription is being filled, the pharmacy will
typically check for drug interactions with other
prescriptions and check whether the drug is on
the health plan’s formulary and for generic alter-
natives. The pharmacy is also a key point for
recording information about the use of pharma-
ceuticals for demographic purposes.

Pharmacies exist in many different forms such
as retail pharmacies (chain or independent), mail-
order pharmacies (includes Internet-based ser-
vices), supermarket pharmacies, long-term care
pharmacies, and specialty pharmacies (Table 9.2)
[4, 5]. Retail pharmacies are the most commonly
used type of pharmacy in the USA. The top three
chains in the USA are Walgreens, CVS, and Rite
Aid [34]. In retail pharmacies, prescriptions are
brought in by patients, called in by doctor’s
offices, sent electronically, and dispensed for
patients to pick up. Mail-order pharmacies receive
orders by mail, fax, or electronically and ship pre-
scriptions to patients. Mail-order pharmacies tend
to fill prescriptions for a 90-day supply of drugs
instead of the usual 30-day supply and focus on
chronic conditions that require maintenance med-
ication. Mail-order pharmacies represent a small
portion of the pharmacy market but also the fast-
est growing segment. Long-term care pharmacies
provide specialized services for nursing homes.
Four chains provide the majority of prescription
drugs to nursing homes: Omnicare, PharMerica,
NeighborCare, and Kindred Healthcare [31].

Pharmacy Benefit Managers

Although typically not a part of the physical sup-
ply chain providing drugs to consumers, phar-
macy benefit managers (PBMs) play a key role in
controlling and regulating the flow of drugs
through the supply chain. PBMs manage prescrip-
tion drug benefits for employers, health plans, and
other organizations that provide health-care ben-
efits. Some of the largest PBMs in the country
include the recently merged Express Scripts —
Medco Health Solutions, CVS Caremark, and
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Table 9.2 Distribution of prescriptions dispensed in the United States, 2011

Prescriptions

Channel dispensed (millions) Percentage
Total 4,024 100

Retail total 3,695 91.8
Chain stores 2,212 54.9
Independent 740 18.3
Food stores 483 12.0
Mail service 260 6.5
Long-term care 329 8.2

Source: Data from Ref. [4, 5]

ICORE Healthcare [35, 36]. The PBM industry
currently brings in revenues of over $227 billion
and employs more than 125,000 people [37].

The stated aims of a number of PBM functions
are driving down health-care costs and improving
patient outcomes. PBMs use tiered formularies to
encourage consumers to use lower-cost, thera-
peutically equivalent drugs and negotiate lower
prices with manufacturers. PBMs can negotiate
rebates with manufacturers on behalf of the con-
sumers and payers associated with the PBM.
PBMs administer programs designed to aid in
disease management and improve medication
adherence for patients in order to improve health
outcomes and proper utilization of drugs.

PBMs also provide services that improve the
efficiency of the delivery of drugs to consumers.
PBMs negotiate with pharmacies to create a net-
work of pharmacies from which patients in a
health plan can get their prescriptions dispensed.
These agreements between PBMs and pharma-
cies typically lower prescription drug prices. This
generally creates convenience for consumers by
giving them many choices of where to fill their
prescriptions. However, this may force patients to
switch pharmacies if their preferred pharmacy is
not a part of the network. PBMs also often oper-
ate their own mail-order pharmacy service, which,
like most mail-order pharmacies, are especially
targeted to patients with chronic disease. In addi-
tion to providing convenience to patients, mail-
order pharmacies also give PBMs an opportunity
to lower costs by encouraging switches to generic
or lower-cost, therapeutically equivalent drugs
and enforcing formulary compliance.

Examples

CVS, Walgreens, Rite Aid

Spartan Pharmacy, Sullivan’s Pharmacy, Rxtra Care Pharmacy
Kroger, Safeway, Wal-Mart

McKesson, Walgreens, Aetna

HCR ManorCare, Golden Living, Kindred Healthcare

More detail on the role of PBMs and formu-
laries will be discussed in a later section.

Prescribers

Prescribers are the gatekeepers of the pharma-
ceutical supply chain for patients. Prescribing
privileges are defined at the state level. All physi-
cians (M.D. and D.O.) can prescribe any drug
given they are properly licensed. Practitioners
such as veterinarians and dentists have prescrib-
ing powers for drugs relevant to their fields.
Physician assistants are able to prescribe drugs
under supervision of a physician, although their
ability to prescribe controlled substances is lim-
ited and varies by state [38—40]. Similarly, nurse
practitioners hold prescribing authority in certain
states with variation on their ability to prescribe
controlled substances. A recent movement by
psychologists to gain prescribing authority has
resulted in limited prescribing privileges for psy-
chologists in New Mexico and Louisiana, with
efforts ongoing in other states [41].

Pharmacy Benefit Design
Defining Pharmacy Benefit Design

Pharmacy benefit design refers to the way in
which prescription drugs are covered in insurance
plans, how much of a medication a patient can
receive, and how much members will pay for each
drug [42]. PBMs or the insurance plan itself will
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Table 9.3 Pharmacy benefit design definitions
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In a tiered formulary, drugs are placed on certain levels (or tiers), with a set copay/coinsurance for

each tier based on availability of generics or therapeutically equivalent therapies within the class

Requirement to use lower-cost (usually therapeutically equivalent) drugs before using

Term Definition
Formulary List of drugs covered by an insurance plan or PBM
(Formulary) tier
Step therapy
higher-cost drugs
Requirement to prescribe therapies in a predetermined order to patients
Prior

authorization
Quantity limit
can obtain

Source: Data from Ref. [42]

design the pharmacy benefit primarily to reduce
health-care costs through substitution of expen-
sive brand-name drugs with generic or lower-cost,
therapeutically equivalent drugs. The elements of
pharmacy benefit design include tiered formular-
ies and various utilization management tools
including step therapy, prior authorization, and
quantity limits (Table 9.3) [42].

Formularies

When choosing a course of treatment for a
patient, physicians must consult with plan guide-
lines to determine whether a particular drug is on
the formulary for that plan. A formulary is a list
of drugs that are covered by the insurance plan
[42]. The drugs within a formulary are typically
separated into tiers. There are typically three tiers
with increasing out-of-pocket expenses for higher
tier drugs. The first tier consists of generic drugs
($5-10 copay), the second tier is preferred brand-
name drugs ($20-30 copay), and the third tier is
non-preferred brand-name drugs ($50 or more
copay) [42]. Selection of brand-name drugs as
“preferred” or “non-preferred” (and thus place-
ment on tiers) is often based in part on negotia-
tions between the PBM and manufacturers/
distributors. Brand-name drugs for which the
PBM is able to achieve favorable savings will
typically be put onto the second tier, and those
for which the PBM does not achieve favorable
costs will be put onto the non-preferred tier to
discourage patient use. The clinical effectiveness

Requirement that physician get approval to prescribe a drug before the prescription is filled

Limits on the number of pills a patient can receive at one time and the number of refills they

of the drug also plays a role in tier placement.
There may also be a fourth tier for self-injectable
drugs and biologics due to their high cost com-
pared to other pharmaceuticals [43].

Utilization Management Tools

When selecting a drug, the physician must check
whether the plan has step therapy requirements,
the drug requires prior authorization, or quantity
limits exist for the drug. Step therapy consists of
guidelines for treatment that begin with low-cost
drugs and ramp up to more expensive drugs if the
lower-cost drugs fail. For example, a health plan
may require patients with acid reflux disease to
use histamine-2 (H2) inhibitors before they are
allowed to use proton pump inhibitors (PPIs)
[43]. In addition to step therapy guidelines, phy-
sicians must consider which drugs require prior
authorization. High-cost branded drugs may
require that the plan give prior authorization to
the physician before they are able to prescribe the
drug to the patient. Prior authorization implies
conditional coverage of a drug because the PBM
will only cover the drug if certain requirements
(such as step therapy) are met. Quantity limits
usually specify how much of a drug a patient can
receive for each prescription and how often a
prescription may be refilled [42].

PBMs attempt to drive down health-care costs
in a number of ways. Due to the large number of
prescriptions they handle and the influence they
have on drug use through formulary management,
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PBMs can negotiate with pharmaceutical
manufacturers for rebates on large quantities of
drugs. These rebates can range between 5 % and
25 % and are usually paid by manufacturers
6—12 months after a prescription is filled [44].
A portion of these rebates are passed on to con-
sumers. Enforcing generic substitution through
tiered formularies also drives down cost. One
study by the U.S. Government Accountability
Office found that PBMs are able to negotiate
18 % lower costs compared to those plans without
a PBM [45].

How Are Drugs Paid for?

In previous sections, we have reviewed how
drugs are used, how they are developed and
approved for use, and how they move from man-
ufacturers to patients. The issue of how drugs are
paid for is complicated and convoluted, like
much of the payment systems in health care.
Nonetheless, a basic understanding of drug pric-
ing and payment, which follows, is necessary in
order to fully comprehend why many patients
have such difficulty paying for prescription
drugs. For a more complete and comprehensive
economic description of how drugs are priced,
see the working paper by Ernst Berndt and Joseph
Newhouse from the National Bureau of Economic
Research from 2010 [46].

On average, prices for brand-name medica-
tions are 35-55 % lower in other industrialized
countries compared to the USA [47]. These other
countries, like Canada and most of Western
Europe, regulate, or set, the prices for drugs,
rather than letting the market set them. The oft-
used, but controversial, justification for higher
US prices is the need to cover the costs of research
and development of new drugs [48].

Rather than one specific price for each drug
product, there are actually a number of different
prices that determine the ultimate cost of an indi-
vidual product. The most well known is the
Average Wholesale Price (AWP), a benchmark
used by Medicaid and other programs to set pay-
ment rates for medications. The AWP was meant
to reflect the average “list” price at which whole-
salers sell drugs to retail pharmacies, in contrast
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to the Average Manufacturer Price (AMP), which
is the average price paid by wholesalers to manu-
facturers for drugs, after discounts. In recent
years, the AWP has come under intense scrutiny,
because of evidence that the organizations that
publish the AWPs colluded to increase published
prices (which in turn increased reimbursement to
pharmacies under programs like Medicaid that
rely on the AWP [49, 50]). Wholesalers and retail
pharmacies negotiate a set of rebates and dis-
counts based on the volume of drugs they are able
to sell, which changes the actual price paid for
each medication; these rebates and discounts are
proprietary and not publically available. Thus, in
the typical scenario, wholesalers purchase medi-
cations from manufacturers and sell them to retail
pharmacies for a profit, and retail pharmacies
then sell them to consumers for a profit, some of
which is determined by a fixed dispensing fee
paid by the insurer for each medication dis-
pensed, and some based on the difference
between the cost for procuring the drug and the
reimbursed cost for the drug. Wholesalers and
retail pharmacy dispensing fees account for about
a quarter of a prescription’s retail price, by one
estimation, with the manufacturer’s price
accounting for the rest [51]. This scenario is dif-
ferent for large pharmacy chains that might have
their own wholesale and distribution networks or
for large mail-order pharmacies that purchase
directly from the manufacturer.

Most patients actually think about the price of
their drug based on the copayment or coinsur-
ance they have to pay after filling a drug at the
pharmacy, which is quite removed from the
prices discussed previously. These copayments
vary from $5-10 for generic medications (or $4
for specific generics from Wal-Mart and other
large retailers) to $50 or higher for third and
fourth tier brand-name drugs [52]. These copay-
ments are fixed for specific drugs, much like
copayments for office visits are fixed.
A coinsurance payment, on the other hand, is a
percentage of the overall cost for a medication
that a patient pays; for example, if a patient buys
a medication priced at $100 and they face 20 %
coinsurance, they would owe $20.

While the prices of brand-name drugs have
been steadily rising, the increased use of generics
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has recently held down the overall amount that
most patients have to pay out-of-pocket for pre-
scription drugs [10]. There are examples, how-
ever, of very high out-of-pocket costs for specialty
drugs for conditions like arthritis, ulcerative coli-
tis, and cancer as health plans institute coinsur-
ances for these medications, which can cost tens
of thousands of dollars a year [53]. These high
costs are critically important, since not only do
they add financial pressures to patient’s lives (in
some cases, causing them difficulty in buying
basic necessities like food), but research has
clearly shown that increased cost sharing leads to
reduced initiation of pharmaceutical treatment
and worse adherence among those who have
already started treatment [54, 55].

The amount that remains to be paid after
patients have paid their copayment or coinsur-
ance is variable, depending on the specific
insurer and the prices they have negotiated with
each of the players described above (PBMs,
Pharmacies, Manufacturers). Private insurers
paid almost half of all prescription expenditures
in 2008, with the government picking up over a
third of expenditures.

Medicare and Medicaid are the two largest
government payers of prescription drugs.
Medicare began prescription coverage (Medicare
Part D) in 2006 for older adults and those younger
than 65 who qualify for Medicare based on dis-
ability (see Chap. 2). Part D coverage has led to
lower out-of-pocket costs, improved adherence to
medications, and potentially improvements in
health [56-59]. Nonetheless, the Part D benefit is
strongly criticized because of the presence of a
gap in coverage known as the “donut hole,” which
subjects beneficiaries to thousands of dollars in
uncovered prescription expenses after an initial
coverage period. The health reform law of 2010
began closing the “donut hole” by initially offer-
ing discounts on drugs in 2011 (50 % on brands,
7 % on generics), and by 2020 the gap will be
eliminated. For further discussion of the donut
hole, please see Chap. 19. Medicaid, the federal-
state partnership that provides health insurance to
low income Americans, accounts for about a quar-
ter of government spending on prescription drugs;
this proportion changed substantially in 2006
when Medicare replaced Medicaid as the main
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source of drug coverage for the dual eligibles
(those eligible for both Medicare and Medicaid).
The Department of Veterans Affairs and the
Department of Defense are two other government
payers of prescription drugs, although they obtain
much lower prices for their drugs [60].

Selected Pharmaceutical Policy
Issues

Off-Label Use

Off-label prescribing is when a medication is pre-
scribed for an indication or patient population
other than what is approved by the FDA [61].
Off-label use is important because it gives physi-
cians an opportunity to innovate in clinical prac-
tice [62]. Physicians prescribe drugs off-label
with the rationale that the effects of that drug will
carry over to milder forms of the approved indi-
cation, related conditions, or distinct conditions
with symptom overlap [62]. For example, the use
of SSRIs for anxiety and ACE inhibitors for con-
gestive heart failure began off-label [63]. Now,
both are the standard of care for their respective
diseases. Likewise, numerous standards of care
in oncology, pediatrics, and obstetrics are based
on off-label prescribing [61]. However, there has
been much debate over the role of pharmaceuti-
cal companies in off-label use and whether physi-
cians are prescribing drugs off-label without
enough evidence.

Physicians have the ability to prescribe any
drug to any patient if they believe it will benefit
them. On the other hand, the FDA limits the
marketing of drugs by pharmaceutical compa-
nies to only the approved indications [64].
Pharmaceutical companies have a very strong
economic incentive to encourage off-label use of
their drugs because it can significantly expand
the market of the drug. For example, approxi-
mately 90 % of Neurontin’s over $2.7 billion of
sales in 2004 were for off-label use in diabetic
neuropathy [65, 66]. From 1995 to 2008, off-
label use of antipsychotics such as quetiapine,
risperidone, and haloperidol rose in the USA
from 4.4 million treatment visits to 9.0 million
treatment visits [63].
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The marketing practices of pharmaceutical
companies can contribute to physician miseduca-
tion regarding the off-label use of drugs. Scientific
evidence supporting off-label use can range from
adequately studied to completely nonexistent
[67]. In one study, a little over half of physicians
surveyed were able to pick out correct pairs of
drugs and their FDA-approved indications [68].
Another study found that 73 % of off-label pre-
scribing had little or no scientific support [69].
There is also evidence indicating that research for
off-label drug use, especially when funded by
pharmaceutical companies, may be incorrectly
reported and of questionable value [70].
Uneducated or unsupported off-label prescribing
can be harmful because it may erode the public
expectation that drugs will be safe and effective;
increase health-care costs; cause manufacturers to
pursue FDA approval for indications with cheaper
clinical trials that can then be used for off-label
promotion of the drug; and promote a culture that
ignores evidence-based guidelines [62].

The FDA has pursued legal action against
pharmaceutical companies in an effort to cut
down on off-label marketing of drugs to physi-
cians. The FDA has used the False Claims Act to
prosecute marketing by pharmaceutical compa-
nies of off-label uses of drugs. Pfizer paid a $430
million settlement in 2003 for off-label market-
ing of Neurontin [65]. Recently, GlaxoSmithKline
paid $3 billion for off-label marketing of nine
drugs including Paxil, Wellbutrin, and Avandia
[49]. Eli Lilly, Bristol Myers Squibb, Pfizer, and
AstraZeneca have reached settlements worth
more than $2.7 billion regarding the off-label
marketing of antipsychotics to physicians for use
in pediatric populations [71]. Due to the tension
between the medical necessity of off-label pre-
scribing and the desire of pharmaceutical compa-
nies to expand their markets, it is likely that more
of these settlements will be seen in the future.

Conflicts of Interest
According to the Institute of Medicine, conflicts

of interest are “circumstances that create a risk
that professional judgments or actions regarding

P.A. Choi and W.F. Gellad

a primary interest will be unduly influenced by a
secondary interest” [72]. The primary interests of
physicians include providing patients with the
best treatment possible and conducting high-
quality, ethical research. Financial interests are
the most scrutinized secondary interest, but other
interests such as professional advancement and
showing favor to friends, family, students, and
colleagues are also secondary interests [72].
Conlflicts of interest in academic medical centers
have traditionally been associated with small
gifts, free meals, funding for continuing medical
education, speakers bureaus, ghostwriting, and
consulting and research contracts [73].
Substantial efforts have been made to reduce
exposure of trainees to these conflicts of interest,
but many practices that could cause a conflict of
interest among clinicians, researchers, and
administrators still exist [74]. This section will
focus on conflicts of interest involving patient
care and research activities.

Two practices in patient care that have received
attention for leading to conflicts of interest are
free samples of prescription drugs and physician
detailing. Free prescription drug samples are
defended by pharmaceutical companies as a
safety net that allows those with inadequate phar-
maceutical benefits and little money to get the
drugs they need. In 2004, $16.4 billion worth of
free prescriptions were given out as samples [75].
However, a recent study showed that wealthier
patients and those with continuous health insur-
ance were more likely to receive samples than
poorer patients and those who were uninsured for
some or all of the year [76, 77]. The authors con-
cluded that drug samples are not a safety net, but
instead a marketing tool used to introduce
patients to the latest prescription drugs. Patients
who receive samples often have higher prescrip-
tion drug costs than patients who do not [78].
One study found that frequently distributed drug
samples for pediatric populations include one
schedule 2 substance and four with black box
warnings for serious side effects [76, 77].
Although the scientific literature indicates free
samples ultimately do not improve the health
of patients or bring down their health-care costs
on a large scale, it is nonetheless possible that
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individual patients can benefit from samples in
certain circumstances, either by saving on copay-
ments or receiving a medication immediately
without need to go to a pharmacy.

Physician detailing is a practice in which
pharmaceutical sales representatives meet with
physicians and highlight, or “detail”, the uses and
benefits of a drug [72]. One study estimates that
$20.4 billion was spent on physician detailing in
2004 [79]. Physician detailing has been posi-
tively correlated with increased prescribing of a
drug in numerous studies [72]. In a study of
detailing for Neurontin, visits were found to be
short (two-thirds of visits were less than 5 min-
utes long) but effective because 46 % of physi-
cians planned to prescribe Neurontin more
frequently as a result of the detailing [80].

There are many potential sources of a conflict
of interest in research for physicians. Developing
new innovations in medical treatment requires
cooperation between industry and academia.
Over half of all funding for biomedical research
in the United States comes from industry [81].
When carrying out clinical trials funded by
industry, a physician may relinquish the ability to
control the design of the trial, access to data col-
lected from the trial, or even the ability to write
the manuscript [72]. This last practice, where a
company writes the manuscript and the physician
simply adds their name to it, is known as ghost
writing. Another potential fear is that physicians
will be driven by incentives such as financial ben-
efits and professional advancement to continue
studies that harm patients. Studies have consis-
tently found that clinical trials funded by industry
are much more likely than studies not funded by
industry to have results favorable to industry in
terms of drug efficacy and safety [72].

Efforts are being made by academic institu-
tions and other organizations to reduce potential
sources for conflicts of interest. Disclosure of
financial relationships is one of the key elements
to identifying and managing conflict of interest
for physicians. Almost all medical journals
require that physicians disclose any financial ties
they have to industry. Medical schools typically
require that physicians disclose financial ties to
industry as well. When clinical trials are carried

m

out in an academic setting, steps such as indepen-
dent monitoring of the research project, internal
or external data safety monitoring, or disclosing
significant financial ties with industry to patients
may be taken to manage the conflict of interest.
Many medical schools require that investigators
eliminate their financial interest in the company
funding the trial.

Prescription Drug Abuse

Prescription drug abuse is a major problem in the
United States that has coincided with a rise in the
prescription of opioids for pain treatment. The
CDC calls prescription drug abuse the “fastest
growing drug problem in the United States™ [82].
Unintentional overdose deaths increased by
124 % between 1999 and 2007 in the United
States [83]. In 2007, over 11,000 people died
from opioid overdose, more than cocaine and
heroin combined [84]. In 2009, 15,597 people
died from overdose of opioid analgesics [18-21].
A greater emphasis on treating patient pain has
resulted in a huge increase in the amount of opi-
oids prescribed to patients. Sales of oxycodone
and methadone nearly quadrupled between 1997
and 2002 [84]. Sales of all opioids per person in
the United States increased by 402 % between
1997 and 2007 [85]. One interesting effect of pre-
scription opioid abuse is that rural states that pre-
viously did not have severe drug abuse issues,
such as West Virginia, Utah, and Kentucky, have
been hit hardest by the prescription drug abuse
epidemic [82, 84]. The relatively easy accessibil-
ity of opioids in pharmacies has caused drug
abuse problems in areas that previously did not
have problems with illegal drugs.

Opioids and other potentially dangerous pre-
scription drugs are regulated by the Drug
Enforcement Agency (DEA) under the Controlled
Substances Act (1970). Scheduled drugs (those
that have the potential for abuse) are divided into
five schedules of decreasing potential for abuse
(Table 9.4). Schedule I drugs have a high poten-
tial for abuse, have no accepted medical use, and
cannot be prescribed (1970). Schedules II through
V can all be prescribed to patients. Physicians
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Table 9.4 Examples of scheduled drugs
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Schedule Examples

1 Heroin, lysergic acid diethylamide (LSD), mescaline, marijuana, methaqualone
1I Oxycodone/OxyContin, methylphenidate, morphine

1II Hydrocodone, Tylenol w/codeine, buprenorphine, anabolic steroids, ketamine
v Clonazepam, Zolpidem, Modafinil, Midazolam

v Robitussin w/codeine

Source: Data from [86, 87]

may only prescribe scheduled substances after
registering with the DEA, and renewal of regis-
tration is required every 3 years [39, 40, 49, 50].

Physicians are in the difficult position of try-
ing to balance the legitimate need for pain control
in patients and preventing prescription drug
abuse [84, 88]. One intervention used to prevent
prescription drug abuse is a prescription drug
monitoring program (PDMP). PDMPs collect
data on dispensing of any controlled substance
and make that information available for prescrib-
ers to see [38]. The goal of these programs is to
enable physicians to make better informed deci-
sions regarding whether a patient legitimately
needs a drug or may be abusing or diverting the
drug [38, 89]. According to the DEA, 37 states
currently have operational PDMPs, and 11 states
are putting PDMPs into place [38].

The latest effort to curb abuse of opioid anal-
gesics is a recently approved FDA program called
the Risk Evaluation and Mitigation Strategy
(REMS) [18-21]. Approved in mid-2012, REMS
applies to extended-release and long-acting pre-
scription opioids such as OxyContin, Kadian,
and Dolophine [18-21]. There are two compo-
nents to REMS: a prescriber component and a
patient component. The prescriber component is
an optional educational program that will aid pre-
scribers in determining when patients need opi-
oids, whether adjustments in pain control need to
be made, whether they are abusing opioids, and
how to discontinue opioid prescriptions for
patients that no longer need them [18-21].
Likewise, the patient component involves educat-
ing patients on how to use opioids safely, prevent
and recognize overdose in themselves and others,

and dispose of extra drugs [18-21]. There was
substantial debate over how far the REMS should
go in regulating and tracking use of opioids [84,
90, 91]. It is unclear whether the REMS will ulti-
mately be successful in slowing the abuse of opi-
oids in the United States.

Medication Adherence

Nonadherence to medical treatment is a major
problem in every health-care system. Adherence
is defined as “the extent to which patients take
medications as prescribed by their health care
providers” [92]. The WHO estimates that adher-
ence to treatment for chronic diseases in devel-
oped countries is approximately 50 % [93]. In
many cases, adherence drops significantly in the
first 6 months of treatment for chronic disease
[92, 94-96]. In the USA, poor adherence leads to
significantly worse health outcomes and costs
the country between $100 and $300 billion in
direct and indirect health-care costs annually
[92, 97].

Medication adherence has taken on increased
policy importance in the last few years, primarily
because of the development of quality measures
for medication use that include adherence mea-
surement (Pharmacy Quality Alliance). With
passage of the health reform law of 2010,
Medicare Advantage plans will receive quality-
based payments beginning in 2012 based on rat-
ings that are publically reported (the “Star
Ratings”) [98]. Three of the 53 metrics used to
calculate these ratings are measures of medica-
tion adherence for statins, oral diabetes, and
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hypertension medications. After statistical
weights are applied, these three measures account
for 11 % of the overall Star Rating for Medicare
Advantage plans in 2012, thus taking on incredi-
ble financial, and thus policy, importance [99].

Interventions to improve adherence have had
mixed results. One meta-analysis found that
adherence was only increased 4—11 % for most
interventions. Simplifying dosing regimens,
improving patient health literacy, communicating
the benefits and side effects of drugs, and expand-
ing hours of operation have been shown to
increase adherence [92]. Electronic reminder
systems such as text messages, telemonitoring,
and automated electronic monitoring devices are
generally ineffective when used alone [100]. In
person interventions such as counseling, family
therapy, psychological therapy, crisis interven-
tion, and manual telephone follow-up can be
combined with electronic approaches to improve
adherence, but they are costly, complex, and dif-
ficult to scale [92, 97]. In addition, gains in adher-
ence have not proven to be sustainable for long
periods of time [100]. Research is ongoing to
develop new ways to overcome the many barriers
leading to nonadherence.

Innovation

Despite continuous debate over whether individ-
ual drugs are safe and effective and debate over
the best way to deliver drugs to patients, pharma-
ceuticals slowly but surely improve public health.
The future of pharmaceuticals is an exciting one.
The small molecule compounds that have been the
mainstay of pharmaceutical therapy are slowly
being enhanced with synthetic biological com-
pounds. The increased availability of patient
genetic information has the potential to provide
patients with individualized therapies. New elec-
tronic technologies are streamlining and improv-
ing the safety of providing patients with drugs. In
the following sections, we provide a brief over-
view of the first two areas of innovation. See
Chap. 8 for a further discussion of emerging
health information technology.
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Biologics and Biosimilars

Broadly speaking, the FDA defines biological
medicinal products as including “vaccines, blood
and blood components, allergenics, somatic cells,
gene therapy, tissues, and recombinant therapeu-
tic proteins” [101]. “Biologics” are a subclass of
biological medicinal products that are created by
recombinant DNA technology. The European
Agency for the Evaluation of Medicinal Products
defines biologics as “products containing
biotechnology-derived proteins as active sub-
stances” [102]. In contrast to conventional small
molecule pharmaceuticals such as aspirin or
fluoxetine, biologics are carbohydrates, proteins,
nucleic acids, complex mixtures of any of these
three, cells, or tissues [101]. Biologics are much
more sensitive to manufacturing conditions than
conventional pharmaceuticals and contain much
more uncertainty in terms of structure and exact
characterization [101]. The practices of rheuma-
tology and oncology have been revolutionized by
the development of monoclonal antibodies such
as etanercept, adalimumab, and trastuzumab [ 18—
21]. However, biologics can be extremely costly.
For example, imiglucerase for Gaucher’s dis-
eases costs $200,000 per year [103].

The potential benefits that patients can receive
from biologics and their high cost have spurred
biopharmaceutical companies and regulatory
agencies to push development and approval of
“generic biologics” [104]. However, due to the
inherent differences between pharmaceuticals
produced with chemical methods (conventional
drugs) and biological methods (biologics), there
is much debate over how to regulate “follow-on”
biologics. The term given to these follow-on bio-
logics is biosimilars. Biosimilars are not called
generic biologics because they are often manu-
factured using different processes from the origi-
nal and have some differences in regard to
structure and function (generic conventional
drugs have identical active ingredients) [105].
Due to the size and complexity of biopharmaceu-
ticals, biosimilars are not exactly identical to
their biologic counterparts and may have
decreased efficacy or safety (typically due to
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immunogenicity issues) [105]. In 2009, Congress
passed the Biologics Price Competition and
Innovation Act (BCPI) in order to create an
abbreviated pathway for biosimilars [104].
However, the inherent differences between bio-
logics and biosimilars require a substantial
amount of testing data that keeps the approval
process costly and lengthy, potentially offering
no advantage over submitting a new Biologics
License Product [103]. The FDA has yet to
approve a drug through the biosimilars pathway.
Numerous other issues exist with biosimilars.
One difficulty for biosimilars is that they do not
provide the same level of cost savings as generic
drugs do. Biosimilar products usually cost
25-30 % less than biologics instead of 80 % less
like conventional drugs [103]. Also, biosimilars
cannot be switched for their brand-name biolog-
ics without a prescriber order or unless the prod-
ucts are shown to be interchangeable [23-25].
Two products are interchangeable only if they
can be expected to produce the same clinical
result in any given patient and the risk of adverse
effects or decreased efficacy is not any less when
alternating between the two drugs compared to
using only one drug [23-25]. These standards
have been imposed because biosimilars have
caused adverse immune reactions not seen in the
original biologic [105]. Ongoing research and
debate regarding how to make the benefits of bio-
logic drugs available to patients at a reasonable
cost without unnecessary risks will be required.

Personalized Medicine

In 2003, the Human Genome Project was com-
pleted after 13 years to great fanfare [106].
Researchers and physicians believed that a new
age of personalized medicine with genomics
informing medical decisions would soon follow.
Patients would be able to receive treatments with
a high possibility of working and avoid unneces-
sary disappointment and cost with treatments that
were doomed from the beginning due to their
genetic makeup. While such certainty is not yet a
reality, there are already genetic tests that are
used to help determine treatment plans for
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patients with certain conditions. Gene variants of
cytochrome 2C9 (CYP2C9) and vitamin K epox-
ide reductase complex 1 (VKORC1) in combina-
tion with observable physical data such as age,
height, and weight can be used to calculate war-
farin dosages for patients. Targeted therapies are
used frequently in the treatment of cancer to only
use drugs in patients with gene variants that will
allow the drug to be effective. Some examples
include trastuzumab for HER2-positive meta-
static breast cancer, imatinib for Philadelphia
chromosome-positive chronic myeloid leukemia,
and epidermal growth factor inhibitor for non-
small cell lung cancer [107]. As of 2010, pharma-
cogenomic information was available on about
10 % of FDA-approved drug labels [108].

There is also optimism for using genetic infor-
mation to aid in drug development. Genetic test-
ing may help researchers to identify
subpopulations at high risk for side effects [109].
These subpopulations could be excluded from
clinical trials, the drugs could be shown to be
efficacious and safe in all other patients, and the
drugs could be approved along with a diagnostic
test for the genes that predispose to side effects
[109]. Ideally, this personalized approach would
help open up the drug development pipeline.
Promising drugs from the past that were shelved
during clinical trials due to adverse events could
be revisited to see whether a certain gene muta-
tion or group of mutations predisposed patients
to serious side effects [108].

Despite the great promise of genomics and
personalized medicine, questions and concerns
exist over how to implement it properly. It is cur-
rently unclear what level of evidence should be
required before a genetic test is used to inform
clinical decisions. Are randomized controlled tri-
als necessary to validate a test or can retrospec-
tive or prospective observational studies be used
instead? What kind of clinical end points are
appropriate for determining whether a test pro-
vides predictive value? Commentators have also
raised concerns over whether genetic testing will
truly be able to decrease costs and improve out-
comes [110]. There has also been concern
regarding the use of genetic information in a dis-
criminatory manner by employers, insurance
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companies, and others. Congress partially
addressed this question through the Genetic
Information Nondiscrimination Act of 2008
which prevents employers and health insurers
from considering genetic information when mak-
ing decisions regarding individuals or requesting
that they get genetic testing [111]. As genetic
testing become more ubiquitous, there is likely to
be more discussion on how the information
should be used.
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Learning Objectives
After completing this chapter, the reader should be able to answer the following questions:

When did health disparities become a focus of research?

How is the term “health disparities” defined?

How are health disparities and the factors that affect health disparities measured?

What are some examples of health disparities associated with race/ethnicity?

What are some examples of health disparities associated with socioeconomic status?

What are some examples of health disparities associated with education?

What are some examples of health disparities associated with a lack of health insurance?
What are some examples of health disparities associated with geography and living conditions?
What are some examples of health disparities associated with disability?

How are health disparities being addressed?

Introduction

N.M. Issar, B.S. Disparities in health across different social groups

Vanderbilt University Medical Center,
Vanderbilt University School of Medicine,

have always existed, and the Healthy People ini-

Nashville, TN 37232, USA tiative of the US Department of Health and
e-mail: neil.issar@vanderbilt.edu Human Services (DHHS) has aimed to eliminate
M.K. Sethi, M.D. (5<) health disparities among different segments of the
Director of the Vanderbilt Orthopaedic Institute Center US population (defined in terms of income, edu-
for Health Policy, Assistant Professor of Orthopaedic cation, insurance status, race/ethnicity, residence,

Trauma Surgery, Department of Orthopaedic Surgery
and Rehabilitation, Vanderbilt University School of

disability, etc.) since the 1970s. However, global

Medicine, Nashville, TN 37232, USA research efforts were first truly galvanized in
e-mail: manish.sethi@vanderbilt.edu 1980 by the publication of a report commissioned

M.K. Sethi and W.H. Frist (eds.), An Introduction to Health Policy: A Primer for Physicians and Medical Students, 119
DOI 10.1007/978-1-4614-7735-8_10, © Springer Science+Business Media New York 2013



120

by the Department of Health and Social Security
in the United Kingdom, entitled “Inequalities in
Health” [1]. The term “inequalities,” more com-
monly referred to as “disparities” in the United
States, was used to characterize the poor relative
health of socially and economically deprived
populations [2]. Since then, health disparities
have been considered a matter for concern, both
nationally and internationally.

In 1985, DHHS Secretary Margaret Heckler
released the Secretary’s Task Force Report on
Black and Minority Health, which documented
excess deaths from cancer, cardiovascular dis-
eases, diabetes, chemical dependency, homicide,
unintentional injuries, and infant mortality
experienced by minority populations and focused
attention on significant gaps in health status
between whites and minorities [3]. The report also
revealed decades of neglect in seeking solutions
and thrust the health of minorities and other disad-
vantaged groups back onto the national agenda.
The Task Force report spurred the DHHS in 1986
to establish the Office of Minority Health (OMH),
which was designated with the responsibility to
implement the report’s recommendations.

In 1988, the Centers for Disease Control and
Prevention (CDC) created the Office of the
Associate Director for Minority Health, which
then became the CDC’s Office of Minority Health
in 2002. In 2005, the CDC strengthened its com-
mitment to promote health and quality of life and
to eliminate health disparities for vulnerable pop-
ulations by forming the Office of Minority Health
and Health Disparities (OMHD), which subse-
quently became the National Center on Minority
Health and Health Disparities (NCMHD).

The more recent passage of the Health Care
and Education Reconciliation Act of 2010 autho-
rized the transition of NCMHD to become the
National Institute on Minority Health and Health
Disparities, expanding its mission to planning,
reviewing, coordinating, and evaluating all
minority health and health disparities research
activities conducted and supported by the NIH
institutes and associated centers.

The Health Care and Education Reconciliation
Act also supports the goals of the aforementioned
Healthy People initiative. This initiative serves as
the US government’s strategic management
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instrument by identifying preventable threats to
health and setting the country’s agenda for the
prevention of disease and reduction of mortality.
The first edition of health objectives for racial
and ethnic minority populations was initiated in
Healthy People 2000. The elimination of health
disparities became an official objective in Healthy
People 2010. The next iteration, Healthy People
2020, seeks to eliminate preventable disease, dis-
ability, injury, and premature death; achieve
health equity, eliminate disparities, and improve
the health of all groups; create social and physi-
cal environments that promote good health for
all; and promote healthy development and healthy
behaviors across every stage of life.

Definitions

Although the 1980 report by United Kingdom’s
Department of Health and Social Security had a
specific characterization of the term “inequali-
ties,” used interchangeably with the term “dispar-
ities,” research over the last three decades has
substantially muddled the term’s definition. In
addition, how one defines “health disparities” can
have important policy implications with practical
consequences. It can determine not only which
measurements are monitored by national, state,
and local governments and international agencies,
but also which activities will receive support from
resources allocated to address the disparities.
One of the earliest concise definitions of
health disparities was articulated by Professor
Margaret Whitehead in the 1990s as “differences
in health that are not only unnecessary and avoid-
able but, in addition, are considered unfair and
unjust.” She wrote that “equity in health implies
that everyone should ideally have a fair opportu-
nity to attain their full health potential and, more
pragmatically, that no one should be disadvan-
taged from achieving this potential, if it can be
avoided” [4, 5]. Whitehead further defined equity
in healthcare “as equal access to available care
for equal need, equal utilization for equal need,
and equal quality of care for all” [5]. Thus, while
Whitehead did not specifically use the term “dis-
advantaged” in her definition of health dispari-
ties, it is clear from her definition of health equity
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that she was referring to disparities or differences
that adversely affected disadvantaged groups of
individuals. To demonstrate this, she used exam-
ples of differences in children’s life expectancies
according to their parents’ social class or in
adults’ life expectancies according to their own
social class, as well as differences in a range of
health indicators by residence in urban versus
rural settings or in slums versus affluent areas
within the same city [4]. Consequently, socioeco-
nomic status is a factor that has consistently been
linked with health disparities.

The definition further evolved when the 1995—
1998 WHO initiative on Equity in Health and
Health Care defined equity in health as “mini-
mizing avoidable disparities in health and its
determinants — including but not limited to
healthcare — between groups of people who have
different levels of underlying social advantage or
privilege.” These social advantages were implied
to include different levels of power, wealth, or
prestige due to positions in society relative to
other groups of individuals, but could also include
gender, ethnicity, age, and other differences [4].

Braveman and Gruskin further defined equity
in health as the absence of systematic disparities
in health (or in the major social determinants of
health) between groups with different levels of
underlying social advantage/disadvantage such
as wealth, power, or prestige [4]. Inequities or
disparities in health systematically put groups of
people who are already socially disadvantaged
(for example, by virtue of being poor, female,
and/or members of a disenfranchised racial, eth-
nic, or religious group) at further disadvantage
with respect to their health.

The aforementioned 2010 iteration of the
Healthy People initiative indicated that health
disparities included “differences by gender, race/
ethnicity, education, income, disability, geo-
graphic location, or sexual orientation.” As men-
tioned previously, this initiative focuses
predominantly on racial/ethnic disparities due to
the magnitude, pervasiveness, and persistence or
widening of these gaps.

Dr. Paula Braveman subsequently proposed a
more comprehensive definition of a health dis-
parity as being a particular type of difference in
health or in the most important influences on
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health that could potentially be shaped by poli-
cies. She states that it is a difference in which dis-
advantaged social groups (such as the poor,
racial/ethnic minorities, women, or other groups
that have persistently experienced social disad-
vantage or discrimination) systematically experi-
ence worse health or greater health risks than
more advantaged groups [4].

In general, health disparities are systematic
and avoidable health differences according to
race/ethnicity, skin color, religion, or nationality;
socioeconomic resources or position (reflected
by, e.g., income, wealth, education, or occupa-
tion); gender, sexual orientation, gender identity;
age, geography, disability, illness, political, or
other affiliation; or other characteristics associ-
ated (though not necessarily causally linked)
with discrimination or marginalization.

However, these definitions ultimately elicit
debates around the world about the scope and
measurement of health disparities, and there is
still controversy as to whether definitions of
health disparities should imply injustice or sim-
ply reflect differences in health outcomes, and
whether or not they should be limited to associa-
tions with race and ethnicity. This chapter will
view health disparities as a more inclusive term,
analyzing disparities across a number of social
standards and criteria, including race/ethnicity,
socioeconomic status, level of education, health
insurance, geography, physical environment, and
disability status.

Before delving into the analysis of these dis-
parities, it is important to point out a distinction
elucidated by Adler and Rehkopf [6]. They dis-
tinguish between a health difference, which
results from inherent biological distinctions, and
a health disparity, which results predominantly
from the social factors listed earlier. For example,
the fact that only women are subject to ovarian
cancer and men to prostate cancer would consti-
tute a health difference and not a disparity.
However, there may be a disparity in the death
rates from these diseases if there is different allo-
cation of resources for research and healthcare to
one of these cancers over the other.

In addition, while genetics affect the dispari-
ties for some diseases, the effect is negligible in
many cases. For example, African-Americans
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have higher rates of hypertension than European
Americans, which may be attributable to a higher
genetic vulnerability in the former group.
However, this can be contested by the fact that
the prevalence of hypertension among blacks is
lower in Caribbean countries than in the United
States and lower still among blacks in Africa. In
fact, hypertension rates in Africa are equivalent
to or lower than rates among whites in the USA
[7]. This suggests that the higher rates of hyper-
tension among African-Americans in the USA
are more likely due to social factors than to
underlying genetic vulnerability.

Thus, while health disparities may be affected
by both biological differences and social factors,
this chapter’s focus on the latter is for two rea-
sons: not only is the effect of social factors greater
in almost all cases, but these factors are also
largely avoidable and/or reversible.

Measuring Health Disparities

There are various ways of measuring and/or quan-
tifying health disparities. When only two popula-
tions of individuals are compared, a rate ratio is
most commonly calculated to measure a particular
disparity. For example, in the United States, the
annual rate of infant mortality among African-
American babies (14.4 per 1,000 live births) is
more than two times the rate among European
American babies (5.7 per 1,000 live births) [4].
Two groups can also be compared by calculating a
rate difference (typically defined as the absolute
difference in rates). For example, the rate differ-
ence in infant mortality between African-
Americans and European Americans is
approximately 8 per 1,000 live births. Both abso-
lute and relative differences can be meaningful [4].
Socioeconomic status may be measured based
on level of education, occupational characteristics,
income and expenditures, accumulated wealth,
health insurance, and/or residence in geographic
areas or physical environments with particular
social or economic conditions. More complex sta-
tistical measurements such as population attribut-
able risk can be used to quantify the magnitude of
socioeconomic inequalities of health.
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Economic inequality in particular can be mea-
sured using the Gini coefficient. Braveman
explains this measure as one that reflects the over-
all difference between the observed distribution
of economic resources (such as income) in a given
society and a theoretical situation in which every-
one has exactly the same economic resources.
Some researchers have examined how income
inequalities in certain geographic areas (using the
Gini coefficient or similar measures) are associ-
ated with aggregate levels of health experienced
by people residing in those areas [8, 9].

Finally, the index of dissimilarity (ID) has
been proposed by some authors to measure the
overall magnitude of disparities across diverse
kinds of groups (such as those separated by race/
ethnicity or socioeconomic status). The ID for a
given health indicator sums the differences
between rates in each subgroup and the overall
population rate, expressing the total as a percent-
age of the overall population rate.

Thus, there are a number of statistical mea-
surements that have been used or produced to
quantify various forms of disparity. This chapter
will tend to use simpler methods of quantifica-
tion, with a greater emphasis on providing a
broad range of examples of disparities instead of
exhaustive statistical calculations.

Race and Ethnicity

Two major foci of disparities research in the USA
are race and ethnicity. The 2000 US Census indi-
cated that 34.6 million Americans identified as
black or African-American, 10.2 million people
as Asian or Asian-American, and 35.3 million
people as Hispanic or Latino of any race [10].
Correspondingly, the 2006-2008 American
Community Survey revealed that 38.6 % of the
US population identified their race as nonwhite
black or African-American (12.3 %), nonwhite
Hispanic or Latino (15.1 %), or nonwhite other
(11.2 %) [3]. More recently, the 2010 US Census
suggested that the growth of blacks, Asians,
and Hispanics is accelerating and that minorities
will comprise a majority of the country’s total
population as early as 2042, when Hispanics will
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comprise 24 %, blacks 15 %, and Asians 8 %
[11]. For instance, the Hispanic population
increased by 15.2 million between 2000 and
2010, accounting for over half of the 27.3 million
increase in the total population of the United
States [12]. Thus, it is reasonable to expect that
immigrants across all aforementioned ethnic
groups will account for most of the population
growth in the coming decades, further increasing
the racial/ethnic heterogeneity of the US popula-
tion and augmenting the importance of focusing
on health disparities associated with race and

ethnicity.
In general, race and ethnicity can be markers
of poverty, preexisting conditions, and/or

decreased access to health systems [13]. This is
reflected in medical conditions such as sepsis,
asthma, and cancer, as well as in insurance status
and various other health-related measures. For
example, sepsis is currently the tenth leading
cause of death overall in the United States and
represents a healthcare burden of nearly $17 bil-
lion [14]. Studies have shown that nonwhites are
nearly twice as likely as whites to develop sepsis,
with higher infection rates and a higher risk of
acute organ dysfunction in blacks in particular
[15]. Many of these studies may be confounded
by the fact that black patients with sepsis had a
greater likelihood of having HIV infection, dia-
betes mellitus, obesity, burns, and/or chronic kid-
ney disease; however, this too represents a serious
health disparity. In addition, more than 44 million
Americans lack health insurance, and hospital-
ized black patients are more than three times as
likely as white patients to be uninsured, resulting
in limited access to preventive health services
[14]. This disparity rises to nearly four times for
black patients with sepsis [16].

Children of minorities are similarly affected by
disparities in health. For example, Wegienka and
colleagues noted racial disparities in allergic dis-
ease-related outcomes in children as early as
2 years of age, with black children being more
likely than white children to have a positive skin
prick test, an elevated allergic specific IgE, and
atopic dermatitis [17]. These disparities could not
be explained by family income, maternal education,
parents’ marital status, family housing payment,

123

prenatal exposure to indoor pets, living with a
smoker, breastfeeding, or a host of other factors.

It makes sense then that asthma also dispro-
portionately affects minority and disadvantaged
children, including residents of federally assisted
housing. An explanation for this disparity is that
racial and ethnic minority and low-income chil-
dren are more likely to live in substandard hous-
ing with greater exposure to allergens and higher
asthma sensitization rates due to crowding, pest
infestations, poor ventilation, deteriorated carpet-
ing, excessive moisture and dampness, and/or
structural deficits [11, 18]. Because environmen-
tal conditions in the home can exacerbate asthma
symptoms, housing interventions to combat this
disparity could include home assessment for
asthma triggers (e.g., environmental tobacco
smoke, dust mites, outdoor air pollution, cock-
roach allergen, pets, mold, and wood smoke),
provision of products and services to reduce
exposure to asthma triggers (e.g., mattress cases
and chemical methods to reduce dust mites), and
asthma education on identification of asthma
triggers and how to reduce exposure [19]. A more
detailed discussion of methods to reduce and
eliminate disparities in general occurs later in
this chapter.

More generally, Schuster and colleagues stud-
ied 5,119 public school fifth-graders and their
parents in three US metropolitan areas and noted
significant differences between black children
and white children for 16 health-related mea-
sures, many of which are contributors to youth
morbidity and mortality [20]. There were also
significant differences between Latino children
and white children for 12 of the 16 measures. For
example, they found that 20 % of black children
and 11 % of Latino children had witnessed a
threat or injury with a gun, while only 5 % of
white children had witnessed such an event. In
addition, white children performed vigorous
exercise on a greater number of days per week
than black and Latino children. Black children
also had higher levels of cigarette use, obesity,
peer victimization, and discrimination and
lower levels of consistent bike helmet use and
psychological/physical quality of life than white
children [20].
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Blacks (or African-Americans) and Hispanics
(or Latinos) are not the only racial/ethnic groups
affected by disparity in health. For example, data
from the Racial and Ethnic Approaches to
Community Health (REACH) 2010 Risk Factor
Survey demonstrated a high prevalence of
self-reported cardiovascular disease, hyperten-
sion, high cholesterol, and diabetes with
American Indian men and women having the
highest median prevalence of obesity at 39.2 %
and 37.5 %, respectively, compared with only
2.9 % and 3.6 % of Asian/Pacific Islander men
and women, respectively [21]. Similarly, ciga-
rette smoking was common in American Indian
communities, with a median of 42.2 % for men
and 36.7 % for women [21].

Ethnic minority and medically underserved
populations also suffer disproportionate burdens
of cancer, and the disparity appears to be grow-
ing. By 2050, it is estimated that the number of
new cancer cases among Asian-Americans and
Pacific Islanders will increase by 132 %, com-
pared to a 31 % increase for whites. In addition,
Asian-Americans and Pacific Islanders are the
groups with the lowest cancer screening rate of
all ethnic groups, and several of their subgroups
have a higher percentage of late-stage diagnoses
[22]. Moreover, it has been postulated that
unequal distribution of funding for hospitals car-
ing for minorities results in a lower quality of
cancer care available to minority patients. A 2009
study of quality of care and surgical mortality
after breast or colon cancer surgery found that
lower quality care was a major determinant
of disparities in outcome between minority popu-
lations and those who belong to the dominant
culture [22].

Many have attempted to explain the prominent
disparities associated with race or ethnicity. For
example, Link and Phelan, as well as other
researchers, have proposed that racism, in par-
ticular institutional racism (defined as the pres-
ence of societal structures that systematically
constrain the opportunities of groups on the basis
of their race or ethnicity), plays a prominent role
in the persistence of health disparities associated
with race or ethnicity [23-26]. Through racism,
race becomes linked to socioeconomic status,
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which in turn affects health outcomes and access
to high-quality healthcare.

Another body of research, led by Dr. Arline T.
Geronimus, posits that “weathering” of the body
under persistent adversity (i.e., the increased
wear and tear induced by stressful experiences
that overuse and dysregulate pathways normally
used for adaptation to threat) reflects an accelera-
tion of normal aging processes [27-29]. Dr.
Geronimus proposes that this process is also
assailed by disparities. For example, African-
Americans experience earlier deteriorations of
health in a cumulative fashion, leading to pro-
gressively larger health disparities with age and a
life expectancy that is 4-6 years less than for
whites [30].

Shonkoff and colleagues also propose that
influences in childhood can affect the regulation
of biological systems [31] and that this is a major
contributor to disparities affecting adults of dif-
ferent races and ethnicities in later life. For exam-
ple, a fetus in an intrauterine environment
characterized by poor nutrition may undergo
energy-sparing metabolic changes that are
designed to be adaptive in a postnatal environ-
ment of food scarcity. While these metabolic
changes may be beneficial in the short run, prob-
lems can arise later in life when the initially
adaptive advantage turns out to be nonadaptive.
The early childhood environment will then
be characterized by energy abundance, a
carbohydrate-rich diet, and a sedentary lifestyle.
This can result in an increased risk of obesity and
other metabolic disorders [32, 33].

Disparities such as the ones outlined here also
affect subgroups defined by social factors other
than race or ethnicity. Studies have shown that
other subgroups significantly and adversely
affected include individuals with low socioeco-
nomic status and residents of the southeastern
United States and the Appalachians [21].
Similarly, individuals with less than a high school
education tend to have a higher burden of cardio-
vascular disease and related risk factors regard-
less of race/ethnicity [21]. Consequently,
disparities associated with socioeconomic status,
geographic location, education, and the like merit
discussion.



10 Health Disparities

Socioeconomic Status

The correlation between low socioeconomic sta-
tus and poor health outcomes is well studied and
perhaps one of the most well appreciated. For
example, poor living conditions early in life (e.g.,
inadequate nutrition, constraints on fetal and
infant growth, and recurrent infections) are
known to be associated with increased rates of
cardiovascular, respiratory, and psychiatric dis-
eases in adulthood [34-37].

Dr. Braveman and Dr. Susan Egerter have also
shown that American adults living in poverty are
more than five times as likely to report being in
fair or poor health as adults with incomes at least
four times the federal poverty level. The income-
health relationship is not restricted to the poor
[38]. Studies of Americans at all income levels
reveal inferior health outcomes when compared
to Americans at higher income levels.

Income is one of the most common markers of
socioeconomic status, and its importance to
health might not be surprising to some. However,
the magnitude of the relationship is not always
appreciated. For example, Woolf and coworkers
calculated that 25 % of all deaths in Virginia
between 1996 and 2002 would have been averted
if the mortality rates of the five most affluent
counties and cities had applied statewide [39].
Even more striking is that Muennig and col-
leagues estimated that living on incomes less
than 200 % of the federal poverty level claimed
more than 400 million quality-adjusted life years
between 1997 and 2002 [40]. This means that
poverty had a larger effect than tobacco use and
obesity. Thus, income, like race/ethnicity, has a
striking association with health outcomes and is a
significant part of the web of social and economic
conditions that affect health.

Education

Education has also been used as a marker of socio-
economic status, and disparities associated with
level of education have been widely researched.
Ma and coworkers calculated age-standardized
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death rates and their average annual percent
change for all cause and major causes (cancer,
heart disease, stroke, diabetes, accidents) from
1993 through 2007 for individuals aged 25-64
years. They used education as a marker of socio-
economic status and found that all-cause mortality
rate decreased annually by 1.5 % in men and
0.7 % in women (likely reflecting progress in pre-
vention and treatment of major medical condi-
tions causing death) [41]. However, the mortality
improvement was mainly concentrated in the most
educated populations. Those with the least educa-
tion experienced either less progress or a worsen-
ing trend in mortality. For example, mortality in
women with 12 or less years of education
increased by 0.9 % from 1993 to 2007 [41].

Another study compared 31 developing coun-
tries regarding the likelihood of attending four or
more antenatal care visits. The likelihood of this
activity was 2.89 times higher for women with
complete primary education than for those less
educated [42]. Individuals with more education
have also been shown to respond more cautiously
when confronted with potentially harmful phar-
maceutical advertising than those in less edu-
cated groups [43]. Moreover, education is
significantly related to awareness of smoking
cessation programs and access to medical infor-
mation [44]. Furthermore, in schizophrenia, indi-
viduals with more formal education have better
cognitive training response and adherence to
treatment [45]. In fact, Elo and Preston reported
that every additional year in educational attain-
ment reduces the likelihood of dying by 1-3 %.
This impact on life expectancy by education is
true for every demographic group and has been
persistent, if not increasing, since the study by
Elo and Preston was published [46]. Thus, it is
clear that education is another significant part of
the web of social and economic conditions con-
tributing to health disparities.

Health Insurance
In the United States, insurance is an independent

factor affecting health outcomes and healthcare,
as the high cost of health insurance matters for
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uninsured non-elderly adults and children,
whether healthy or disabled, above or below the
poverty level. Consequently, lack of health insur-
ance is a major barrier to accessing preventive,
diagnostic, or therapeutic health services. Due to
the relationship between employment, income,
and insurance, members of racial and ethnic
minority groups who have suffered discrimina-
tion with respect to educational, economic, and
immigration opportunities are more likely to be
uninsured, particularly if they have limited profi-
ciency in English [47].

In general, compared to those who are insured,
individuals who lack health insurance are 3.9
times more likely to not obtain needed care (35 %
vs. 9 %), 3.25 times more likely to not fill a pre-
scription because of cost (13 % vs. 4 %), 4.7
times more likely to have no regular source of
care (42 % vs. 9 %), and 3.1 times more likely to
postpone care because of cost (47 % vs. 15 %)
[48]. The uninsured are also more likely to be
Hispanic and noncitizens (as many noncitizens
are employed in low-wage jobs without health
benefits and are ineligible for public coverage in
most states) [49], die earlier and have poorer
health status, be diagnosed at later stages of dis-
ease, and get less treatment than those with insur-
ance. They are also sicker when hospitalized and
are more likely to die during their stay [47]. In
addition, both uninsured adults and children are
much more likely to be low income than their
insured counterparts. Among uninsured non-
elderly adults, nearly 60 % have family incomes
below 200 % of the federal poverty level, as do
nearly 70 % of uninsured children [49]. In fact, in
2004, the high cost of health insurance was the
primary reason for being uninsured across popu-
lation subgroups defined by age, race/ethnicity,
health status, family structure, employment, and
income. High cost as a reason for being unin-
sured was particularly prevalent among older
adults and older children, Hispanic individuals,
noncitizens, and those who had been uninsured
for longer periods of time [49]. Thus, a lack of
health insurance is inexorably tied to health dis-
parities associated with the aforementioned
social factors such as race/ethnicity and socio-
economic status.
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Geography and Living Conditions

Adler and Rehkopf point out that place of birth is
a critical and frequently ignored component of
socioeconomic and racial/ethnic disparities [6].
For most health outcomes, foreign-born individu-
als have lower rates of disease than individuals
born in the USA, and they live on average 3.4
years longer—a number that has been increasing
over the past three decades. The gap is the largest
for native-born vs. immigrant blacks and
Hispanics [6]. There are also significant health
disparities between countries —life expectancy at
birth in Zambia (41.2 years) is half that of Japan
(82.4 years)—and within countries other than the
United States [49]. Within the Scottish city of
Glasgow, there is a 28-year gap in life expectancy
between the wealthiest and poorest areas; among
the poorest, male life expectancy is 8 years less
than the average life expectancy in India.
Similarly, the gap in life expectancy between
men in Washington, DC, and in suburban
Maryland is approximately 17 years [50].

Like location of birth, location of residence is
also a commonly discounted component of dis-
parities in healthcare and health outcomes. This
has been demonstrated by the phenomenon of
“small area variation” in rates of healthcare utili-
zation. For example, the Dartmouth Atlas of
Health Care used large samples of Medicare
enrollees to measure such disparities across 306
Hospital Referral Regions (HRR) in the United
States. Even after controlling for differences in
underlying health status across regions, there was
clear evidence of persistent and large differences
in treatment patterns, even in adjacent areas. In
addition to disparities in treatment patterns, there
were also substantial variations in health out-
comes by region [51]. Research has also docu-
mented race-specific and  gender-specific
variations at the county or state level in overall
mortality rates, disease-specific mortality rates,
and healthcare treatment. For example, Schneider
and colleagues classified coronary artery bypass
graft (CABG) surgery and percutaneous translu-
minal coronary angioplasty (PTCA) on a sample
of Medicare beneficiaries who had all undergone
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coronary angiography. The sample was drawn
from over 173 hospitals, and each individual’s
treatment was classified as being appropriate,
uncertain, or inappropriate. The authors found
that there was substantial variation between states
in the inappropriate use of both CABG and
PTCA. For PTCA, inappropriate rates were 24 %
in California, 14 % in Pennsylvania, 8 % in
Georgia, and 12 % in Alabama [52].

Similarly, Chandra found that 85 % of all black
acute myocardial infarction (AMI) patients were
treated by only 1,000 hospitals, whereas only
40 % of all white AMI patients were treated at
these same hospitals. In fact, almost 3,000 hospi-
tals in the United States treated no black AMI
patients [53]. Because blacks and whites seem to
go to different hospitals for AMI care, these dif-
ferences may play an important role in racial dis-
parities in outcomes for heart attacks. Another
study by Barnato and colleagues found that within
hospitals there were actually no black-white dis-
parities in the use of effective medical treatments,
such as aspirin and beta-blockers during hospital-
ization. But there were differences in the use of
these treatments between hospitals [54]. These
regional differences in treatment and utilization
have clear implications for the percentage of racial
minorities receiving appropriate healthcare.

It is important to note that the measurement of
regional variation in healthcare utilization is dif-
ficult for many reasons, outlined by Chandra and
Skinner [51]. First, a great deal of statistical
power is necessary to measure utilization at the
local level; even a sample of 50,000 observations
quickly loses power when the data are separated
by region and used to focus on specific diseases.
Small sample sizes and inadequate statistical
power can generate false area variation by mere
random noise in measured average rates. Second,
the problem of migration to hospitals must be
considered. For example, Boston hospitals typi-
cally accept referrals from all over the New
England area, and if these patients were counted,
it might appear falsely that Boston residents were
at elevated risk of hospitalization. Finally, one
needs a sample that is not subject to selectivity
bias. For example, the sample of Medicaid
patients or of managed care patients is not likely
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to be representative of the general population as
Medicaid patients can become eligible due to
serious illness, while managed care patients are
likely to be healthier than the general population.

Besides geographic location, racial and ethnic
minorities also live disproportionately in physical
environments that lack the resources necessary to
generate and sustain health. It has been shown,
for example, that segregated African-American
neighborhoods are often characterized by sub-
standard housing, high levels of abandoned build-
ings, larger numbers of commercial and industrial
facilities, and inadequate municipal services and
amenities, including police and fire protection
[6]. Physical locations also vary in exposure to
toxins, pathogens, and carcinogens. The environ-
ment may present differential risks from chemical
substances (e.g., lead paint), respiratory irritants
(e.g., diesel fumes), litter, and noise. In addition,
crowding, substandard housing, elevated noise
levels, and elevated exposure to noxious pollut-
ants and allergens (e.g., lead, smog, particulates,
and dust mites) are all common in poor, segre-
gated communities and have all been shown to
adversely affect health. In many urban areas, the
physical environment may constrain exercise.
Neighborhoods that lack safe recreational spaces
and in which residents have concerns about their
personal safety also discourage individuals from
participating in physical activity [6].

Where one lives may also limit access to
healthy foods. Many large commercial enter-
prises avoid segregated urban areas; as a result,
the available services are typically fewer in quan-
tity, poorer in quality, and often higher in price
than those available in less-segregated urban
areas. The absence of stores with reasonably
priced fresh fruits and vegetables may discourage
individuals from including these foods in their
daily diet. The consumption of healthy foods has
been shown to be positively associated with their
availability [55], and the availability of healthful
products in grocery stores varies across zip codes.
For example, Horowitz and coworkers demon-
strated the remarkable disparity in healthy food
access for patients with diabetes in New York’s
largely white and wealthy Upper East Side
and the largely black and Latino East Harlem
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community nearby [56]. Differential access by
race and ethnicity to full-service supermarkets
[57], parks [58, 59], and other basic amenities
has also been demonstrated. Thus, the high cost
and poor quality of food choices in segregated
neighborhoods can lead to worse nutrition and
poorer associated health outcomes.

Residential segregation may also explain
racial differences in other health outcomes that
have strong environmental components such as
homicide and drug abuse. African-Americans are
much more likely than whites to be victims of all
types of crime, including homicide, demonstrated
by the fact that out of the 15 leading causes of
death in the United States, the black-white gap is
largest for homicide [60]. Additionally, a national
study revealed that elevated rates of cocaine use
by blacks and Hispanics could be mostly
explained by neighborhood clusters [61]. Thus,
living in certain neighborhoods places individu-
als at increased risks from tobacco, alcohol,
drugs, and violence.

Not only does living in certain environments
and states impact healthcare utilization and health
outcomes, but healthcare costs also vary by geog-
raphy, and this disparity has been growing over
the past two decades. Between 1992 and 2006,
overall Medicare spending rose by 3.5 % annu-
ally, but per capita inflation-adjusted spending in
Miami grew at an annual rate of 5.0 %, as com-
pared with just 2.3 % in Salem, Oregon, and
2.4 % in San Francisco. In dollar terms, the
growth in per capita Medicare expenditures
between 1992 and 2006 in Miami ($8,085) was
nearly equal to the level of 2006 expenditures in
San Francisco ($8,331) [62]. Even marginal dif-
ferences in per capita spending can have large
differences in overall regional expenditure. For
example, per capita spending in East Long Island
was $2,500 more than in San Francisco, which
translates into approximately $1 billion addi-
tional annual Medicare spending from this region
alone [62]. As it has already been shown that
there is a disparity in healthcare utilization by
different races/ethnicities between states, a dif-
ference in healthcare costs in these states only
widens the racial disparity.
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Disability

Costs associated with disabilities are more than
$300 billion per year. Yet, individuals living with
disabilities remain a critically underserved popu-
lation, and there is significant evidence that dis-
ability is an independent factor affecting health
disparities. A particularly vulnerable subgroup is
women with disabilities who are also raising chil-
dren. Kim and coworkers analyzed data on 28,629
women with and without disabilities who are rais-
ing children. They found that women with dis-
abilities were less likely to have a partner or
spouse, reported lower incomes and education lev-
els, and were older. Women with disabilities rais-
ing children also reported significantly lower
health-related quality of life including poor gen-
eral health, frequent mental distress, and frequent
poor physical health. In addition, they had higher
prevalence of chronic health conditions (e.g.,
arthritis, cardiovascular diseases, diabetes, asthma,
high blood pressure, high cholesterol, and obe-
sity), higher prevalence of adverse health behav-
iors (e.g., smoking and lack of exercise), greater
financial barriers to healthcare, and a greater lack
of social and emotional support. These disparities
remained even after controlling for age, education,
income, and relationship status [63]. The results of
this study are crucial as strong associations have
been shown between increasing numbers of trau-
matic childhood events (which occur with higher
frequency in children with mothers with disabili-
ties) with greater prevalence of a wide array of
health impairments, including coronary artery dis-
ease, chronic pulmonary disease, cancer, alcohol-
ism, depression, and drug abuse [64, 65], as well
as overlapping mental health problems [66—68],
teen pregnancies [69], and cardiovascular risk fac-
tors such as obesity, physical inactivity, and smok-
ing [70]. While this study demonstrates the health
disparities associated with disability status alone,
there is a wealth of research that also shows wide-
spread associations between disability, having low
income and education, and being a racial minority,
all of which have already been shown to contribute
to health disparities.
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Addressing Health Disparities

As previously discussed, the DHHS Healthy
People initiative is one of the most prominent
efforts to reduce and ultimately eliminate health
disparities. One of the two overarching goals of
Healthy People 2010 is “to eliminate health dis-
parities among different segments of the popula-
tion,” after defining health disparities as
differences that occur by gender, race/ethnicity,
education, income, disability, living in rural
localities, or sexual orientation [71]. A similar
goal to achieving health equity and eliminating
health disparities was proposed by the Health and
Human Services Secretary’s Advisory Committee
(SAC) for Healthy People 2020. Similarly, the
director general of the World Health Organization
established the Commission on Social
Determinants of Health (CSDH) in 2005 to
achieve analogous aims. Specifically, the CSDH
produced recommendations to promote health
equity based on three principles of action:
improve the circumstances in which people are
born, grow, live, work, and age; tackle the inequi-
table distribution of power, money, and resources
(the structural drivers of conditions of daily life);
and measure the problem, evaluate the action,
and expand the knowledge base [50]. The CSDH
call for action on social determinants of health
also applies to differences between ethnic groups.
This is especially important as it has been esti-
mated that nearly 900,000 deaths could have
been averted in the USA between 1991 and 2000
if mortality rates between white and black indi-
viduals had been equalized [50].

We previously outlined various definitions of
the term “health disparities,” and this is impera-
tive as effective public policies require clear and
contextually relevant operational definitions to
support the development of objectives and spe-
cific targets, determine priorities for use of lim-
ited resources, and assess progress. The need for
clear definitions is also compelling given the lack
of progress toward reducing racial/ethnic and
socioeconomic disparities in medical care [72]
and health [73, 74] over the past few decades.
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Dr. Meredith Minkler discusses two interre-
lated concepts relevant to eliminating health dis-
parities: distributive justice and procedural
justice. The former term, widely used in environ-
mental justice work, typically refers to the need
to rectify disproportionate exposure to pollutants
and other environmental hazards in low-income
communities and communities segregated by
race/ethnicity. However, distributive justice also
can relate to the disproportionate lack of access
to resources or assets, such as safe recreation
areas and stores selling high-quality and afford-
able fresh fruits and vegetables. Finally, eliminat-
ing health disparities requires the promotion of
procedural justice, defined as equitable processes
through which low-income communities, rural
residents, and other marginalized groups can gain
a seat at the table and have a voice in decision-
making and policy implementation [75].

Research has also shown that provider-patient
communication is another factor linked to patient
satisfaction, compliance with medical instructions,
and health outcomes. Thus, poorer health out-
comes may result when sociocultural differences
between patients and providers are not reconciled
in the clinical encounter. More broadly, there is
evidence that patient-centered care and cultural
competence may be important in improving qual-
ity and eliminating racial/ethnic healthcare dispar-
ities [76]. Given the role of federal, state, and local
governments in managing and financing health-
care delivery (see Chap. 16), especially for vulner-
able or disadvantaged populations, cultural
competence may be a method of increasing access
to quality care for all patient populations. As
minorities may have difficulty getting appropriate,
timely, high-quality care because of linguistic and
cultural barriers, cultural competence could
change our “one size fits all” healthcare system to
one that is more responsive to the needs of an
increasingly diverse patient population, which, in
turn, would help reduce health disparities associ-
ated with culture, race, and ethnicity.

Physician organizations are another crucial
cog that must be actively engaged, as they are in
a unique position to implement policies and pro-
grams to reduce/eliminate disparities. Peek and
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coworkers showed that despite the national prior-
ity to eliminate health disparities, greater than
half of national physician organizations are doing
little to address the problem. In fact, many physi-
cian organizations have inadvertently contributed
to health disparities by promoting racial and eth-
nic bias in healthcare delivery through actions
such as excluding racial and ethnic minority phy-
sicians from physician organizations and segre-
gating minority patients and providers into health
systems with inadequate resources [77].

Shonkoff and colleagues astutely point out that
despite the unassailable association between
social class (and other markers of disadvantage)
and differences in health, we still lack unanimity
regarding the precise causal mechanisms linking
adversity to health status [31]. Some critics have
suggested that there be greater focus on inequali-
ties in service utilization and differential treat-
ment by the healthcare system. Others have called
for greater attention to the role of broader social
and economic influences on health, although the
task of translating this perspective into concrete
policy initiatives has generated more rhetoric than
action. Either way, educating medical profession-
als regarding the aforementioned differences and
effective policy remedies, which is the purpose of
this chapter, is an integral first step in reducing
and ultimately eliminating health disparities.

Conclusion

Disparities in health have been a focus of intensive
research for the last three to four decades, with the
US DHHS Healthy People initiative being an
exemplar of efforts to eliminate health disparities.
These efforts have been aided by increasingly
enhanced definitions of “health disparities,” with
many researchers viewing the term as an inclusive
one involving disparities associated with race/eth-
nicity, socioeconomic status, education, health
insurance, geography, physical environment, dis-
ability status, and other criteria. As demonstrated
in this chapter, disparities are indeed associated
with all of these social factors, with many of the
disparities directly affecting health outcomes and
the risk of incurring detrimental health conditions.

N.M. Issar and M.K. Sethi

Overall, understanding and attempting to reduce
health disparities are critical endeavors with pol-
icy implications and practical health conse-
quences. These endeavors must be led by medical
students and healthcare practitioners alike, as we
are all in a distinct position to implement policies
and programs to reduce and ultimately eliminate
health disparities.
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
* The size and structure of the health insurance market in the United States
e Health care as an economic good and be able to track where the money comes from in the

health-care industry

e What factors and dynamics drive the costs for health services in America’s insurance-based

system

e How rising demand and the misalignment of risks and incentives have been part of the cause
of rising health-care costs in the United States
¢ New cost-reduction and quality-improvement strategies being implemented in America today
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of the US Health-Care Market

US Health-Care Market: The Size
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United States spent more on health care in 2000
than any other country in the Organisation for
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Economic Co-operation and Development
(OECD) [1]. In 2010, total national health expen-
ditures reached $2.6 trillion [2], which was over
17 % of GDP [3]; this percentage is the highest to
date in America because the rise in health-care
costs has outpaced inflation since 1970. In fact, in
1970, shortly after Medicare/Medicaid was cre-
ated, health-care expenditures had comprised a
mere 7.2 % of GDP. In 2008, our per-capita
health expenditure was $7,538, which was $2,500
more than the next highest per-capita expenditure
of Norway [4].

However, after 2000, cost increases have less-
ened, from 9.5 % in 2002 to 3.9 % in 2010 [5].
Many attribute this to America’s economic strug-
gles, especially considering the 2007-2008 finan-
cial crisis. Essentially, fewer available dollars to
spend would mean less demand for health care,
which would also mean minimal price inflation.
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Detractors of this theory contend that medicine is
recession proof and that the slow leveling of costs
is a genuine achievement in cost containment [6].
Health-care prices are also much higher in
America than in any other country, in addition to
the fact that costs of US medical care are the
highest in the world [1]. The other 19 most
wealthy countries (by GDP) pay less than half
what the USA does for health care, and they also
have added 6 more years of life expectancy than
the USA (since 1970) [7]. Some assert that these
statistics show that the US system is both the
most costly and the most inefficient health-care
system in the world. Others argue that the life
expectancy in the USA reflects poor preventive
health and the widespread obesity epidemic rather
than the inefficiencies of the system. Regardless,
our medical system is still the most advanced in
the world, so it is now necessary for us to under-
stand its structure in order to take the next steps—
decreasing costs and improving quality.

US Health-Care Market:
Characteristics

In understanding American health policy, it is
instructive to view adverse health episodes as a
“costly risk.” Health episodes vary greatly in both
rates of incidence (risk) and price of medical ser-
vice (cost). But, in general, a patient will rarely
encounter a certain condition, disease, injury, or
health attack, but when he or she does, it is very
costly. This idea is key to comprehending the
market for health care.

Health as a“Good”
In health-care economics, “health care” is a
“good” unlike anything else we regularly experi-
ence in the American economy. First of all, it is a
derived good, as the demand for health care is
really a demand for positive health or health
outcomes. People want to be in a state of good
health, and modern medicine has become the pre-
dominant vehicle through which to remain
healthy in the United States.

Health care is often consumed like a good,
granting relatively direct satisfaction, depending
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on the outcome of the medical care. The “utility”
of getting treatment for a sudden life-threatening
heart attack is extremely high because people
want to survive to have a long life, but also
because patients want to live with minimal
pain, discomfort, or disability. When a person
becomes injured or grows ill, the utility for cura-
tive or palliative care is suddenly very high,
whereas it would have been nonexistent before.
Consequently, there is a sudden very high demand
for care, and that demand is relatively “inelastic,”
meaning people will probably purchase care even
if the price rises. However, they will be less
inclined to do so if they are paying out-of-pocket,
as opposed to getting insurance to pay for it.

Health care can alternatively be built up like
an investment in the long term. Depending on
factors like lifestyle, exercise, diet, hereditary
characteristics, and preventative care (especially
relevant here), a young child will add or subtract
from a certain amount of “health capital” over a
lifetime. More health capital means a person will
be healthier and will possess relatively less risk
of becoming ill or injured. In America today,
patients (and sometimes physicians) tend to focus
on the short term, so they will not see tremendous
value/utility in seeking preventative medicine
because the results of this care only manifest in
the long term. Consequently, demand for preven-
tative medicine is more elastic than demand for
curative medicine; people are more willing to
forego preventative measures.

The aggregate supply of health-care provision
is based on the combined decisions of many pro-
viders and can fluctuate based on specialty,
regional trends, and health-care legislation, and in
response to health-care consumers. However, the
total supply of health care is so complex and insti-
tutionalized that it will change slowly over time.
Aggregate supply of medical care is inelastic in
the short term, which means that providers get
accustomed to providing any amount of care at a
given price and patient/consumer behavior will
not be able to change this price. Supply will slowly
expand over time, but it can also change suddenly
depending on the type of consumer or insurer
(meaning supply is also more elastic); this will be
explained in detail in the following sections.
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A Rational Basis for Health Insurance

It is worth noting that human beings put an
extraordinary utility/value on their lives. In most
developed countries, the “right to health” can be
extrapolated to mean that everyone needs and
deserves health care. In the United States, we
declare the inalienable right to “life, liberty, and
pursuit of happiness” [8]. Indirectly, modern
American policy has evolved to guarantee access
to health care for every citizen—or at least it
aspires to provide for everyone. While public
programs like Medicare/Medicaid are well-
established ways to guarantee care today in
America, the original and most common way to
do so has been through health-care insurance.

The purchase of insurance is a rational deci-
sion by consumer/patients to ensure they can
access and afford medical care. It is a rational
way for third-party insurance companies to make
money. And it is a rational way for providers to
ensure and increase their business. Insurance is
rationally advantageous for these three main enti-
ties involved in private medical care. This is
because it “insures” against two critical problems
in the market for health: uncertainty and asym-
metric information.

Health, as well as health care, is intrinsically
uncertain; properly dealing with uncertainty is,
in many ways, a critical component in becoming
a talented medical professional. Both the patient
and the provider have little or no idea when sick-
ness will strike. Therefore, it is difficult for the
patient to plan for health-care access ahead of
time. In the event that the ill can afford the proper
care, there is no guarantee for ideal, certain out-
comes from that treatment. Medicine is one of
the most scientific disciplines, but does not
always have predictable outcomes. The uncer-
tainty about when and if the patient/consumer
will need care, plus the uncertainty about the
effectiveness and value of care, means that the
health-care market is far from efficient.

The provision of health care also has intrinsic
information asymmetries. Both providers and
patients possess their own knowledge, which is
often unavailable to the other party. Physicians
have substantially more knowledge about health
conditions than do patients, and they often charge
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for this expertise as a commodity. Sometimes
doctors even “decommodify” themselves, saying
we are “the best at joint replacements” or “we
have the lowest infection rate” or “we will see
you the fastest”—claims that patients might not
completely understand. It is also difficult for doc-
tors and insurers to decide on an upfront cost for
care, as patients might withhold information
about comorbidities or medical history. With this
gap in knowledge and ambiguity in market
price, there is a deadweight loss in market effi-
ciency; there is a less-than-optimal provision of
medical care.

Health uncertainty means that providers may
not be paid for treatment except when disaster
strikes, and at that time patients may not be able
to pay for the expensive care. Here, at the point of
service, supply and demand might not match up
and purchased health care is foregone. In addi-
tion, patients do not possess “full and relevant
information” about what treatment they require
(as the doctors do), and they might withhold
information from the doctor about their illness or
ability to pay. Consequently, lack of information
means that doctors are less likely to provide ser-
vices and patients are less likely to seek it.

With the risks of uncertainty and the risks of
information asymmetry, the market loses poten-
tial business and people need more care. Currently,
the general health of Americans is getting worse,
medical treatments are becoming more sophisti-
cated, and therefore medical treatment and tech-
nology are getting more costly. These trends only
exacerbate the risks that lead to a health-care mar-
ket shortfall. Insurance is an economically ratio-
nal, communal, and customary way to address
both of these risks. Third-party insurance allows
patients/customers to pool both minor and severe
health risks, paying a little every month in order
to avoid paying a lot when someone falls ill.

Additionally, insurance companies are one
entity that might act as an arbiter between pro-
vider and patient. When people pool risk under
the auspices of insurance corporations that pos-
sess more health-care expertise, two things hap-
pen. One, the company can negotiate on behalf of
both provider and patient to determine a fair
market price for services rendered. Two, the
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pooling of medical care for many under one insur-
ance umbrella consolidates service and encourages
business. Business in batches leads to less ambigu-
ity in point-of-service health-care dealings.

Insurance offers a rational benefit to patients
by making service more approachable and afford-
able; it offers a rational benefit to providers by
bringing and facilitating more business than they
would otherwise see. For patients, if the marginal
cost of buying insurance is less than or equal to
the actual benefits above, they will opt to pur-
chase that insurance. Obviously, this does not
always occur. Sometimes people will perceive
fewer benefits from health insurance; for exam-
ple, a 25-year-old might place his or her risk of
being in an accident or getting cancer at “zero,”’
when the actual risk is higher. Therefore, people
(rationally or irrationally) withhold from buying
insurance if the perceived benefit is lower than
the actual cost of coverage.

The rising costs of medical care have made
insurance less affordable and more important for
patients/consumers. In order to understand these
rising costs, we must first track how payments
flow from patient to provider, usually facilitated
by insurance.

US Health-Care Market: The Structure

As demonstrated earlier, the health-care market
is both imperfect and complex. As demonstrated
in every chapter of this book, health-care systems
use an amalgam of payment structures, organiza-
tions, acronyms, and terminology. However, it is
critical to note that underneath the labyrinth that
is insured care, the health-care market revolves
around the purchase of a good. Even if insurance
obscures the actual flow of money, ultimately it
follows that payment for this good goes from a
consumer (the patient) to a seller (the provider).
Keep this in mind as we trace where this money
comes from and where this money goes to.

Where Does the Money Come from?
Payment Terminology

In order to understand where the money comes
from, we should know a few terms. “Premiums”
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are the fees paid by patients (or on behalf of
patients) to insurance providers with the expecta-
tion that the insurer pays for X amount of neces-
sary medical care in the future. “Coinsurance” is
the requirement for patients to share in the costs
of medical care, usually a given percentage,
sometimes through a “co-pay” for visits to the
doctor, medical procedures, or pharmaceuticals.
A “deductible” is the amount of expenses that
must be paid “out-of pocket” before the third-
party insurer will pay for medical expenses [9].

At the point of service, two distinctions are
useful. One distinction is between “preventive
care,” which are anticipatory measures to deter
negative health outcomes in the future, and “cura-
tive care,” which is medical treatment of an ill-
ness, disease, or injury. Another distinction is
between “charge” and “payment.” While provid-
ers may have a common charge per visit or proce-
dure, not all medical services are paid back in
full. If there is payment for a procedure, some-
times third parties have an agreed-upon discount,
which decouples the charge from the payment.
However, the uninsured will always pay the full
charge, or someone will have to pay that charge
on their behalf.

Individual Private Insurance

The most straightforward mode of coverage in
the United States is individual private insurance.
This insurance group is often referred to as the
“non-group.” The American health-care system
offers elective private insurance but does not
require it. Patients who wish to insure against
adverse health episodes pay a certain monthly
premium, so that in the event of sickness, the
insurance company will pay on their behalf.
Many conditions are attached to an insurance
deal—only certain procedures are covered, pro-
cedures are not necessarily covered in full, and
the amount of coverage can be tiered according
to price.

Effect on Prices

Individual consumers of private health insurance
tend to pay more than those in small- and large-
group employer-sponsored plans. Insurance cor-
porations will generally not budge on premium
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levels on a person-to-person basis, since most of
their business comes from the small- and large-
group insurance market and because there is too
much adverse risk in taking on individual
customers.

Employer-Based Private Insurance

As mentioned in the previous chapters, 49 % of
Americans obtain health insurance coverage
through their employers—employer-sponsored
insurance (ESI) [10]. Within a large company,
numerous plans might be offered to all employ-
ees. In a very basic sense, a company steps in to
pay some or all of an employee’s premiums;
more often than not, the worker will have to con-
tribute a share of the premiums, coinsurance, and
deductible.

Effect on Prices

Because their insurance is subsidized, employees
generally pay less for their employer-sponsored
plans than individuals do for private plans. By
purchasing insurance en masse, a company can
also lessen the overall price that is paid per unit
for health insurance—essentially buying it
wholesale. However, even if this does happen,
total per-capita health expenditures for employee
coverage are usually higher than the non-group
market [11], because employees/employers will
buy more insurance than individuals.

There are many reasons for this. First of all,
employers get federal tax deductions for all
health insurance they provide. In a 2008 report,
the Congressional Research Service released a
report arguing that employers will readily replace
wages with more tax-free health insurance cover-
age, and therefore, employees will seek out more
coverage than they otherwise would [12].
Especially due to higher-income people and fam-
ilies, tax deductions cause a significant over-
purchase of insurance, which can increase
health-care prices and make insurance less acces-
sible to the poor and uninsured.

Medicare/Medicaid

In addition to the subsidy given for the previously
mentioned tax exclusion, one of the US govern-
ment’s key roles in health care is to subsidize
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health insurance for those who cannot access or
afford coverage. Medicare offers defined federal
benefits to patients under 65 years old: hospital
care (Medicare Part A), necessary medical ser-
vices and physician coverage (Part B), private
network plans (Part C), and outpatient prescrip-
tion drug assistance (Part D). Medicare patients
on average cover half of their total health-care
costs, paying for supplemental insurance, uncov-
ered services, and coinsurance [13].

The Medicaid program is “means tested” and
offered to poor children, their low-income par-
ents, and people with certain disabilities [14]. In
contrast to Medicare, Medicaid is managed pre-
dominantly at the state level, with funding from
federal and state governments. Through fee-for-
service or managed care programs approved by
the US government, Medicaid covers more ser-
vices than Medicare, including long-term care
and comprehensive services for needy children.

Effect on Prices

Beneficiaries of both Medicare and Medicaid
have to share the costs of medical care, some
more than others. However, these public pro-
grams make their contributions directly to pro-
viders and not to patients (who contribute
coinsurance), with many implications for health
care costs. Because these programs are so expan-
sive, they can bargain with providers for dis-
counted health-care prices or even mandate the
value of certain services [15]. While this approach
can lower overall long-term health-care prices,
physicians shift these costs to commercial insur-
ance plans, and those patients see their premiums
rise as a result [16]. As government’s share of
health-care expenditures continues to rise, public
spending will continue to be a powerful policy-
making and cost-bending tool.

Out-of-Pocket Payers

Many consumers opt out of health-care insur-
ance. From the approach of rational economic
theory, these people perceive the marginal cost of
having insurance to be more than the marginal
benefit. Out-of-pocket payers owe nothing until
they seek elective or urgent medical care. Then
they will pay full market price to the provider for
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whatever services are given. If they cannot pay
the full value of services, the patient, provider
reimbursement office, and any necessary govern-
ment regulators or laws will decide on a proper
patient contribution rate.

Without insurance, patients risk very sudden,
exorbitant health-care costs, which shock their
own finances in the short term and government
finances in the long term. The costs of nonpay-
ment by the patient are passed on to the health-
care system and absorbed by the government and
its taxpayers. While also burdening the system,
out-of-pocket payers could lose everything; in
2007, medical payments caused a stunning
62 % of all personal bankruptcies in the United
States [17].

Free Care

Many Americans do not purchase health insur-
ance and cannot afford health care at the point
and time of service. If patients are over 65, they
are enrolled in Medicare. Citizens can pursue
either private insurance or Medicaid coverage
when they are younger than 65. For those without
any type of coverage, the most common recourse
is going to the emergency room (ER) when they
are very sick. ER care is more expensive and is
intended for emergencies, not for untreated sick-
ness. However, uncovered patients even go to the
ER for routine outpatient care.

When people wait until their illness warrants
ER service, the total amount of ER care increases
and overall health-care costs rise. Very often hos-
pitals pay for this care, with assistance from state
or federal “uncompensated care pools.” These
pools have to be very large to cover all ER care,
so all Americans bear the cost to support uncom-
pensated ER care.

Free clinics are another important place for
people to seek health care. Many of these clinics
provide a full range of primary care services, but
not for complicated conditions that require more
capital-intensive care. Funding for free clinics
comes from elective, private sources. Importantly,
these clinics provide for poor citizens and draw
away costly traffic from hospital ERs, but cannot
replace hospital-based care or even more com-
plex outpatient evaluation and management.
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Where Does the Money Flow?

In this chapter, we want to focus on where health-

care money comes from, but we must also have a

feel for where the money goes:

e The money flows from: America’s total
national health expenditure in 2010 was $2.6
trillion. 32 % of this was from private health
insurance—the largest source of funding.
However, combined public funding for health
care comprised half of national health expen-
diture: the bulk of this is from Medicare at
21 % and Medicaid/CHIP at 16 % [2]. Other
private, public, and out-of-pocket spending
made up the remaining spending.

e The money flows to: in 2009, 30.5 % of the
total American health expenditure went to
hospital care [18]. The second largest slice of
spending was paid for physician or clinical
services: 20.3 %. Spending also went to pre-
scription drugs (10.1 %), other personal health
care (14.9 %), nursing home care (5.5 %),
home health care (2.7 %), and other health
spending (15.9 %). The specific flow of cash
from consumer (or contributor) to provider is
extremely complicated and beyond the scope
of this chapter. Helpful details about reim-
bursement can be found in Chap. 15.

Quick Recap

In the early twentieth century, groundbreaking
advances in medical technology led to the for-
malization of the health-care industry. Part of this
formalization was the creation of third-party
insurance, which was a way to spread financial
risk and adverse effects of a unique health-care
economy. Health insurance allows Americans to
hedge against the uncertainties and information
asymmetries in the market for medical services.
In a private fee-for-service (FFS) system, pay-
ments for health care come from a number of
sources. By examining each source, we can track
the origins of significant health cost increases in
the latter half of the twentieth century. In the next
section, we will zoom out to understand key
problems and possible solutions related to health-
care affordability in the United States.
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Problems Leading to Rising Costs
in the Market for Health Care

The United States has a historically “fee-for-
service” health-care system, which means that
physicians charge fees commensurate with the
type and amount of services they provide to
patients. This system was tweaked with the
emergence of basic managed care and is being
markedly altered by different versions of “capita-
tion,” a type of payment system we will address
in this chapter. However, it is critical to note that
although we have many ways to pay for health
services, in the end it is always the patient/con-
sumer that pays. However the final bill is
rerouted, consumers tend to bear the brunt of cost
increases as America heads into the twenty-first
century.

What is remarkable is that, because our insur-
ance system is both employer and government
based, very few individuals know how substan-
tially they are affected by increasing health-care
and insurance costs. Whereas the financial hurt is
obvious when you write a larger check to your
insurance company, it is hard to notice the raise
you did not get because your employer’s health-
care costs were rising, eating away profits that
would have gone to you in an increased salary.
Below we demonstrate how costs have risen, and
then we investigate how risks have been managed
and distributed in response to increased costs.

Profit-Maximizing Behavior
and the Rising Costs of Health Care

“The failure of the market to insure against
uncertainties has created many social institutions
in which the usual assumptions of the market are
to some extent contradicted.” This quote by
Kenneth Arrow, one of the most influential
health-care economists in history, effectively
illustrates that the creation of health insurance to
solve one problem—the unaffordability of unex-
pected care—created a new set of problems.
Rising health-care costs are the main sequelae,
and we explain them here.
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The Adverse Effects of Technology

(on Costs)

The cost of health care depends predominantly on
medical costs. In the chapter breaking down
health insurance, it was evidenced how rapidly
advancing medical technology leads to rapidly
rising health-care costs. Although imaging is
often cited as a cause of the increasing costs, the
problem is more system-wide. In 2012, routine
MRISs cost $1,080 in the United States, somewhat
more than the cost of an MRI in other developed
countries (in Switzerland the cost is $903; in
Germany the cost is $599). However, the cost of a
hospital visit is $15,734 in America, three times
the going rate in Germany [19]. With more hospi-
tal care than ever before in the United States
(30 % of expenditures) and more life-threatening
illnesses that require those services, our health-
care system is very much based on treatment and
not prevention. America is richer, sicker, and
more medically advanced today than ever. This is
why procedures like coronary artery bypasses
cost an average of $68,000 in the USA today [19].

The Adverse Effects of Providers

(on Costs)
In a fee-for-service (FFS) health-care system
without government price controls, joint

provider-insurer price agreements, or substantial
free-market regulation, it is well documented that
the quantity and cost of medical services will
increase progressively [20]. FFS health-care pay-
ments, aggressive pharmaceutical and medical
device marketing campaigns, and ever-rising
medical costs create incentives for doctors to pro-
vide more treatments. Whether or not providers
are aware of their practices, an FFS system will
encourage the following financial conflicts of
interest: to avoid integrated care, practice self-
referral, and put a premium on quantity over
quality. Predictable cost increases ensue from
such practices.

Cost increases and overutilization of health
care reinforce each other, so at the turn of the
century, doctors find themselves practicing “ham-
ster health care”: decreasing patient care time
and increasing patient turnover just to keep their
practices afloat [21]. This practice might raise $1
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of professional income for doctors, but the final
medical bill could increase $5—the multiplier
effect in health care. This system is exacerbated
by the still-common practice of price-discrimina-
tion, where doctors charge more to those who can
pay more. They negotiate a higher price with the
private market in order to balance out discounts
for low-income and nonpaying customers. Private
and public insurance costs rise as a result of price
discrimination.

One last point related to providers: the system
for training and becoming a licensed medical
doctor restricts the number of qualified doctors.
When fewer doctors are available, they will more
readily be able to discriminate between patients
who can afford their services and those who can-
not; restricted supply perpetuates the out-of-
control hamster wheel that is health care, and
thus, the costs will continue to rise.

The Adverse Effects Due to Consumers
(on Costs)
Overutilization of health care is due to many fac-
tors other than physicians. If a hospital increases
the bed count, those beds will most likely be
filled in the short term. In this case, “supply
begets demand” of health services, even if people
are not getting more ill in the short term [22].
Observing human nature in America, there is lit-
tle a family will not do to keep loved ones alive.
If there is an elderly high-income patient requir-
ing a coronary heart bypass with little chance of
survival, few patients (or their family) will choose
against measures to stay alive, regardless of the
chances. Americans are living longer, and health
becomes more expensive after age 65.
Consequently, short- and especially long-term
care of senior citizens makes up an inordinate
share of health-care expenditure [23]. Last-year-
of-life expenses constituted 22 % of all medical
spending in the United States [23]. And, overall,
the highest-spending 5 % of patients (many of
whom are the very sick and/or senior citizens)
accounted for over half of total health-care
expenditures in the United States in 2012 [24].
Those with a high ability to pay, or extreme
readiness to seek paid or unpaid services, utilize
most medical care; this is a type of reverse price/
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service discrimination. However, insurance cov-
erage allows more people to pursue these costly
services. Having purchased insurance premiums
to spread risk, patients feel shielded from paying
for health services [25]. In the short term, they
could opt for emergency health procedures that
cost twice as much. In a medical version of the
prisoner’s dilemma [26], patients will usually opt
for more care if they do not have to pay for it in
the short term, even if the services will have min-
imal health benefits. However, in the long run,
everyone will pay higher premiums, including
the patient who “benefited” from costly care.

Applying his economic lens to health care,
Kenneth Arrow labels overconsumption of health
care due to insurance a “moral hazard.” In an
“inefficient moral hazard,” many patients make
the same choices (to seek unnecessary medical
care because “they can”) that make everybody
worse in the long term—a net welfare loss. Some
scholars will make the case for an “efficient
moral hazard,” where increased consumption
allows individuals to attain better health out-
comes in the long term—a net welfare gain [27].
Regardless, the moral hazard undoubtedly
inflates the cost of health care.

The Adverse Effects of Insurance

(on Cost)

Because of these collective incentives for doctors
and consumer/patients to overutilize health care,
insurance companies charge higher premiums to
offset the resulting increased costs. Eventually,
there is a significant group of patients that can no
longer afford to insure against health risks.
Through new insurance policies denying cover-
age to people with preexisting conditions and
refusing to cover certain services, more patients
have been added to this group. The newly unin-
sured either seek uncompensated care through
the ER or forego necessary care while their con-
ditions continue to worsen. Both options hurt not
only the individual but also systemic health-care
costs and quality.

Insurance companies make a profit by mini-
mizing the “medical loss ratio” (MLR), which
means that they cover less in insurance claims
than they earn by collecting premiums [28]. If an
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insurer is not making a profit, they will exit the
health-care market. So when medical services and
costs rise, insurance corporations will automati-
cally pass on these costs to the consumer in the
form of premiums, coinsurance, or deductibles.

The Adverse Effects of Government

(on Cost)

As will be demonstrated later in this section, the
government can do a lot to decrease costs.
However, there are a few current policies that
tend to exacerbate the rising cost of medical care.
First of all, the government grants tax exclusions
for most employer contributions to employees’
health insurance plans. This exemption has
helped to keep the American system predomi-
nantly employer based and does in fact lead to
more total coverage. However, employers end up
over-purchasing insurance, which increases cost
[12]. Secondly, publicly provided insurance can
increase coverage but will also systemically
underpay for these hospital and professional ser-
vices; this forces providers to negotiate higher
fees for those covered under private insurance.

Possible Departures from Profit-
Maximizing Behavior

Health insurance economist Mark Pauly suggests
this situation:

Consider two companies A and B: company A
offers health insurance on top of a relatively low
salary. Company B does not offer health insur-
ance, but workers are paid a higher salary.
Company A might prefer to offer discounted
insurance instead of extra direct pay, especially
since employees put a premium on jobs that sup-
ply insurance. However, those employees could
otherwise be given that same money in hand,
were it not that individual private insurance was
more risky for the third party and more expensive
for the patient.

Health-care insurance is so ingrained into
American employment that we rarely stop to
think about its cost to the employee/patient/con-
sumer. While workers for Company A see insur-
ance as an important benefit, they do not usually
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perceive how expensive that benefit really is. For
example, if a worker did transfer to a viable
Company B—one that had the same amount of
resources for worker compensation—he or she
would earn a much higher salary. While the aver-
age American family treats their premium contri-
butions and co-pays as their health-care
expenditure, their hidden cost could be 20 % of
their salary. An $80,000 annual salary could oth-
erwise be $100,000, but the American public
does not always perceive it this way. Only after
they underutilize preventive care and overutilize
curative treatment do they see health-care costs
severely reduce their paychecks.

To make a very long story short, in most cases
consumer/patients will bear the brunt of increased
medical costs in a fee-for-service (FFS) health-
care system. The fact that consumers feel the
shock in the long term is largely the problem.
There have been many efforts to contain health-
care costs in the United States, many of which
included dramatic structural changes to how med-
ical care is offered and paid for. These new meth-
ods have had varying degrees of success. Here we
will briefly survey the most important attempts to
reform health-care payment structures.

Managed Care

As described in the previous chapters, managed
care was the first concerted system-wide effort to
reign in American health-care costs. Managed
care organizations (MCOs), the first of which
were HMOs, put constraints on medical service
usage through utilization review and “gatekeep-
ing” to more effective, integrated care [29].
Managed care augmented the delivery of tradi-
tional insurance and effectively slowed cost
growth in the 1980s. Even public programs
adopted managed care structures, and it was pop-
ular opinion that health care was more efficient
alongside the emerging practice of evidence-
based medicine (as opposed to multiple-approach
medicine) [30].

However, total health expenditures rose again
in the late 1980s, alongside a transformation in
managed care itself. There were many reasons
for the decline of managed care as it was origi-
nally built to be. As managed care became more
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widely used, providers were progressively more
resistant to let insurance plans determine which
practitioners and hospitals were covered. At the
same time, consumers were dissatisfied when
they were denied services or received insufficient
claims from their plans. Very often both doctors
and patients would file for damages against what
they thought were faulty business practices [31].

In the late 1990s, dissent grew enough that
insurance companies relaxed many of their regu-
lations. Plans now allowed greater access to spe-
cialists and referrals for certain hospital
procedures. Because utilization review and PCP
gatekeepers were the key cost-containment
mechanisms for MCOs, something had to take
their place. MCOs in turn shifted the responsibil-
ity for health-care decision making to consumers/
patients. Plans encouraged subscribers to increase
preventative care and modify health-related
behaviors, with the help of newly created web-
sites. Instead of using time and resources to advo-
cate for their subscribers, MCOs offered wellness
programs and disease management.

This was the beginning of what is termed “con-
sumer-driven” health care. Managed care plans
started to deny high-risk patients access to their
pools, sometimes withdrawing from Medicare
and Medicaid entirely [32]. For the consumers
that could be covered, a product called the “high-
deductible health plan” (HDHP) was created,
with fewer premiums in order to control costs.
These plans were supposed to insure against cata-
strophic conditions, and having an HDHP was the
only way to qualify for health savings accounts
(HSAs) and health reimbursement accounts
(HRAS). These accounts were tax deductible and
only to be used on health expenses, leaving
patient/consumers to make their own spending
decisions. In essence, this new type of managed
care was becoming increasingly similar to insur-
ance systems before managed care, just adorned
with new institutions.

Two examples of these new institutions would
be coinsurance and deductibles. In order to limit
health cost growth, managed care organizations
would keep premiums slightly lower for patients,
but they would have to contribute a co-pay for
pharmaceuticals, tests, and doctors’ appointments.
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Additionally, patients would now have to pay out-
of-pocket for a minimum of health services annu-
ally, a limit called a deductible. Basically, today
MCOs still are very liable for insurance claims,
but they’ve transferred some of the initial bill to
consumers. Patients continue to be asked to con-
tribute more: from 2006 to 2012, the percentage of
workers paying deductibles over $1000 rose from
10 % to 34 % [10].

FFS patients today are increasingly responsi-
ble for their out-of-pocket expenses, but they are
also less shielded from cost increases due to pro-
vider or third-party behavior. Insurance compa-
nies, after intense provider and consumer
pressure, have shifted cost risks to consumers
once again.

Capitation

The most obvious problem with fee-for-service
(FFS) with regards to increased costs is the
adverse incentive to treat more and therefore
charge more. With this structural pressure, insur-
ance companies avoid covering high-risk patients,
and doctors treat the sickest patients with the
most medical “firepower” possible. In the 1980s,
providers and HMOs started to create radically
new models for physician reimbursement. The
new thinking was that 3rd parties should pay in
the aggregate in order to discourage overtreat-
ment and moderate the medical costs incurred.
Fully extrapolated, this idea would end in full
capitation, which means “pay by the head” [33].

DRGs

A precursor and more widely accepted payment
methodology to full capitation was the system of
diagnosis-related groups (DRGs), originally 467
classifications by Medicare for inpatient hospital
diagnoses. Beginning in 1983, Medicare would
assign a treatment cost for each DRG, which
would be paid regardless of how long a patient was
hospitalized [34]. Comorbidities and confounding
health-related variables are accounted for in
assigning DRGs. As expected, it took decades to
refine these groups to represent contingencies and
new diagnoses. Medicare used this practice to slow
down skyrocketing prices in the 1980s, and DRGs
have been moderately successful since.
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There are two possible glitches with imple-
menting DRGs. First of all, when patients are
sicker than expected and require more hospital-
ization, doctors might assign a new DRG code
with a higher charge. If this reassignment is easy
enough, the incentive to limit treatment (to what
is necessary) disappears, and the DRG system
becomes a de facto fee-for-service payment
method. On the contrary, if the hospital does not
allow the updating of DRG codes, physicians
have the adverse incentive to discharge patients
early. This latter incentive is disappearing as
Medicare is now penalizing hospitals for read-
missions [35].

Full Capitation

In a fee-for-service payment structure, doctors
get paid for every piece of work they do. Under
capitation, HMOs pay provider groups monthly
payments for everyone they insure. After this
payment, the provider must (within limits) give
care to enrolled people, regardless of whether
they accrue tremendous treatment costs or they
never fall ill. This payment structure limits
health-care cost increases in the short term
because providers have incentive to limit unnec-
essary care. If they do not, doctors cannot make
money, and the only recourse is to raise total
capitation rates in the long term.

Capitation and FFS programs face opposite
problems. In an FFS system, doctors’ salaries
depend on how much care they provide. Under
capitation, doctors receive identical revenue
whether they provide 2 days or 10 days of inpa-
tient care. However, they will profit much more
off of a 2-day hospital stay. Insurers are passing
off to providers their responsibility to manage
risk. Provider networks now must figure out how
to divvy up a monthly set of payments among
PCPs and specialists, how to reconcile the desire
to increase quality with the incentive to decrease
quantity of care, and how to calculate the risks of
their patients falling ill, which used to be the
insurer’s job, using the insurance company’s data
and techniques.

By nature, provider networks have less actu-
arial experience in analyzing health risks com-
pared to professional insurance companies. They
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are also much smaller than HMOs and therefore
have fewer patients per insurance pool over
which to spread risk. In essence, insurance com-
panies have transferred their financial risk onto
providers, who are less-qualified financial man-
agers. The worry with full capitation is that pro-
viders will need to sacrifice the quantity of health
care, to the detriment of quality. By extension,
instead of bearing the financial risks of health
services, consumer/patients will now bear more
health risks.

Bundled Payments

A bundled payment system represents the “mid-
dle ground” between fee-for-service and full
capitation systems [36]. In a bundle system, phy-
sicians are paid a negotiated lump sum for each
hospital visit, rather than a sum for each service
provided (FFS), or a sum per month for each
patient, irrespective of services provided (full
capitation).

In response to issues with diagnosis-related
groups, experiments in the late 1980s created
“case rates for episodes of illness,” basically pay-
ing hospitals for a defined period of treatment.
This fee would cover any necessary health-
related costs, possibly including follow-up clinic
visits. The first trial of bundled payments by the
Texas Heart Institute in 1984 maintained that this
approach lowered costs while maintaining a high
quality of care [37]. Trials much later by the
Geisinger Health System in Pennsylvania (2006—
2007) would show that patients utilizing
“ProvenCare”—their bundled payment system—
had shorter total lengths of stay, lower readmission
rates, and a greater likelihood of being discharged
to home [38].

Although bundles have worked in certain situ-
ations, they have not been tested outside of these
very careful controls. Without sufficient evidence
for bundled payments so far, the effect of wide-
spread bundling on health outcomes is “uncer-
tain” [36]. Some concerns with bundles:
physicians might still undertreat patients—as is
the problem in DRGs. In capitation, repeat visits
to the hospital are still covered by the monthly
fee, but with bundling if patients are discharged
and return for care after the “global payment
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period ends,” a new bundle starts. While it is pos-
sible to regulate against this tendency, doctors
will still be incentivized to hospitalize patients
unnecessarily [39] and to favorably input patients
that can pay more. At risk populations could be
left further behind.

A series of other problems are possible,
depending on the type of bundling: the hospital
might have disagreements with specialists over
how to divide payments [33]; academic medical
centers will be at a financial disadvantage by using
resources for research, teaching, and technology;
and it might be excessively difficult to specify
what constitutes certain “episodes” and their
corresponding “fair compensation rates” [40].

Not a Perfect Solution

With all three approaches—DRGs, capitation,
and bundled payments—providers have a reason
to reign in care, which can also achieve the goal
of reigning in costs. However, providers may be
incentivized to do “too little for more money.”
In 2009, health economists Stuart Altman and
Robert Mechanic said: “Considering the advan-
tages and disadvantages of fee-for-service, pay
for performance, bundled payment for episodes
of care, and global payment such as capitation...
‘episode payments’ are the most immediately
viable approach” [41].

There are many proposed ways to protect
against the disadvantages of bundles. One possi-
ble way is to give providers a penalty for allow-
ing the cost of a bundle to be upgraded after
initial diagnosis or for adverse health outcomes
due to insufficient treatment at the point of ser-
vice. The problem with these solutions is differ-
entiating adverse outcomes that could have been
prevented from those that occur due to random
variation. Preventing upgrading a bundle or
charging for treatment in the latter circumstance
is unfair to the treating community.

Alternatively, physicians could receive bonuses
for voluntarily cutting down on unnecessary ser-
vices, leading to a reduced health-care bill. There
is the natural response though that it is perverse to
incentivize a physician to earn more by doing
less. The goal must be to do better. For the first
time in history, Medicare is attempting to employ
many of these techniques while rolling out a
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national pilot for bundled payments, specifically
for acute and post-acute care [42].

The Problem

After understanding two major approaches to
sharing risk—fee-for-service and capitation—
there are seemingly intractable trade-offs in the
attempts to reform health care in the United
States [43]. These trade-offs have the potential to
adversely affect the costs, quantity, and quality of
health services.

Costs

In seeking quality health for Americans, low
costs are not the inherent goal, but high costs are
the predominating obstacle. In trying to decrease
the cost of medical care, we are faced with what
seems like a Catch-22: we must either give out
less medical care or pass the cost of more care
onto patient/consumers. It does not help that 5 %
of Americans require 50 % of our national health
expenditures. These high-risk patients are expen-
sive to insure, but if no one insures them, those
expenses are borne by ‘“the system” after the
patients grow even more sick. Consumers (and
sometimes doctors) want to take advantage of
services they perceive as free—from either
uncompensated pools or insurance claims—but
all patients see their premiums rise in the
process.

Quantity

The tremendous costs of health care distort the
health-care provision in the United States. In a
FFS payment system, more services are offered
to those who can pay for them; as a result, basic
services become unavailable to certain income
brackets. There are extensive arguments about
whether more is better, and there are clear exam-
ples of where it is not. That said, the population
continues to demand more care, and setting up
and spreading systems to provide better care
rather than more care has thus far proven elusive
[44]. To exacerbate the decline in American
health care, there is a massive shortfall in the pro-
vision of preventative medicine. Part of the prob-
lem here is that people frequently change insurers,
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and thus, a given insurance company does not
have the incentive to invest in an individual’s
health and subsequently sends that investment to
a competitor. Even as preventative care increases,
the consumer/patient uptake of these services is
far from ideal.

Quality

The quality of the top medical care in the United
States is unparalleled, but many citizens do not
have access to this care. Costs are an important
reason why quality suffers. Very few insurance
plans cover the full expense of emergent or chronic
care, and those plans are unaffordable for most
Americans. Many of the worst conditions could
be attacked early on through preventive care, but
the American health-care system historically shies
away from cautionary treatment or wellness pro-
grams, as these do not prove lucrative for medical
professionals. Insurance companies and con-
sumer/patients alike must deal with the financial
risks of catastrophic health in the long term, risks
that could be reduced through comprehensive pre-
ventative measures. Unfortunately, consumers
pay with poor health and extreme expenses, much
more so than risk-averse insurance giants.

The Solution

As described previously, two “inevitabilities” of
health care have resulted, despite concerted pol-
icy efforts to avoid them. Firstly, we have an
“iron triangle” encompassing the three essential
aspects of health-care systems: quality, cost, and
access. Traditionally, health scholars maintain
that you cannot affect one aspect without
adversely affecting one or both of the others.
Secondly, the consumer/patient always tends to
“lose,” either by paying too much for health care,
not receiving ideal quality health care, or by not
getting care at all.

However, opponents of the “iron triangle”
contend that there is no consistent, direct correla-
tion between the cost of care and its quality, espe-
cially since there is a substantial “cost of poor
quality” due to overuse, misuse, and waste in
American health care. This waste could comprise
up to 30 % of health-care spending [45].
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A case in point: in 2009 physician-journalist
Atul Gawande studied McAllen, Texas, the town
with the most expensive health-care costs in
America, costs greater than the town’s average
income. McAllen has the same demographics
and comparable technology to El Paso, Texas, but
double the per capita health-care spending.
Interestingly, despite comprehensive malpractice
reform in both cities, McAllen orders 50 % more
specialist visits, and its patients are two-thirds
more likely to see ten or more specialists in a
6-month period.

On a greater scale in America, there is a nega-
tive correlation between the states’ levels of
Medicare expenditure and their health-care quality
rankings [46]. Furthermore, the four states with the
highest levels of health-care spending rank at the
bottom nationally for quality of patient care [44].
On a much more encouraging note, Mayo Clinic in
Rochester, Minnesota, features the highest level of
technological capability and quality indicators,
while also offering this care at costs in the country’s
lowest fifteenth percentile [44]. Further studies in
Grand Junction, Colorado, and with the Geisinger
Health System in Pennsylvania, suggest that Mayo
is not an aberration [44]. Solutions exist to overhaul
health-care quality alongside health-care costs.

The solution seems to be one with many fac-
ets, as there has not really been one cure-all for
health-care cost increases. Because of the key
problems in American health-care economics—
many of which were explained in this chapter—
the solution lies in making health care sustainable.
The rate of health-care cost increases is unsus-
tainable, even to the United States as a whole. At
17 % of GDP and growing, these costs are the
primary driver of American debt [47]. In order to
bring down costs and ensure effective medical
provision in the future, we must make sure every-
one feels cost increases and quality decreases.

In order to do this, many assert that we need to
align incentives—for providers, patients, and 3rd
parties—to decrease cost and increase quality/
access. Early models and techniques for doing
so, some included in the Patient Protection and
Affordable Care Act (PPACA), emphasize shar-
ing of financial risks as well as incentivizing
quality provision of health care for all players.
Chapter 15 features in-depth explanations on new
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payment methods, but it is critical to first under-
stand the significance of these methods to health-
care economics.

When considering this, it is also worth noting
our hypothesis that physicians in general want
lower-risk jobs. They do not seek high variability
in their income and prefer a reliable solid income
rather than the chance at a very high income in
exchange for the risk of a low income (a risk tol-
erance more common to Wall Street). As such,
these models that transfer risk to doctors transfer
it to a group of people not only ill-equipped
mathematically to deal with the risk but also ill-
equipped in preference to do so.

The Obamacare/PPACA

PPACA, known by supporters and detractors as
“Obamacare,” features many initiatives for risk
sharing and incentivizing quality. The effective-
ness of these strategies has yet to be proven one
way or the other, but the law is an instructive lens
through which to study options for the future.
One of the main vehicles through which the US
government can set new health-care precedents is
through Medicare; its significant purchasing role
is “policymakers’ most powerful lever to alter
negative trends” [48]. Most of PPACA’s new
ideas will first be trialed through Medicare.

Integrated Care

Health-care policymakers consistently agree that
medical care needs to be more seamless and inte-
grated. Streamlining care usually involves
improvement in information-sharing technolo-
gies and both vertical (primary, secondary, and
tertiary care) and horizontal integration (multi-
disciplinary specialist teams). Most reforms in
PPACA contribute to integrating care, and each
has potential benefits and drawbacks.

Pay for Performance

Pay for performance (P4P), or “value-based pur-
chasing,” is a central strategy in aligning incen-
tives in American health care today. This model
is the newest version of managed care, first tri-
aled in California (2001) [49]; in short, providers
are rewarded for achieving quality and efficiency
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standards. One example would be receiving a
percentage of all savings underneath the index
value for a set of procedures (or patients). P4P
oftentimes stipulates disincentives for providers
that incur unnecessary costs—due to mistakes
and ordering of superfluous tests. At one extreme,
payers may refuse to pay for specified “never
events” such as avoidable inpatient infections.

One difficulty with implementing P4P is draw-
ing up performance metrics that cover every con-
tingency and yet do not present negative
externalities. If certain outcomes are incentivized,
providers might select cases they can easily man-
age and select against the sickest patients with the
most uncertain outcomes. If certain procedures
are stipulated as “proper care,” physicians might
overutilize radiographs or lengthen hospital stays.
In both cases, defensive medicine is oftentimes an
adverse solution that actually yields suboptimal
physician performance. Finally, if decreased costs
are incentivized, doctors might do the opposite;
they would provide “too little for more money”—
as is a problem with capitation—but they would
also be given a reward for doing so.

P4P has produced a mixed bag of outcomes.
Initial studies suggest that PAP implementation
shows small gains in quality for the money spent
[50]. Start-up administration costs for P4P sys-
tems are extremely high, so these studies call into
question the P4P models as they stand today.
Supporters of P4P stress the unmeasurable per-
formance improvements that result from the
model; they also argue that as performance met-
rics become more nuanced (to reflect particular
social and economic circumstances), medical
services will improve more significantly.

Accountable Care Organizations (ACOs)
PPACA provides for trials of Accountable Care
Organizations (ACOs), a much newer entity that
employs some P4P and other capitation ideals.
ACOs are doctors’ organizations, which means
that consumer/patients can see any ACO physician
without being restricted to a preselected group of
providers. The providers, however, are at risk for
the expenses of the patient and thus are incentiv-
ized to keep the patient within their own system.
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The PPACA enacted regulations in October
2011, outlining requirements for ACO:s.
Basically, hospitals or groups of physicians can
unite under an ACO, receiving a stamp of
approval for quality, cost, and patient-interaction
measures. The US Department of Health and
Human Services (DHHS) allows physicians to
participate in their ACO program through the
Medicare Shared Savings Program (MSSP) for a
minimum of 3 years, with requirements for
patient assessment and engagement. As described
thoroughly in Chap. 15, there are two models for
new ACOs through Medicare, one featuring
shared savings (between payers and providers)
without shared risks (for providers) and the other
featuring greater shared savings for providers but
with some shared risks if the cost of care exceeds
CMS benchmarks [51].

There are distinguishing traits of ACOs.
Firstly, providers are incentivized to integrate
care to improve quality and decrease costs simul-
taneously, without the risks of losing money.
Secondly, physicians have a lot of freedom to lead
in the structuring of new ACOs. Potential disad-
vantages can arise with this lack of a specific
structure for ACOs. Start-up costs can be high,
coordination with patients and payer risks being
disorganized, and overorganization could violate
antitrust laws and drive up health-care costs.

Government Regulation
PPACA will be more thoroughly covered in
Chap. 19 but deserves brief coverage in the con-
text of payments. While it does give government
a more active role in organizing health care, it
does not constitute a government take-over. It is
important to note that, before PPACA, the Federal
Government did indeed run Medicare/Medicaid,
just as it does Social Security, but not all transfer
payments qualified as a rich-to-poor redistribu-
tion. Today, Bill Gates and “Joe Sixpack” both
receive Medicare and Social Security payments,
and very often Medicaid covers sicker patients
and not just poorer patients.

PPACA creates a new “triangle” of policies—
those of guaranteed issue, community rating, and
an individual mandate—which are the lynchpin
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to the expansion of coverage in the private mar-
ket. Guaranteed issue requires health insurance
plans to offer insurance to every American
regardless of preexisting conditions. These plans
must be community rated such that an individual
cannot be charged a higher premium for uncon-
trollable factors like a family history of cancer, a
diagnosis of heart disease, or even gender. The
mandate is well known and requires that every
citizen must have insurance. In order to quell con-
cerns with these three requirements, the govern-
ment will subsidize many plans in order to
facilitate universal coverage, and it will also allow
grandfathering of individuals’ insurance plans.

The government will build an exchange,
which can be thought of as an “Amazon.com” for
insurance, letting private (and not public) insur-
ers to place their products on the exchange. They
demand a minimum level of coverage for a plan
to be listed but otherwise leave it as a wide-open
competitive market. The government will then
subsidize poor individuals, enabling them to pur-
chase on the open market. The overall theme here
is to maximize choice and, as much as possible,
to keep the government out of health insurance
decisions while ensuring that everyone is insured.

It is important to note that arguments against
the individual mandate have many mispercep-
tions. If the mandate is struck down, as was
unsuccessfully attempted in 2012 [52], the
remaining two tenants of Obamacare would
destroy the private insurance market as we know
it. If people can always get affordable health care
(through guaranteed issue and community rat-
ing), but do not have to buy it today, they will just
choose to buy it tomorrow if and when they get
sick. Eventually, private insurance companies
will exit the market because there is no incentive
to cover the sickest people without seeing com-
mensurate compensation. The result would be
single-payer health care. The health economist’s
takeaway from studying the PPACA: If you want
to ensure that anyone with preexisting conditions
can be affordably insured (and guaranteed issue
and community rating) in the private market, the
individual mandate must exist. The three were
meant to work in synchrony.
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Conclusion

Over the last 100 years, the health-care system
has gone through remarkable changes. Hand in
hand, the explosion of medical capabilities, aug-
mented by the distribution of risk and insulation
from the cost consequence of care provided by
third-party insurance, has led to a system that is
increasingly taking over the economy. Most
agree that the current trends are untenable and
that some change must be made in the market-
place to ensure that insurance and the provision
of health care do not bankrupt the federal govern-
ment and state governments, and that these
changes do not make business uncompetitive in
the international marketplace. There is little
agreement on what changes need to be made, but
most all agree that the current incentives in the
system, both for patients and providers, have per-
verse consequences and need to be modified in
some way. The question for the next decade and
for the policymakers of today and tomorrow is
how to do this while protecting patients.
Looking towards the future, health care is tak-
ing up a larger percentage of persons’ total income
and could reach 30 % in the not too distant future.
The problem with this is that in addition to its
obvious costs mentioned in this chapter, growth in
health care can crowd out other jobs in the
American economy. Throughout both the Bush
and Obama administrations, the health-care indus-
try is one of few growing industries alongside oth-
erwise stagnant growth. To make medical care
more efficient, we need to figure out how to bend
the cost curve. Especially considering efforts with
managed care, it seems that many strategies to
reduce costs cause a one-time shock, followed by
a subsequent rise in prices. New models, includ-
ing some we have mentioned directly previously
in this chapter, could cause similar shocks.
However, health economist Robert Shapiro
maintains that, despite our attempts to reform the
way medical care is provided, the real problem is
in demand for health care [53]. The dearth of pre-
ventive care in America, coupled with a growing
willingness to seek and provide curative care,
makes prices soar. In these situations, providing
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access to health services is not necessarily the
solution in bending the cost curve. If health-care
utilization gets more excessive, we could even
be looking at health-care cost controls in our
country’s future. Therefore, we should all exam-
ine the root of the problem—patient health—and
see what we can do to help quell demand for
health care in the future.
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:

e Understand the complexity of the US health-care system.

 Identify the major players involved in the US health-care system.

 Identify the relevant factors that have influenced the classical physician-patient relationship.
* Characterize the benefits and flaws of the design of the US health-care system.

Introduction

The American health-care system is a complex,
fragmented collection of competing interests and
a multitude of central and peripheral characters
that are loosely coordinated but indelibly inter-
twined. Unlike those of other developed nations,
the health-care system in the USA is not centrally
controlled. Instead, it comprises an amalgam of
public and private financing, a collection of regu-
latory authorities, and a patchwork system of
providing access to care. A sophisticated under-
standing of the US health-care system accepts
that it is a massive, multifaceted, organizational
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behemoth that does not neatly fit into a coherent
set of interests, goals, and values. It is a uniquely
American enterprise that, in many ways, defines
its predominance in innovation and technological
advancement by the individual incentives and
capitalistic rewards that exist in direct conflict
with other components of the system. The recipi-
ents of health care are not the same as those pay-
ing for it; providers complicate their fiduciary
duties to patients by alliances with industry, pay-
ers, and hospitals; a variety of administrators and
insurance businesspeople exert an invisible hand
on the practice of medicine; and the same gov-
ernment concerned with managing the costs and
delivery of health care condones toxic industries
like tobacco, alcohol, and firearms. In spite of,
and perhaps because of, the complexities, contra-
dictions, and capitalistic incentives, the US
health-care system remains preeminent among
industrialized nations for the actual delivery of
care. Foreign dignitaries and the international
elite consistently choose US institutions for their
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Fig.12.1 This figure
depicts the integration of
the many different facets of
the US health-care system.
It is viewed as a sphere,
with a single interest
occupying the core—that
of the patient—and
surrounding layers
comprised of the other
elements of the system

B patient

M Provider

I Payer

Practice environment
M Regulators
M Innovators

personal health care. US-trained physicians are
highly regarded throughout the world, and the
best and brightest physician hopefuls from across
the globe strive to train in the USA.

As discussed throughout this book, the poor
control over cost and access mars an otherwise
successful health-care system. The difficulty in
finding solutions to our problems lies in part with
the complexity of the system. This chapter
attempts to encapsulate the different elements of
US health care to give the reader an understand-
ing of how they come together to form a system.
The integration of the many different facets is
viewed as a sphere, with a single interest occupy-
ing the core—that of the patient—and surround-
ing layers comprised of the other elements of the
system (Fig. 12.1).

The Central Figure: The Patient

Viewing the complex and nuanced landscape of
the American health-care system, one can easily
lose sight of the central figure of importance—the

patient. This is excusable to an extent, given that
the functional health-care system we have is any-
thing but patient centric. As discussed throughout
this book, layers and layers of generalists, spe-
cialists, administrators, and single-service partici-
pants cloud the central integral relationship within
any health-care system: patient and provider.

According to the Census Bureau, the popula-
tion of US residents in 2011 was 311,591,917 [1].
The Department of Homeland Security has esti-
mated an illegal population of 11.5 million in
2011 [2]. There were 62.7 million visitors to the
United States in 2011 [3]. All in all, the number
of actual and potential patients in the United
States is staggering, and the system in place is
capable of providing at least emergency care, and
usually more, for all who seek it. The CDC esti-
mates that 82.2 % of adults and 92.1 % of chil-
dren had some contact with a health-care
professional in 2010, amounting to 1.2 billion
visits during the year to physician offices, hospi-
tal outpatient, and emergency departments [4]. In
2009, there were 48 million inpatient surgical
procedures performed [5].
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Access to medical care has been positioned as
a cornerstone of contemporary health-care
reform. According to the CDC, 6.9 % of
Americans failed to obtain medical care due to
cost in 2009 [6]. In 2010, 48.6 million people
under 65 were uninsured, with 35.7 million peo-
ple uninsured for more than 1 year. The overall
uninsured rate represents an increase of over 10
million people since 2000 [7]. It is interesting to
note that the lack of insurance does not necessar-
ily mean a lack of access to health care.
Effectively, however, access to care through self-
pay is too burdensome for most Americans. All
patients can have emergency care through any
emergency department. Thus, this scenario has
given rise to the problem of the uninsured access-
ing emergency room care as a substitute for pri-
mary medical care, rather than acute emergencies.
Indeed, the CDC estimates that 14.6 % of
Americans do not have a “usual place to go for
medical care” [6].

To an extent, the patient remains at the fore-
front of discussions of our health-care system and
of reforms and alternate visions. It is important to
keep the patient central to any consideration of the
system, as they are the true common denominator
by which all systems are judged. As the following
sections will show, the outer layers of our health-
care sphere all exert some effect on the patient and
their experiences navigating medical care.

A New Development: The Health
Advocate

Just as lawyers train to be legal advocates for
their clients, a new breed of advocates has arisen
as a cottage industry to help shepherd patients
through an increasingly complex and frustrating
health-care system. Health advocates have gained
in popularity since 1980 when the first Masters
training program started at Sarah Lawrence
College. In 2008, more than 3,000 corporate
employers included independent health advocates
on their list of perquisites. Today, even more are
finding that access to an advocate can improve
the patient experience and even reduce costs.
Independent health advocates, who are often
former nurses or other health-care professionals,
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can help patients navigate health care- and
insurance-related issues. They can help explain
diagnoses or treatment plans, help find the right
specialists, battle insurance companies and claim
denials, and help organize eldercare for loved
ones. They can attend medical appointments and
help patients ask the right questions of providers.
Interestingly, this service is usually offered for
free by employers, who ultimately save money
and improve workforce efficiency by redirecting
their employee’s attention away from medical
complexities [8]. For many, they are navigators in
an otherwise indiscernible maze. It remains to be
seen whether this class of advocates can justify
their cost and remain in the system.

The Provider

In the early days of American medicine, provid-
ers of health care were easy to identify. Physicians
and surgeons provided medical knowledge and
guided medical decision-making, with nurses as
care intermediaries and few other authority fig-
ures in the arena. This simplistic character
scheme has evolved into a web of providers with
a variety of educational training, certifications,
and accreditations.

There are nearly 17 million people employed
in health care and social services, according to the
Bureau of Labor Statistics [9]. Of these, nearly
six million fill rolls ranging from physicians and
nurses to dentists, optometrists, pharmacists, phy-
sician assistants, physical and occupational thera-
pists, respiratory therapists, speech pathologists,
midwives, laboratory technicians, paramedics,
dieticians, athletic trainers, and more. There are
alternative care providers, like chiropractors,
podiatrists, and a variety of culturally based phi-
losophies, like shamanism, ayurveda, acupunc-
turists, and other healers. Each of these different
types of providers undertakes a broad range of
educational milestones, apprenticeship training
paths, board testing, and sacrifices to achieve
their expertise. Just over 540,000 providers have
been traditionally trained in allopathic or osteo-
pathic medical school. Where formerly a hierar-
chical system existed in caring for patients, today
those relationships are increasingly dissolving
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due to work-hour restrictions and the increased
specialization and fragmentation of medicine.
The hospital health-care team is comprised of
physicians, nurses, pharmacists, physical thera-
pists, nutritionists, respiratory therapists, social
workers, and case managers. It is increasingly
common to see congregations of these providers
rounding and collectively determining health-
care plans.

Providers do not prescribe treatments and
health-care plans with impunity. That is, the
autonomy enjoyed in the early days of American
health care no longer characterizes the modern
practice of medicine. Foremost are the desires
and influences of the patient and patient’s family.
The art of modern day medicine lies in part with
crafting therapies around a patient’s social, per-
sonal, cultural, or religious framework of beliefs.
With easily accessible information on the
Internet, both accurate and skewed, health liter-
acy has deepened and changed the physician-
patient relationship tremendously. When the
self-education is accurate, the encounter becomes
more efficient, and the system is benefited by the
informed patient. When the information is inac-
curate or unrelated, health-care delivery is
impeded. Occasionally, physicians will even
acquiesce to clinically inappropriate treatments
when faced with misinformed patients [10].

The payer is another factor that influences
diagnostic and treatment choices. As discussed in
the preceding chapters, an early attempt at bend-
ing the cost curve aimed to reign in providers’
free autonomy by instituting the oversight of a
managed care organization. When the Nixon
administration announced the adoption of health
maintenance organizations (HMOs) in the early
1970s, there were only 30 such organizations in
the country. By 1996, that number grew to over
600, enrolling about 65 million people, or close
to one-fourth of the US population [11]. Through
mechanisms like requiring prior approval, man-
aged care can obstruct and deter physicians away
from costly treatment decisions [12]. The pro-
vider’s practice also influences the range of diag-
nostic and treatment options available for patient
care. Programs like utilization review commit-
tees, formularies, and therapeutic interchange

R.P.Shah and S. Mehta

have been instituted to restrict access to more
expensive options and to review whether less
expensive options exist. Programs to increase
cost awareness among physicians have been suc-
cessful in reducing costs, underscoring the rele-
vance and importance of these factors that
influence diagnostic and treatment choices [13].

The provider, as a segment of the US health-
care system, is an evolving role, with each gen-
eration entering the part with different
expectations and antecedent beliefs. The core
fiduciary relationship with patients will remain
unchanged and must be preserved in any future
iteration of the health-care system.

The Payer

The third-party payer in the US health-care sys-
tem has had a growing influence on the physician-
patient relationship over time. Being backed by a
payer is a prerequisite of almost all non-emergent
health-care delivery. Furthermore, both primary
and subspecialty physician practices can differ-
entiate access to their care based on the type of
insurance held.

In 2010, 256.2 million people had health
insurance, with 64.0 % coming from private
health insurance. The proportion of people get-
ting insurance benefits through work is 55.3 %.
About 31.0 % of coverage comes from govern-
ment health insurance; Medicare enrollees num-
ber about 47.2 million, while Medicaid enrollees
number about 50 million [14-16]. Chapters 2, 3,
and 4 cover these insurance programs.

When viewing the health-care crisis, cost
pressures, and central position of the patient,
many consider the private health insurance indus-
try to be least essential and most interchangeable.
A payer is, after all, a payer. It is remarkable, and
somewhat startling, to view the financial state-
ments of the biggest health insurance companies
(Table 12.1). The largest ten companies banked a
whopping $13.3 billion in profits on revenues of
over $300 billion in 2012 [17].

With such staggering revenues and profits, it
is no wonder that many frustrated patients and
physicians inquire about the rationality of their
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Table 12.1 Revenues, profits, and margins for the 10 largest health insurance companies

Insurance companies

United Health Group 110,620.00
WellPoint 61,710.00
Humana 39,130.00
Aetna 36,600.00
Cigna 27,070.00
Coventry Health Care 14,110.00
Health Net 11,280.00
Centene 8,700.00
WellCare Health Plans 7,410.00
Molina Healthcare 587.00
Total 317,217.00

Revenues ($, million)

Income ($, million) Profit margin (%)

5,530.00 5.00
2,660.00 4.31
1,220.00 3.12
1,660.00 4.54
1,560.00 5.76
487.06 3.45
24.81 0.22
1.86 0.02
184.73 2.49
9.79 1.67
13,338.25

Revenues and income are reported for the trailing 12 months

Source: Data from Ref. [17]

rejected claims and preauthorization denials.
The proportion of health insurance premiums
spent on real health-care claims (and not admin-
istration, marketing, or profits) is termed the
medical loss ratio (MLR). The MLR varies tre-
mendously by geographic region, occurrence of
natural calamities, and chance. Between 1994
and 1995, the MLR for a selected group of large
insurance companies ranged from 58 % to
110 % [18]. The Patient Protection and
Affordable Care Act (see Chap. 19 for further
discussion) mandated that health insurance
companies maintain a MLR of at least 80 % or
85 % depending on their size or else issue
rebates to their enrollees. For 2011, the first year
of implementation of the MLR requirement, a
Kaiser Family Foundation report, estimated that
$1.3 billion in excess profits were realized and
would be issued to consumers as rebates [19].
Thus, even the level of 15 % of revenues from
premiums was a difficult target for administra-
tive costs for these companies.

The payer is the key variable that distinguishes
the US health-care system from that of peer
nations. It exerts a significant influence over the
state of affairs of the system; however, it is far
enough away from the system’s core—the
patient—that it becomes vulnerable to substantial
changes in health-care reform proposals.

The Practice Environment:
The Hospital, Emergency Room,
and Ambulatory Clinic

The patient-physician encounter can occur in a
wide variety of physical locations, including a
hospital, emergency room, ambulatory clinic,
nursing home, rehabilitation center, community
health center, workplace, or even a sporting sta-
dium. In 2009, there were 1.3 billion visits to
physician offices, hospital outpatient depart-
ments, and hospital emergency rooms. Of these,
one billion were to physician offices, 96 mil-
lion were to hospital outpatient departments,
and 136 million were to hospital emergency
departments [20].

In 2010, there were 5,754 hospitals registered
in the United States [21]. The makeup of these
hospitals is given in Table 12.2. There are about
941,995 hospital beds in total in the United
States, and, in 2010, there were nearly 37 million
admissions. The CDC estimates that the average
length of stay is about 4.9 days [22]. This
generated expenses of $750 billion in 2010 [21].

The practice location can predict the number
of care providers and complexity of care given.
In 2009, an average of 49.1 % percent of office-
based physicians reported the use of nurse
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Table 12.2 Hospital types in US system

Nongovernmental nonprofit hospitals 2,904
For-profit hospitals 1,013
State/local government hospitals 1,068
Federal hospitals 213
Number of rural hospitals 1,987
Number of urban hospitals 2,998

Source: Data from Ref. [3]

practitioners, certified nurse midwives, or physi-
cian assistants [23]. Health care provided in the
hospital rarely exists as care between so few pro-
viders and a patient. Usually, in addition to the
primary provider, many other physician services
are enlisted. These can include anesthesiology,
radiology, pathology, laboratory medicine, and
innumerable specialists as warranted by the
admission diagnosis. In addition, countless other
ancillary care providers are enlisted in the care of
hospital inpatients. These include the floor nurs-
ing staff, specialty nurses like wound care and
specialty IV placement nurses, nutritionists,
physical and occupational therapists, respiratory
therapists, phlebotomists, radiology technicians,
chaplains, and more. The web of interrelated ser-
vices within a hospital can be large and explains
the thickness of bedside charts and the massive
charges generated to the health-care system.

Regulators and Government
Agencies

The practice of medicine is not regulated by the
Food and Drug Administration (FDA), Centers
for Medicare and Medicaid Services (CMS),
Department of Health and Human Services
(HHS), or Centers for Disease Control and
Prevention (CDC) (for further discussion,
please see Chaps. 16 and 17). Generally, where
there is oversight of the practice of medicine,
the source of the authority is state police pow-
ers. Thus, in controlling licensing, state medical
boards exert their influence on the practice of
medicine. Individual medical decision-making,
however, rarely conjures state police powers.
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The most obvious examples involve euthanasia,
mandatory state reporting of communicable
diseases, and mandatory notification laws
related to child, spousal, and elder abuse.

The FDA regulates the entry of pharmaceuti-
cals and medical devices into the marketplace
and the ability of companies to market those
products. That a product does not have FDA
approval for a given indication, in and of itself,
has no bearing on whether a physician can pre-
scribe that product for the unapproved condition.
Where it does become relevant is when the physi-
cian asks to be reimbursed by a third-party payer.
In many circumstances, unapproved indications
will not be covered by insurance companies. As
will be discussed in later chapters of this book,
the HHS is an arm of the executive branch of the
federal government, charged with “protecting the
health of all Americans and providing essential
human services, especially for those who are
least able to help themselves.” The CDC’s mis-
sion is “collaborating to create the expertise,
information, and tools that people and communi-
ties need to protect their health—through health
promotion, prevention of disease, injury and dis-
ability, and preparedness for new health threats.”

Technology and Innovation

The American ideals of innovation and entrepre-
neurship extend to and thrive in the health-care
system. The promise that a new drug, device, or
therapy will reap bountiful pecuniary rewards
motivates a massive national research and devel-
opment program. The US government and count-
less private sector philanthropies fund biomedical
research programs. Nearly every major disease
has a supportive organization that coordinates
and distributes research funding.

Whereas the technological innovation charac-
terized by the US health-care system helps to
define its excellence in the delivery of medical
care, it can exacerbate problems of cost and
access. When discoveries translate into therapeu-
tic advances, frequently they are incremental
improvements rather than paradigm-shifting
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breakthroughs. These small advances compel
premium pricing and can inflate the expenses
associated with the health-care system. Patients,
physicians, hospitals, and industry marketing will
tout the latest technological offerings which com-
pound the impact of these costly discoveries on
the system. Nonetheless, innovation and rapidly
evolving standards of care are integral character-
istics of the US health-care system and influence
nearly all aspects of health-care delivery.

The Influence of Medical
Malpractice

As will be discussed in detail in Chap. 17, the
specter of malpractice varies by geographic region
and can have an influence on the patient-physician
relationship ranging from significant defensive
medicine to nothing more than a fleeting thought.
The US health-care system exists alongside a cul-
tural embracement of litigation and the prospect
of climbing the economic ladder. The threat of suit
is not just the unfortunate reality of physicians but
also for insurance companies, hospitals, pharma-
ceutical and device companies, and all other levels
of providers. The practice of defensive medicine
consists of excess documentation, otherwise
unnecessary imaging and laboratory testing, and
superfluous subspecialty consultation. The influ-
ence of litigation avoidance constrains the prac-
tice of medicine. Instead of relying on physician
autonomy and expertise, the standard of care
forces conforming to cookie-cutter consensus
statements and decision trees.

Conclusion

The different facets of US health care come
together to form an immense, complex, and decen-
tralized system. There are layers of competing
interests, aligned and misaligned players, and a
variety of social and cultural factors that surround
the central-core patient. It is helpful to have an
understanding of how the different topics of this
textbook fit together and interrelate in practice.
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and Consumer-Driven Health Care

Daniel Guss

Learning Objectives

13

After completing this chapter, the reader should be able to answer the following questions:

¢ How one defines value in health care.

* The implication of moral hazards for both patients and providers.

* The overarching aim of consumer-driven health care.

* The fundamental importance of financial risk in health care as well as who bears it.

* The potential role for accountable care organizations especially as it pertains to provide
incentives and opportunities for innovation in the delivery of care.
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CDHC Consumer-Driven Health Care
HDHP  High-Deductible Health Plan
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Introduction

The fundamental aspiration of any health-care
system is to maximize the value it provides to
patients. Historically, clinical advancement has
been at the epicenter of this aim, but skyrocketing
costs and inconsistent correlation of increased
spending with improved outcomes have precipi-
tated the search for system-wide alternatives.
Any successful health-care system must ulti-
mately integrate patients, providers, and payers
in a manner that promotes quality while contain-
ing costs. Doing so requires defining value in
health care as well as understanding the implica-
tions of moral hazards.
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Defining Terms

As alluded to in the introduction, understanding
the health-care system requires first defining
terms, specifically value and moral hazard.

Value

One proposed definition of value in health care
relates the quality of patient outcomes to the
cost of attaining those outcomes [1, 2]. It is the
ratio of health quality attained per dollar spent
and therefore intrinsically represents efficiency
in health care. Thus, promoting value must
encompass both quality and cost, and health-
care systems cannot maximize value by focus-
ing solely on one aspect of the equation such as
cutting costs without attention to the resultant
effect on outcomes. Quality and cost are not
invariably in conflict, however, and may in fact
be inversely correlated from a system-wide per-
spective. Improving the quality of care can
potentially reduce overall costs by virtue of pre-
venting events like medical complications and
hospital readmissions.

Moral Hazard

Moral hazard refers to the human tendency to
alter behavior once benefiting from, but no longer
bearing, the full cost of a given action. For exam-
ple, a bank may pursue riskier investments with
higher potential payoffs if it knows the federal
government will intervene to prevent bankruptcy.
Along this line, humans are prone to an “all-you-
can-eat buffet phenomenon,” wherein one tends
to overconsume when paying a predetermined
fee to enter the buffet without an incremental
charge for additional portions. Health care simi-
larly risks overconsumption by patients and over-
prescription by providers, both of whom
potentially benefit from increased utilization
without necessarily bearing the incremental costs
associated with additional resource use.
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The Patient (A.K.A. the Consumer)
Consumer Economics

At the heart of economics is the need to reconcile
limited resources against limitless human desires
[3]. In the majority of realms, people reconcile
this tension by how they use their purchasing dol-
lars as shaped by personal preferences and bud-
get constraints. In health care, insurance
companies or other payment intermediaries stand
between the patient and the provider and collec-
tively pool resources, so that patients generally
spend money that is not immediately their own.
Accordingly, while out-of-pocket health-care
expenses for patients have risen in absolute terms
over recent decades, they have shrunk in relative
terms as a percentage of overall health-care
spending. National health-care expenditures
totaled $2.6 trillion in 2010, representing 17.6 %
of United States Gross Domestic Product (GDP)
and are up from 12.0 % of GDP in 1990 and
5.1 % in 1960 [4-6]. In contrast, out-of-pocket
expenditures as a percent of overall health-care
spending were 12 % in 2010, down from 20 % in
1990, and 48 % in 1960. Therein lies one side of
the moral hazard in health care. Patients do pay
increasing amounts for health care, be it in the
form of higher premiums, lower real wages due
to employer-sponsored insurance, or higher
taxes, but the removed nature of such spending
insulates behavior from the influence of costs [7].

Furthermore, in most industries, altered
spending patterns represent the primary lever by
which value is maximized for consumers.
Specifically, when there is a competitive market-
place with sellers vying for buyers, goods tend to
improve in quality and decrease in cost over time,
as exemplified by industries ranging from auto-
mobiles to personal computers [8]. Adam Smith
in his “The Wealth of Nations” described the so-
called invisible hand inherent to such market-
places, which “direct[s] that industry in such a
manner as its produce may be of the greatest
value” [9]. In health care, the dissociation of
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patients from their spending dollars mitigates the
effect of the invisible hand. Competition on qual-
ity and cost, and therefore value as defined in this
chapter, is less prominent.

Consumer-Driven Health Care

Consumer-driven health care (CDHC), as it was
originally conceived, aimed to empower individ-
uals to make their own health-care decisions
while minimizing the collective influence of
third-party payers. The overarching idea was that
patients, when equipped with appropriate infor-
mation and incentives, can manage their own
care better than even a well-intentioned third
party [3]. To some degree a backlash against
managed care, it envisioned a health-care system
in which insurance covered unpredictable, cata-
strophic events, but individuals otherwise paid
directly for predictable, low-cost provider ser-
vices under high-deductible health plans
(HDHPs). By virtue of putting patients in a posi-
tion to manage their own care not only medically
but also financiallyy, CDHC espoused
countermeasures to the moral hazard issue while
attempting to harness the value-creating potential
of the marketplace. Cheaper HDHPs empowered
patients to choose among an array of providers
and treatment plans, but also forced patients who
benefited from utilization to directly incur the
cost of their decision-making. These expenses
could be subsidized through vehicles such as
health-saving accounts, which allow tax-exempt
saving towards health-care expenses, as well as
other government supports for lower income
brackets. CDHC also envisioned that providers
would be free to set their own prices, and inde-
pendent rating agencies would provide a clear
assessment of quality and cost. Armed with this
information, patients could then vote with their
dollars as they do in other industries, thereby
sparking competition among providers to
improve quality while lowering costs, ultimately
maximizing the value for patients.

While there has been limited implementation
of some aspects of CDHC, HDHPs as part of its
vision have become increasingly common [10].
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In 2011, an estimated 17 % of workers covered by
employer-sponsored plans were enrolled in an
HDHP with a tax-preferred saving option (i.e., a
health care—specific saving account set aside pre-
tax), double the rate of 8 % in 2009 [11]. Such
plans have a minimum deductible of $1,200 for
individual coverage or $2,400 for family coverage
[12]. Some supporters have touted the ability of
such plans to rein in health-care spending [13].
Critics, however, have in turn raised concerns
about the potential health implications of passing
financial risk onto the patient [14]. While HDHPs
do appear to decrease utilization such as emer-
gency room visits, it is unclear the degree to
which patients also forgo appropriate care [15—
17]. Hybrid models have therefore emerged that
exempt necessary preventative care from the full
value of the deductible, and some have recom-
mended “smarter” cost sharing that varies out-of-
pocket expenses based on the implication of a
given service towards future health and costs [18].
Another critical issue is that empowering patients
to make value-driven decisions requires access to
sufficient information on quality, efficacy, and
cost, which is frequently unavailable [ 19]. Patients
participating in self-pay markets for procedures
such as laser-assisted in situ keratomileusis
(LASIK) eye surgery and in vitro fertilization
(IVF) have historically relied on word of mouth
and physician recommendations for this reason
[20]. When information about quality and cost is
made available in a well-designed format, how-
ever, studies have found that patients do gravitate
towards high-value providers, underscoring the
need to effectively measure and disseminate such
information [21]. Critics have also expressed
other general concerns about CDHC, including
the challenges of care coordination in a market-
place environment, the potential migration of
healthier individuals to HDHPs leaving tradi-
tional health insurance plans with predominantly
sicker patients, and the associated risk of insol-
vency (i.e., adverse selection), as well as the
potential erosion of medical professionalism that
could result from introducing commercial compe-
tition to the physician-patient relationship [3, 22].

Ultimately, the final version of CDHC is likely
to evolve as it adapts its original vision to
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real-world conditions. Its overarching attempt to
empower patients through choice, while counter-
acting their proclivity to utilize more when
spending other’s money, may need to be comple-
mented by institutional support structures that
offset some of CDHC’s shortfalls as well as help
patients successfully navigate the complexities of
health care [23].

The Provider (A.K.A. the Supplier)

Cost-sharing instruments such as HDHPs focus
on modulating the demand side of the health-care
equation by altering patient-driven utilization. A
supply side also exists, however, and coherent
restructuring of the health-care system must also
encompass providers. Indeed, some have argued
that the provider side of the equation provides a
more apt target because, while both patients and
providers decrease utilization with cost-sharing
initiatives, increased out-of-pocket expenses for
patients may result in decreased use of appropri-
ate care, while no similar predilection has been
demonstrated in the provision of care [24]. The
latter may be due to the information advantage
among health-care providers further buttressed
by professional ethics. Perhaps more importantly,
however, providers at the forefront of delivering
care arguably represent one of the most fruitful
sources of system-wide innovation.

Supplier Economics and Risk

In its simplest form, total health-care spending
equals the quantity of goods and services pro-
vided multiplied by their price. Accordingly,
efforts to curb the growth in health-care spending
have historically focused on one of these two fac-
tors [25]. Private insurance, for example, utilized
deductibles and copayments for patients as well
as service utilization reviews for providers to curb
the volume of services. Meanwhile, public payers
such as Medicare and Medicaid tended to focus
on the price of services, set administratively at the
federal and state level. What is frequently lacking
from a discussion focused solely on quantity and
price is the concept of risk and who bears it.
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Insurance by definition exists to mitigate risk,
be it the risk of fire offset by home insurance or the
risk of poor health offset by health insurance. The
unpredictability of events at the individual level,
but the actuarial ability to pool risk at the popula-
tion level, makes this possible. Individuals are
unable to accurately determine whether or not they
will personally fall ill nor, once requiring care, the
ultimate outcome of treatment. Third-party payers
mitigate this risk by pooling it across large swaths
of the population, but can potentially vary the
degree of risk they assume. At one end of the spec-
trum, in an environment where providers are paid
exclusively on a fee-for-service basis and patients
have no out-of-pocket expenses, the entirety of
risk is borne by third-party payers. Neither patients
nor providers assume the increased costs associ-
ated with higher utilization. Furthermore, while
providers generally espouse a professional and
ethical obligation to maximize quality, there is no
incentive to do so in a cost-effective manner.
Value, defined as quality divided by costs, is not
necessarily maximized. At the other end of the
spectrum, where patients pay entirely out of
pocket or physicians are capitated to provide all
care at a predetermined price irrespective of costs,
the risk has been transferred in its entirety onto the
patients and providers, respectively.

Historically, both private and public payers
had backstops for risk. Specifically, private insur-
ance could simply increase premiums, and public
programs such as Medicare could simply receive
additional government funding. Health-care costs
have risen faster than US GDP, however, and
unchecked growth now infringes on other public
spending ranging from education to infrastruc-
ture [26, 27]. A newfound urgency has therefore
reinvigorated the focus on the provider’s role in
the health-care system, including the possibility
of stimulating quality and cost improvements by
transferring some of the risk onto providers.

Accountable Care Organizations

One proposed mechanism for restructuring
health-care systems is the accountable care orga-
nization (ACO). Broadly speaking, ACOs aim to
reorganize health-care delivery into groups or
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networks of providers whose financial reimburse-
ment is, at least to some degree, tied to measur-
ably improving the quality of care for a defined
patient population while cutting the rate of cost
increases [28, 29]. Thus, providers assume some
financial responsibility for patient outcomes, as
well as the cost of achieving those outcomes, and
are therefore incentivized to find innovative ways
to improve overall value in health care. ACOs can
form at multiple levels of care, ranging from
large primary care groups to hospital systems
[30]. In turn, they can range from a low-risk
model, wherein providers are reimbursed within
a fee-for-service framework but may share in the
money saved from reaching quality and cost-
reduction targets, to one where providers assume
more risk by committing to care for a defined
patient population at a predetermined per-episode
or time-based fee, but with a higher potential
share in any accrued savings [31]. Financial
rewards may also be offset by financial penalties
should providers fail to reach predetermined
benchmarks. The idea is to find a balance between
the fee-for-service reimbursement model, where
reimbursement increases lockstep with the vol-
ume of services provided and which therefore
risks overutilization, and a capitated model,
under which providers are paid a fixed amount
for each patient regardless of expenses and which
thereby risks underutilization [32]. The ACO
concept recognizes that there are inherent barri-
ers to achieving high-value care, including frag-
mentation of care that makes care coordination
challenging, volume-based reimbursement that is
independent of quality or cost-effectiveness mea-
sures, and a general belief that more care equates
with better care (and by extension that any reduc-
tion in care is tantamount to rationing) [33]. By
virtue of passing some financial risk onto the pro-
viders, however, ACOs recognize not only that
the current health-care system is fraught with
opportunities for quality improvement and cost
cutting, but also that providers rather than third
parties are best equipped to recognize and capi-
talize on such opportunities. In addition to incen-
tivizing care coordination as a means to achieving
higher quality care, ACOs also aim to inject a
degree of provider “accountability” through a

commitment to public transparency of quality
measures, which aids patients and payers in
selecting among providers [34]. Undoubtedly,
transforming the concept of ACOs from theory
into reality will be an ongoing and iterative pro-
cess. Even at the most basic level, ACOs face the
challenges of delineating what defines quality
and elucidating how to risk adjust for sicker
patient populations. Nonetheless, the concept of
incentivizing and empowering providers by ced-
ing to them a degree of risk remains.

Ultimately, the recent focus on providers
seeks to spark system-wide pursuits of value in
health care. A strong ethical and professional
code imbues the practice of medicine, and no
orthopedic surgeon, for example, realistically
desires that a total hip replacement become
infected in order to economically benefit from
additional procedures nor does an internist hope
that an elderly patient with pneumonia get read-
mitted shortly after discharge in order to increase
hospital bed utilization. But some argue that pro-
fessionalism can only go so far in mitigating the
inherent moral hazard of a fee-for-service system
that rewards volume above all else [31]. Such a
system does little to force reevaluation of health
interventions from the perspective of efficacy and
cost, nor does it explicitly spark innovation in the
coordination of care, which has become increas-
ingly necessary given the complexity of modern
health-care systems. Skyrocketing health-care
costs now infringe not only on government fund-
ing of other critical public goods, such as educa-
tion, but also erode a vast majority of real income
gains for US families and make US workers less
competitive on a global scale due to the rising
corporate expense of employer-sponsored health
insurance [5, 7]. Questions remain about the
implications of placing increased risks on the
shoulders of providers. For example, insurance
companies generally harbor cash and liquid asset
reserves to offset potential losses. Should some
of this cash now be transferred to providers
alongside the newfound risk? Regardless, the
ultimate idea is that providers themselves, when
appropriately incentivized, are well positioned to
provide the “disruptive innovations” that have
revolutionized other industries [35].
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D. Guss

Summary

Rising health-care costs have broadened the req-
uisite scope of health-care innovation from one
that focuses primarily on clinical advancement to
one that also encompasses the concept of value.
The ultimate question is how to maximize quality
while minimizing costs, and any solution must
successfully integrate patients, providers, and
payers. Key questions include who benefits from
and who bears the costs of decision-making in
the context of moral hazards, and how does a
potential system-wide solution effectively dis-
tribute risk to incentivize innovations that maxi-
mize value?
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:

* What are basic tenants of other healthcare systems across the world, including the United
Kingdom, France, Republic of Korea, Switzerland, and Canada?

* What similarities tie these healthcare systems together, and what sets them apart?

* What principals can one take from international systems to improve health care in the United

States?

* How have other countries dealt with the rising costs of health care?

Introduction

To gain further insight into American health care,
it is important to examine healthcare systems in
other countries, so that one can assess and
compare various plans and paths of reform.
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Health systems in the United Kingdom, France,
South Korea, Canada, and Switzerland provide a
broad international sampling that includes
another massive North American country
(Canada), three European powers (France,
Switzerland, and the UK), and a rising Asian
superpower (South Korea). In examining these
nations’ healthcare structures, we must under-
stand that their efficacy and outcomes are influ-
enced by several modulating factors besides the
system’s inherent design: politics, history, and
economics must all be considered when assess-
ing a foreign system and translating successful
strategies appropriately to the landscape of
American health care.

For example, though the UK’s National Health
Service has retained its basic structure since its for-
mation in 1948, it was not until 2001-2003 —when
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political action established financial incentives
for high-performing doctors and hospitals—that
the British quality of care rose to what it is today.
The Republic of Korea faces the logistical prob-
lem of supporting a rapidly growing and aging
populace with the funds of a yet-developing
economy. Switzerland’s both famous and infa-
mous healthcare system reflects its government’s
commitment to allowing individual choice within
a mandatory coverage.

This examination explores not just what
alternative healthcare systems are possible but
why they are possible, given the different politi-
cal and historical landscapes of individual coun-
tries. How might these various international
systems affect our understanding of American
health care?

United Kingdom

The United Kingdom—comprised by England,
Scotland, Wales, and Northern Ireland—orga-
nizes its health care through four separate national
systems that arose from dividing the common UK
National Health Service (NHS) in 1999. While
each of the four new national systems has taken
slightly divergent paths since “devolution,” the
British NHS can be described as a fair representa-
tive of the essential system: that is, a single-payer
system with publically provided care [1].
Worldwide, the British health system is known for
its economy: the UK only spent $3,503 per capita
on health care in 2010 [2] (compared to $8,233
per capita in the USA) [3]. Because the NHS is
directly responsible for regulating both payment,
as managed through the taxpayer-funded NHS,
and reimbursement, by employing the majority of
physicians, and funding most hospital operations
costs, the British government has tight control
over how much it spends on health care and what
services it will pay for [4].

The NHS was originally formed in 1948 to
provide health care to citizens who could not
afford to pay at the time of service. This original
iteration established a universal single-payer
system funded by general taxes, allowing any UK
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citizen to receive health care free at the point of
delivery. Individuals could—and still can—pur-
chase private insurance to receive additional
perks (such as shorter waiting lists for appoint-
ments and procedures), but this did not preclude
them from paying their income-dependent NHS
taxes. As of 2000, only 11.5 % of UK citizens
chose private insurers, with the vast majority of
the country receiving health care through either
the NHS or employer-based private insurance [5].

After the NHS receives taxpayer money, it
channels it directly to doctors and hospitals, both
of which are reimbursed depending on perfor-
mance, specialty, and volume of patients. Most
doctors are employed directly by the NHS and
hence have their income tightly regulated in
many ways by the NHS. For example, in regulat-
ing the income of general practitioners (GPs), the
NHS (1) mandates that all of its subscribers have
a GP, (2) controls the total number of GPs trained
and employed, and (3) determines the level of
capitation, along with other reimbursements, that
these physicians receive. Recent developments to
this model include a 2004 “pay-for-performance”
scheme that incentivizes general practitioners
with up to $77,000 for providing thorough pre-
ventative care; successfully managing chronic
conditions; keeping thorough, easy-to-access
health records; and satisfying patients [5].
Specialist physicians receive salaries for their
public work—though some also receive fee-for-
service from private insurance companies.

Because the NHS determines both the money
received from taxpayers and money paid for ser-
vices, the British government is in a uniquely
strong position to choose what will or will not be
standard practice, by choosing which practices it
will pay for. Strict budgets can actually be
adhered to, resulting in low spending. The NHS
extended its “pay-for-performance” model to
hospitals [4] to increase quality and timeliness of
care. Healthcare recipients themselves —because
they choose their own GPs—can also influence
quality of care through their role in free market
competition between GPs.

The process of health care follows a hierarchy
that starts with a local general practitioner and
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continues regionally. GPs are truly the “gate-
keepers” to care, such that—excepting emergen-
cies—one can only access specialist services
through a GP referral. Patients with difficult
problems must go first to their GP, get a referral
(usually) to a local hospital, and if their problems
warrant more treatment, progress to a regional
teaching hospital. Hospitals are responsible for
the entire population within their geographic
vicinity. This allows cheaper care to be provided
with fewer specialists.

However, a side effect of having fewer spe-
cialists is long wait lines: the 1995 UK “charter
standard” for the waiting period between a refer-
ral and a specialist appointment was 6 months for
an outpatient visit and 18 months for an inpatient
visit [5]. Recent efforts to improve quality have
lowered the 2009 target waiting period to 3-6
months for an inpatient visit. Yet, perhaps the
most notable benefit of private insurance in the
UK remains the ability to jump in queue or
bypass long waiting lines.

2003 studies showed that the British are gen-
erally satisfied with the cost of their health care,
with only 6 % of Brits (compared to 48 % of
Americans) citing cost as a major problem with
health care. However, 39 % of British patients
(and 3 % of Americans) cited long waiting times
as one of the most important problems of their
national health system [4].

The British NHS’s current success can be
understood as the result of two major, targeted
political pushes in 2001 and 2002 to incentivize
quality improvement. As recently as the 1990s,
the UK had “the highest mortality from major
diseases” compared to other European countries
in addition to its then-infamous waiting times.'
In an attempt to move past a phase where “hospi-
tals with long waiting lists and times [were]
rewarded with extra money to bail them out,”
Prime Minister Tony Blair introduced a “target-

'Despite these criticisms, the UK gained a 1997 “Overall
health system attainment” score of 91.6/100 and a 9th best
ranking out of all WHO Member States. That year
Switzerland placed 2nd, France placed 6th, Canada 7th,
the USA 15th, and the Republic of Korea 35th.
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driven culture” in which receiving NHS funding
for hospitals became contingent on meeting
Treasury targets for basic measures of healthcare
success such as “reducing mortality rates from
major Kkillers, narrowing health inequalities,
treating patients at a time that suits their medical
need, reducing waiting times, and increasing
patient satisfaction” [6].

This culture shift was enacted in order to
reduce the gap in quality between private and
public health care, because this gap necessarily
reflects the income-based inequity of health care.
Specifically, the NHS hoped to move past the
dichotomy of “a privately financed high-quality
service for those who can afford to pay for it and
a publicly funded service of low quality for the
rest.” Part of this era of accountability included
publishing the names of all NHS organizations
along with “star ratings” of their performances to
encourage good practices while simultaneously
“naming and shaming” subpar hospitals.

Yet, the target-driven system, though effec-
tive, also allowed people to attempt to “game” the
system. As noted by Bevan, narrow targets can
successfully be used to achieve wide health goals,
but often not without some idiosyncrasies:

It is often said, and it is true, that government tar-

gets can lead to perverse  consequences.

Ambulances wait outside hospitals because there is

a target that no patient should wait more than four

hours in A & E?... Ninety-eight per cent of patients

do, indeed, now get seen in A & E in less than four
hours. [7]

In 2002 and 2003, the flavor of British health-
care reform began emphasizing provider compe-
tition over “targets.” By allowing patients to
attend whichever hospital they chose, and reim-
bursing hospitals and physicians with a blend of
capitation® and salary, the British government
ensured that “money follow[ed] the patient.” As a
cumulative result of these reforms, British health
care is now a success story in terms of manufac-
turing its own competition to increase the quality

2 Accident and Emergency.

3Pay determined by the number of patients seen rather
than quality of care.
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of state-provided health care [8]. The percentage
of the population reporting being “quite satis-
fied” or “very satisfied” with the general running
of the English NHS increased from 35 % in 1996
to over 50 % in 2006 [5].

France

In 2000, the French healthcare system was ranked
No. 1 by the World Health Organization. Although
some have criticized the methods of assessment
used in this report, overall satisfaction ratings and
health status indicate that the French system is
worthy of attention. The French healthcare sys-
tem combines universal health insurance cover-
age with a mixed public-private system of hospital
and ambulatory care. In addition, it provides
higher levels of resources and greater volumes of
care than the American system while maintaining
significantly lower costs [9].

It is important to note that the French health-
care system, the National Health Insurance (NHI)
system, was implemented in stages in response to
a national call for greater coverage. The original
program, passed in 1928, covered low-income,
salaried industry, and commerce workers. It was
not until 2000 —following several expansions of
program coverage throughout the century—that
France achieved true universal health insurance
coverage [10]. Public health insurance benefits
are available to all citizens, regardless of employ-
ment status.

NHI in France revolves around a system of
reimbursement for medical care; patients pay
their physicians directly and are reimbursed* by
specific health insurance funds [9]. All workers
in France are required to pay a portion of their
income into a specific health insurance fund,’ the
sum of which is then used to reimburse medical

“Presentation of Sécurité Sociale card, enhanced with a
microchip, at a physician’s office allows for an electronic
transfer of funds to the patient’s bank account. This trans-
action takes place almost immediately.

3Workers are automatically enrolled in a group based on
employment. Three major health insurance funds exist: [1]
commerce and industry workers, [2] agriculture workers,
[3] nonagriculture workers and the self-employed.
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expenses at predetermined rates. This process
helps to mutualize health risks between individu-
als. Although workers are grouped into different
health insurance funds based on their employ-
ment, the funds all share a common legal frame-
work, and competition between funds is
prohibited.® Retirees and the unemployed receive
automatic coverage by the fund that corresponds
to their previous occupational category [11].

The government shapes this process by deter-
mining which health services are considered
reimbursable’ and the rate at which those services
will be reimbursed.® Physicians are permitted to
set and collect their own fees, but services will
only be reimbursed at the predetermined govern-
ment rate [10]. In this way, fees remain fairly
competitive, as patients are likely to choose the
service with the smallest difference between the
physician and reimbursement rates.

The French NHI is relatively generous in
terms of benefits, covering a broad range of ser-
vices such as hospital care, outpatient services,
prescription drugs, and nursing home care; dental
and vision care are covered to a lesser extent, and
small differences in coverage exist between dif-
ferent NHI funds. Competitive private insurance
is available to cover gaps in NHI and expand ben-
efits. Private insurance is often employer subsi-
dized or is government provided for low-income
citizens [12].

The French NHI was founded on the principle
of solidarity: the notion that “health insurance is
a right for all—sick and well, high and low
income, active and inactive—and that premiums
ought therefore to be calculated on the basis of
ability to pay, not anticipated risk” [13].
Essentially, the sicker a person becomes, the less
they are expected to pay. For example, patients
are exempted from co-pay requirements and
receive complete reimbursement of healthcare
costs if they are diagnosed with one of thirty

®Examples of competition would include the lowering of
health premiums and the micromanagement of health
care.

"Most medical services are considered reimbursable.
8Reimbursement typically ranges from 70 % for procedures
such as x-rays to 95 % for minor surgeries or childbirth.
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specified chronic conditions or if their hospital
stay exceeds 30 days. This is in direct contrast to
the American healthcare system, where chronic
illness and long-term recovery are associated
with increased costs for the afflicted individual.

South Korea

Over the past 50 years, South Korea’s economy has
grown rapidly, earning it a place among the G-20
major economies. As the nation’s economy devel-
oped, so did its standard of living expectations and
thus its need for a quality, affordable healthcare sys-
tem. In an attempt to maintain continued economic
growth and political stability, the South Korean
government developed a health insurance program
intended to improve the social welfare of its citizens
[14]. In just 12 years, South Korea was able to
implement a system of universal health insurance,
bringing coverage to over 96 % of its population.

South Korea’s first compulsory health insur-
ance act was signed into law in 1977.° In addition
to establishing several health insurance societies,
this act required all companies with more than
500 employees to provide health insurance to
their workers. By 1989, through a series of gov-
ernment-directed program expansions, South
Korea had achieved universal health insurance
coverage, requiring health insurance of both pub-
lic and private sector employees, as well as the
self-employed.

Eleven years later, in 2000, the nation’s mul-
tiple health insurance societies were merged into
a solitary government-run, single-payer system,
the National Health Insurance (NHI) program.
Until this point, health insurance had been pro-
vided primarily by private insurance societies,
with the government offering direct coverage to
those who were unable to obtain private insur-
ance'? [15]. All people are eligible for coverage

°Prior to this time, health insurance enrollment was
voluntary.

10 According to the Center for Health Market Innovations,
90 % of South Koreans were covered through private
insurers prior to 1997; direct coverage through the
government was provided to the remaining 10 %.
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under the NHI program, and, as of 2006, 96.3 %
of South Koreans were insured under its
umbrella.!" The remaining 3.7 % were covered
by the nation’s Medical Aid Program (MAP),
which is similar to the American Medicaid pro-
gram [16].

The National Health Insurance program uses a
combination of public and private financing
derived from government subsidies, tobacco sur-
charges, and individual contributions (premi-
ums). While a uniform contribution amount'? is
set for those who are employer-insured, expected
contributions for the self-employed are deter-
mined based on income.'* Co-payments for med-
ical services are also collected, with costs being
dependent upon the services provided [14].

The South Korean healthcare plan, while pro-
viding comprehensive care, does little to address
the root of the nation’s health issues, choosing to
focus on the treatment of disease rather than its
prevention. In addition, an increase in expendi-
tures for chronic degenerative diseases has fol-
lowed an increase in South Korean life
expectancy, placing a financial and social burden
on younger populations [16]. As the American
healthcare system continues to progress and
develop, it should take into account the need for
both an emphasis on preventative services and a
strategy for the management of age-related costs.

Canada

The Canadian province of Saskatchewan founded
the first publicly-financed universal hospital
insurance program in North America in 1947,
and the other provinces soon followed suit. In
1957, the Canadian government passed the
Hospital Insurance Act, creating a national uni-
versal hospital insurance program to replace the

1577 % were employer insured and 38.6 % were
self-employed.

2Employer-insured premium rates are levied as a percent-
age of the employee’s gross income; the employer and
employee each pay 50 % of the premium amount. The
premium rate was 5.08 % in 2008.

BIncome calculations include factors such as property
value, age, and gender.
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Table 14.1 Healthcare expenditures: USA versus Canada

B.S.Hooe et al.

Total current expenditure (individual and collective health care)

Total Services of Services of Prevention
healthcare curative and long-term Medical and public Health administration
expenditure  rehabilitative care  nursing care  goods health services  and health insurance
United $8,232.9 $5,486.0 $463.0 $1,105.2  $286.1 $569.8
States
Canada  $4,444.9 $1,990.4 $624.7 $853.5 $291.7 $143.9

Note: Values expressed are per capita costs, in US$ purchasing power parity

fragmented provincial one. Although the creation
of this program was a large step toward universal
health insurance coverage, the program covered
only hospital services, not physician services. A
true universal health insurance plan was passed
in 1966, and the program was fully implemented
in 1971 [4].

The Canadian universal health insurance pro-
gram, named Medicare, is a public, single-payer'
system that is financed through taxation. As of
2010, the federal government financed 33 % of the
cost of provincial health services'® [4]. The prov-
inces themselves use a variety of taxes to finance
their health budgets, including compulsory premi-
ums,'® and payroll, income, and sales taxes [17].

In contrast to many other systems, the
Canadian Medicare system has completely sepa-
rated health insurance from employment; every
Canadian receives the same benefits, regardless
of occupation or employment status. Benefits
under the program are broad, covering physician,
hospital, and ancillary services!” [4]. Canadian
patients are free to choose their own primary care
physicians (PCP) and are able to see specialists
without referrals from their PCP.'® Physicians
are typically prohibited from billing above the
provincially-mandated service fees [18].

4Within each Canadian province, the provincial govern-
ment is the single payer.

5The Canadian federal government originally financed
50 % of health services costs in the 1970s.

1¢British Columbia and Alberta provinces.

7 Ancillary services include diagnostic, therapeutic, and
custodial services.

18 Specialists receive a specialist fee, but only if the patient
is referred by a PCP. For this reason, many specialists
refuse to see patients without a referral.

The Canadian system is also unique in that it
prohibits citizens from purchasing private health
insurance that duplicates the basic benefits cov-
ered under the national plan. This policy is
designed to prevent physicians from offering
preferential treatment to patients with private
insurance. Private insurance may be purchased,
but only to cover gaps in coverage'® or for special
amenities such as private hospital rooms [18].

Compared to costs for care in the United
States, Canadian healthcare expenditures are rel-
atively low [19]. Several key differences between
the USA and Canadian systems account for the
variance in cost of health services between the
two nations. In the USA, administrative costs are
more than 300 % greater than in Canada.
American physicians also utilize expensive,
high-tech services (such as MRI scans) at a much
higher rate than their Canadian counterparts.
Finally, hospital stays in general are more expen-
sive in the USA, as are physician fees and phar-
maceutical prices (Table 14.1) [20].

Although the cost for care is significantly
lower in Canada than in the United States, health-
related expenditures in Canada have risen in
recent years, and, in 2010, Canada was reported
as having the fifth highest per capita healthcare
costs among developed nations.? Since that time,
Canada has taken steps to curb health costs and
increase federal funding to provinces. Tax expan-
sions have increased the federal payout to prov-
inces, while a planned reorganization of the

“Dental care,
coverage, etc.

physical therapy, prescription drug

% According to a report published by the Organisation for
Economic Co-operation and Development (OECD).
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Medicare system aims to simultaneously decrease
administrative costs and improve efficiency [4].

Overall, the Canadian universal insurance pro-
gram has been successful in providing a means
for the fair distribution of healthcare services.
Critics of the system target long wait times for
elective procedures and decreased access to pri-
mary care physicians compared to insured
Americans [12]. In addition, payments to
Canadian physicians on a fee-for-service basis
have been said to emphasize volume of patient
visits over quality of patient care [18].

Switzerland

Switzerland provides the classic model of uni-
versal coverage achieved through highly regu-
lated private insurance companies. An individual
mandate requires all Swiss to purchase at mini-
mum a “basic plan,” with a minimum, predeter-
mined amount of coverage. These basic plans
are heavily regulated by the government to
ensure quality and affordability, though private
plans are available to those who can afford
them. As a whole, Switzerland’s health system
is known for retaining a great plurality of con-
sumer options and promoting consumer auton-
omy around the standard for minimum
individual coverage—though critics often dis-
pute its cost-effectiveness [21].

Swiss health care, though possibly successful
through its own design, must nevertheless be
considered in the context of the Swiss history of
government, with its limited federalism and
emphasis on individual autonomy. For the latter
half of the twentieth century, Switzerland had
already established for itself “universal social
insurances” in case of widowhood, orphanage,
unemployment, or disability [22]. From this his-
tory of social support came the federal 1996 Law
on Health Insurance, which set forth an individ-
ual mandate for health insurance, along with
measures to maintain the individual’s options for
coverage and providers.

These protective measures allow the Swiss
complete freedom to define their own health
coverage, as long as they meet the individual
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mandate.?' In fact, insurance companies are pro-
hibited by federal law from penalizing citizens
who switch healthcare plans. Individuals are thus
encouraged to take an active role in choosing
from the 90 or so private insurers in Switzerland,
thus shaping the free market and perhaps leading
to better coverage and service [23]. To increase
transparency in selecting from the multitude of
insurance choices, the Swiss government pub-
lishes an annual list of insurance companies
along with their rates for “basic” plans, which are
identical in form and provide essential coverage
as defined by federal law. Besides monthly pre-
miums, healthcare recipients must also pay for
their own co-pays; this is to encourage patients to
participate in the process of keeping healthcare
costs low—for example, by declining unneces-
sary lab tests their doctor might otherwise have
ordered.

“Basic insurance,” by Swiss law, provides the
same services and benefits (including sick treat-
ment, preventative care, and approved prescrip-
tions) to all insured under it, for premiums legally
determinable only by age and geographic loca-
tion. While the Swiss government does not fix
specific prices for these basic plans, it directly
prohibits insurance companies from profiting
from them. Theoretically, since the numerous
basic plans are identical in content, insurers will
compete for customers via secondary services,
such as customer service and administrative
support.

Insurance companies may also offer “private
plans” that offer greater amenities (such as pri-
vate hospital rooms) or more advanced treat-
ments (such as those that are infeasible to provide
to the entire population) [18], and it is legally
permissible to profit from these private plans.
While companies are prohibited from using
most personalized information to determine
basic premiums, they may—in determining pri-
vate premiums—consider gender, risk factors,

2! Swiss government revolves around the individual; as a
direct democracy, any of its laws or decisions can be
delayed, or decided by public referendum, if enough
signatures are obtained. This is in contrast to indirect
democracy, which is used in the USA.
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and preexisting conditions. Insurers may even
reject applicants for private insurance, while they
are required to insure anyone who seeks a basic
plan from them.

A Swiss citizen has increased freedom in
choosing not only insurance plans but providers
as well. Furthermore, there is no requirement that
a general practitioner “keep the gates” and make
referrals in Switzerland, so an individual may
choose and seek specialist treatment directly. The
only limitation, outside times of emergency, is
that one must seek treatment within the confines
of one’s geographic subdivision or “canton.”

Cantons are responsible for running local hos-
pitals, determining insurance subsidies for low-
income families, and determining reimbursement
amounts for services. Though hospitals are pri-
marily funded by insurance companies based on
diagnoses and/or lengths of hospital stays, can-
tons provide additional funds to cover any defi-
cits [18]. However, because cantons operate
independently from each other, the health care
experience of a Swiss resident can depend greatly
on where they live within Switzerland. As an
extreme example, a Swiss family of four living
on $42,000 PPP?? in 2007 might have spent any-
where between 4.4 % and 16.4 % of their income
on health care depending on their local canton’s
health premium subsidies for low-income fami-
lies [22].

Theoretically, segmentation might allow com-
petition between cantons, that is, if people were
to relocate according to their preferences for
canton-provided health care.?* However, due to
the actual reality of relocation, as well as differ-
ences in language and culture between the can-
tons, this seems unlikely to be a great determinant
of Swiss health care. Further criticisms of the
canton system include that it “encourages the
creation of regional monopolies and segmenta-
tion of hospital supply” and lacks the benefits of
a centralized federal system, such as economies
of scale and coordination of effort.

2PPP=product purchasing power, a quantified represen-
tation of the buying power of a currency in its home
nation, translated roughly into USD.

23 As Crivelli and Bolgiani put it, “voting with their feet.”
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In summary, health care provided by cantons
must still conform to federal standards that
require that: (1) all individuals purchase insur-
ance; (2) identical, “basic insurance” plans cov-
ering the minimum amount of health coverage
for an individual are available from each of the 90
or so private insurance companies; (3) private
insurance companies offer these basic plans not
for profit (companies may profit off supplemen-
tary plans that provide increased comfort and/or
service); and (4) individuals have great freedom
in choosing providers and hospitals.

Conclusion

The United Kingdom, France, Switzerland,
Republic of Korea, and Canada have evolved dif-
ferent healthcare solutions to differing sets of cir-
cumstances; yet, each system aims to save money
and maximize human potential by redistributing
the flow of time, money, and attention through dif-
ferent venues under differing sets of restriction.

In this international analysis, all of the exam-
ined countries achieved universal health care, and
the majority of the healthcare models (UK,
France, Republic of Korea, and Canada) offered
public insurance. Switzerland alone differs in this
respect, as it lacks government-provided cover-
age, relying instead on a great multiplicity of pri-
vate insurers. Yet, Swiss insurers are so heavily
regulated that their basic coverage plans may be
considered as essentially similar to public plans,
but without direct government administration.

The USA, in contrast, is far from universal
coverage and does not yet have universally avail-
able public insurance. Health costs per capita are
greatest in the USA and Switzerland ($8,233 and
$7,812, respectively) and least in the UK and the
yet-developing Republic of Korea ($3,503 and
$1,439). France is in between with $4,691 per
capita spending. When these costs are viewed
relative to their country’s economic strength,
however, we see that each of the international
systems spent approximately 10-12 % of the
GDP on health care, while the USA spent closer
to 18 %. See Table 14.2 for a comparison of
healthcare systems between the United Kingdom,
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Table 14.2 Comparison of healthcare systems between the United Kingdom, France, Republic of Korea, Switzerland,
Canada, and the United States

Amount of  Gross national $ USD
GDP spent  income per spent on
Single  Payment on health capita (US health care
Insurance type payer?  singularities care (%) dollars) per capita
United Kingdom Public, universal ~ Yes Free at the point of 9.6 $30,600 $3,503
(National Health delivery; state
Services) money follows the
patient
France (National Public, universal ~ No Patients pay 11.9 $29,700 $4,691
Health Insurance) physicians and are
reimbursed by the
state
Republic of Korea Public, universal ~ Yes Institutions provide  12.4 $24,900 $1,439
(National Health care to patients
Insurance) and are later
reimbursed by the
state
Switzerland Private (heavily No 11.5 $42,700 $7.812
regulated),
universal
Canada (Medicare)  Public, universal  Yes 11.3 $32,800 $5,222
United States Mixed No 17.6 $38,900 $8,233

public +private,
not universal

France, Republic of Korea, Switzerland, Canada,
and the United States.

It is clear that there are multiple functional
models for funding and delivering health care,
and, within those models, there are many modes of
variation. Even grossly similar systems, such as
those in Canada and the UK, may achieve different
results depending on the timing, implementation,
and politics involved. It is important to keep in
mind both the strengths and weaknesses of each of
the systems described as our American healthcare
system continues to progress.
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Reimbursement: Understanding
How We Pay for Health Care
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Sachin H. Jain and Elaine Besancon

Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
* Understand the history and shortcomings of fee-for-service payment models
* Introduce and describe past approaches to payment reform

e Outline several proposed models for reform

* Discuss the effect of payment reform on physician practice

Introduction

American health-care costs have risen steadily
over the past several decades, and interventions
to curtail them have met with minimal success.
Increasing attention is being paid to payment
reform—changing the ways in which we struc-
ture and organize payments for health-care ser-
vices—as potential sources for saving as well as
a potential driver for quality improvement. As
health-care expenditure nears 20 % of GDP—a
proportion more than double that of most other
industrialized nations—the need for solutions has
never been greater [1].
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Reforming our health-care payment systems
will have a dramatic impact on how health care is
delivered—and hospital-based care, in particular.
In this chapter, we (1) address the history and
shortcomings of fee-for-service payment models,
(2) introduce and describe past approaches to
payment reform, and (3) outline several proposed
models for reform.

The chapter concludes with a discussion of
payment reform’s effects on physician practice.

The History and Shortcomings
of Fee-for-Service Payment
in Health Care

Payment for both inpatient and outpatient health-
care services has historically been grounded in
fee-for-service approaches to payment. In a fee-
for-service model, third-party payers contract
with doctors and hospitals to compensate them in
proportion to the volume of services delivered
to patients. Therefore, each office visit, test, or
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procedure is assigned a level of coverage by the
third-party payer and is reimbursed individually
according to this schedule, regardless of any
other services being provided.

Fee-for-service approaches to payment have
held several distinct advantages. They have been
relatively easy to administer; they reward physi-
cians and hospitals for the full complement of
services delivered; and because payment is not
tied to a particular network or provider group,
they typically allow patients to choose their own
physicians and hospitals [2, 3].

Yet, fee-for-service has been subject to signifi-
cant criticisms that have fueled calls for major
reform.

For its detractors, fee-for-service payment
models encourage waste and overutilization of
health-care services in the form of unneeded ser-
vices that bolster revenues but have an uncertain
link to outcomes [4]. This consideration has
become particularly relevant as costly new tech-
nologies and therapies have become available
that offer questionable benefit.

Fee-for-service models of payment also treat
all physicians and hospitals as essentially equiva-
lent, regardless of quality or appropriateness of
the care delivered [4]. Under most contracts with
third-party payers, a physician with outstanding
outcomes and experience is paid similarly to a
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new practitioner with uncertain performance.
Many physicians bristle at the ways in which fee-
for-service models treat health-care services as a
priced commodity.

Finally, fee-for-service models typically pay
physicians for managing sickness—not promot-
ing and maintaining patient health. Physicians
have little financial incentive to promote patient
wellness in a system that rewards them highly for
intervening to manage care of sick patients but
compensates them minimally for efforts to pre-
vent morbidity [5]. Some observers have noted
that fee for service is the basis for a “sick care”
system instead of a “health-care” system [6].

Previous Models of Reform

The shortcomings of fee-for-service medicine
have been long evident, and efforts to reform fee-
for-service systems have a deep history. The most
significant reform efforts have been managed
care, the introduction of diagnosis-related group
payment (DRG), pay for performance (P4P), and,
most recently, the introduction of nonpayment
for preventable complications of care. Each of
these will be discussed in the following sections.
Table 15.1 compares these reimbursement mod-
els using diabetes as an example.

Table 15.1 Comparison of reimbursement models: diabetes as an example

Metric by which payment

Payment type is determined

Fee for service
Pay for performance

Paid set amount to cover
all patients in a population

Capitation
Diagnosis related groups
for a given diagnosis

Paid set amount for all care
for a given diagnosis

Payment bundling

Individual procedures and services

Bonuses for meeting quality metrics

Paid set amount per hospitalization

Example

Compensation is given for checking labs and
prescribing medication to a diabetic in clinic
Bonus is given for good blood sugar control in a
diabetic patient

An organization is paid a set amount to take care of
all of it’s patients for a year, adjusted based on how
much this particular population usually costs

A hospital is paid a set amount for any admission
related to complications of diabetes, regardless of
actual cost

An organization is paid a set amount to take care of
a patient who was admitted with complications of
diabetes for the duration of the hospitalization and
the next 30 days, regardless of actual cost
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Managed Care

Managed care is a broad term that encompasses
two primary models of health-care payment and
delivery: staff- and contract-model health main-
tenance organizations (HMOs).

Staff-model HMOs and prepaid group prac-
tice—the most prominent example of which is
Kaiser Permanente—are delivery systems that
insure patients and provide health-care delivery
within a closed network to physicians and hospi-
tals. Physicians and hospitals that are part of
staff-model HMOs work to conservatively man-
age resources and maintain patient health because
they are at risk for any costs above and beyond
the insurance premiums they collect from
patients. Staff-model HMOs have gained recog-
nition for their lower costs of care delivery
and superior outcomes in patients with chronic
illnesses [7, 8].

In contrast, contract-model HMOs are pay-
ment models in which third-party payers push the
risk for managing care of patients onto physi-
cians. In exchange for a per-patient-per-month
fee (capitation) paid by an insurance company,
physicians assume full risk for the patient’s
health [9]. If the patient remains healthy and does
not use any health-care services, the physician or
his/her group keep their capitation payment as
profit. If the patient uses health-care services
(i.e., lab tests, radiologic studies, hospitaliza-
tion), the costs for these services are counted
against the capitation payments received by the
physicians. In theory, physicians in contract-
model HMOs have strong incentives to promote
the health and well-being of the patients for
whom they assume responsibility.

While staff- and contract-model HMOs have
their respective strengths—and were, for a time,
popular models of paying for health care—they,
too, have suffered critical backlash.

While outcomes in HMOs were typically sim-
ilar to outcomes in fee-for-service models of care
delivery, staff-model HMOs became unpopular
among many patients who wished to preserve
their choice of doctor or hospitals [10]. The effi-
ciencies that were sometimes gained by creating
aclosed network of physicians wereill-recognized

by patients who felt that they were trapped in a
closed system.

Both staff- and contract-model HMOs suf-
fered from the perception that doctors were with-
holding needed treatments because of a profit
motive. Whether real or imagined, managed
care’s emphasis on more appropriate resource
utilization was received by patients as the deliv-
ery of inferior or substandard care, a lasting per-
ception that persists today [10].

Finally, both types of HMOs were criticized
for selecting favorable risk by seeking to attract
young and healthier patients to plans whose
health-care needs and expenditures would be
minimal. If providers were at risk for the health-
care expenditures of their patients, it only made
sense to try to attract members with low resource
utilization needs [11].

And doctors, too, found critical failures with
managed care that challenged its sustainability.
In both staff and contract models, managed care
altered the nature of a physician’s job to incorpo-
rate resource utilization and management, an
uncomfortable shift for which few were ade-
quately prepared [12].

Physicians in staff- and contract-model HMOs
alike often complained of an excessive focus on
productivity and profit; doctors used to practicing
in “unmanaged” environments complained about
the overly prescriptive nature in which they are
expected to deliver care [1].

Finally, in contract-model HMOs, physicians
often suffered because of their inability to man-
age risk and closely manage patient utilization.
Many physicians and physician groups that were
ill-equipped to manage risk incurred significant
financial losses.

Diagnosis-Related Group (DRG)
Models

While managed care has had an ebb and flow, the
diagnosis-related group model of payment
(DRG) has had a sustained impact on how we pay
for and deliver care.

Prior to the implementation of DRGs, the
Medicare program saw an average increase of
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17.1 % per year in expenditures associated with
inpatient hospitalization [13]. At the time, hospi-
tals were largely paid on a fee-for-service basis
that reflected their “allowable charges.” Health-
care costs grew rapidly and with little restraint.

In 1983, Medicare introduced the use of
diagnosis-related groups (DRGs) to reform
payment for inpatient hospital care (Medicare
Part A) [14]. DRGs are a collection of more than
500 types of hospitalizations that, in principle,
should have standardized resource utilization and
payment [13].

Whether a patient stayed 10 days in the hospi-
tal or two, DRGs standardized payment for the
hospitalization of a patient with a particular ill-
ness [15]; illnesses were further stratified by up
to eight comorbidities and up to six procedures
performed during the patient’s inpatient hospital-
ization. DRGs covered nursing services, room
and board, and diagnostic and ancillary services
[16]. Outpatient and physician services were cov-
ered separately by Medicare Part B.

In addition to the primary diagnoses and inter-
vention, payments were based on the location
and designations of the hospital, the prevailing
wages in a particular community, and the indirect
medical education costs for teaching hospitals
[15, 16]. Special allowances were made for
higher payments for patients who qualified as
cost outliers and had much higher than average
costs for the full length of their stay [17].

While the prospective payment system for
inpatient hospitalizations has been adjusted
somewhat since it was first introduced, it has
remained largely intact as a model for paying for
inpatient hospital care. The survival of the pro-
gram is rooted in its early success.

In the first years after it was introduced,
growth in hospital expenditure declined signifi-
cantly. In the first 6 years after DRGs were intro-
duced, the rate of increase in Medicare inpatient
hospital spending slowed from 17.1 % to 5.7 %
per year [13]. Many commercial payers subse-
quently adopted DRGs model for reimbursing
care costs.

Despite initial success, hospital costs have
again continued to rise and overall spending along

S.H. Jain and E. Besancon

with it. Some have argued that while diagnosis-
related group models of payment move away from
fee-for-service payment, it does not do so com-
pletely. To the contrary, a hospitalization made
more costly by an error, infection, or complication
allows a hospital to code a higher DRG than it oth-
erwise might and, in this way, at least partially
resembles a fee-for-service approach [18].

Pay for Performance

With increasing recognition of gaps in quality of
care, a movement emerged to try to provide spe-
cific incentives for physicians and hospitals to fill
those gaps. Pay-for-performance models of pay-
ment provide additional payments to providers
and hospitals if they demonstrate compliance
with particular process guidelines or, in rare
instances, demonstrate achievement of specific
clinical outcomes.

Pay-for-performance  programs  became
widely in vogue in both the public health plans
(Medicare and Medicaid) and in private, com-
mercial health plans, but have met with mixed
success and reception.

Advocates of pay for performance note that
the program is an important mechanism for align-
ing incentives for quality with patient care.

While in some cases pay-for-performance
programs have led to higher rates of compliance
with evidence-based guidelines for care delivery
[19-21], critics argue that clinical performance is
not appropriately boiled down into a few metrics,
that the improvements achieved are not worth the
extra costs incurred, and that focus on isolated
metrics could potentially cause hospitals and
doctors to focus on certain elements of the care
delivery experience to the exclusion of others
[22]. Studies of outcomes achieved by pay-for-
performance programs have had mixed results
[20, 23-25].

Furthermore, because of the difficulty of ade-
quately risk-adjusting payment models, pay-for-
performance programs focus excessively on
process metrics that have an uncertain impact on
outcomes [26-28].
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Nonpayment for Preventable
Complications of Care

Over the past several years, a movement has
emerged to eliminate payment for adverse events
that are entirely preventable and inexcusable in
the course of health-care delivery. Under tradi-
tional models of payment, such complications
have led to higher payment because additional
services are consumed [29]. Under reformed
models of payments, so-called “never events” are
not reimbursed. In 2008, Medicare moved to
eliminate payment for 11 such events: air embo-
lism, blood incompatibility, catheter-associated
urinary tract infection, certain manifestations of
poor control of blood sugar levels, DVT or PE
after total knee and hip replacements, falls/
trauma, retained foreign bodies in surgery, pres-
sure ulcers, certain surgical site infections, and
vascular catheter-associated infections [29, 30].

While the results of this and similar initiatives
are uncertain at this point, they have certainly led
to an increasing focus on avoidance of prevent-
able complications in the inpatient setting [31].
Increasing managerial and clinical attention is
being applied to implementing protocols to ensure
that preventable complications are avoided.

Emerging Models of Payment
Reform

The future of health-care payment will clearly be
informed by its past. Lessons learned around the
implementation of managed care, DRG models,
pay-for-performance programs, and nonpayment
for preventable complications will help shape
payment policies going forward. The ultimate
goals of reformers remain the same: (1) lowering
health-care costs, (2) increasing alignment
between payment and the provision of quality
care, and (3) improving incentives to deliver
high-quality care. This section addresses several
concepts relevant to payment reform that have
gained considerable recent attention in discourse
around health-care delivery reform including (1)
accountable care organizations, (2) bundled pay-
ments, and (3) other approaches.
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Accountable Care Organizations

While defined in other chapters in this book,
these terms are crucial to understanding the future
of payment, and as such we will review them
here. The Patient Protection and Accountable
Care Act (PPACA) established authority for the
Center for Medicare and Medicaid Services
(CMS) to establish accountable care organiza-
tions (ACOs). Payers will make per capita pay-
ments to these organizations—made up of
hospitals and groups of providers—to manage
the health care delivered to a defined population
of patients. The hospitals and providers would
share whatever savings they achieve in delivering
care to that population as profit. Any cost over-
runs about the per capita payments would be
absorbed by the payer [32]. The accountable care
organization (ACO) model has many potential
benefits. By creating organizations—uvirtual or
real—that have an incentive for spurring lower
overall health-care utilization for a defined popu-
lation, health-care providers are incentivized to
consider ways to improve the overall health of the
patient populations they manage [33]. ACOs
would correct many of the problems with fee-for-
service payment models by rewarding providers
for services not rendered and for proactive man-
agement of population health. In this regard,
ACOs are in some ways like managed care.

An important distinction in contrast with man-
aged care, however, is that patients are not locked
into receiving care at a particular ACO. While
patients’ costs will be attributed to a particular
ACO, patients will continue to have the option of
receiving care from any provider or hospital that
they choose [34]. In this way, there is a decou-
pling of payment and an individual patient’s
selection of a provider. Furthermore, the ACO,
while incentivized to manage costs and improve
health, is not at risk if overall costs exceed the per
capita payment they receive for managing a
patient’s care.

As with all payment reform models, the effec-
tiveness of the ACO approach to managing health-
care finance will be based on the skill with which it
is executed and how effectively organizations and
policy-makers manage unintended consequences.
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The administrative complexity of attributing
health-care costs to individual patients and to
ACOs will be significant; decisions about how to
distribute payment within an ACO can be equally
challenging. So too will be the challenge of
measuring quality within an accountable care
organization.

Various aspects of the execution of the ACO
model will be dependent on local area variation;
attribution of patients to an ACO will be far sim-
pler in noncompetitive rural health-care markets
than in competitive urban environments, where
several hospitals and provider groups aspire to
serve the same set of patients.

CMS has launched several programs based on
these concepts in the last decade. From 2005 to
2010, CMS conducted the Physician Group
Practice Demonstration, which enrolled 10 large
medical care organizations with the dual goals of
shared savings and improved quality. Participants
were assigned spending goals based on historical
spending data for each organization [35]. These
organizations were eligible to share up to 80 % of
any savings they achieved if they also met certain
quality metrics [36]. They did not share in any
risk should their spending exceed target rates.
While the demonstration did result in overall cost
savings and the majority of quality metrics were
met by most organizations, several criticisms also
surfaced. For example, although in aggregate the
spending numbers looked impressive, the aver-
age cost saved per Medicare beneficiary was only
$121 over 5 years, prompting some to suggest
that offering shared savings without any shared
risk was not a sufficiently powerful motivator
[37]. Additionally, most of the cost savings
occurred in the outpatient rather than inpatient
setting. In fact, none of the participating groups
that were affiliated with a nonacademic hospital
achieved cost savings, leading to speculation that
the conflicting interests of hospital ownership
discouraged meaningful reduction in practices
like unnecessary admissions [36].

With the passage of the Health Reform Law,
CMS announced two new ACO programs in
2011 informed by the experience of the PGP
demonstration: the Medicare Shared Savings
(MSS) Program and the Pioneer ACO Program.
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Like the PGP demonstration, the goals for these
two programs were shared savings and improved
quality. The MSS Program offers two enrollment
options: one similar to the PGP structure with
shared savings but no shared risk and another
with shared risk but a higher proportion of shared
savings (50 % vs. 60 %) [37]. Based on a projec-
tion that 270 ACOs will be formed, CMS esti-
mates that savings in the first four years will total
$940 million [37]. The Pioneer ACO Program is
designed for more experienced groups who desire
to share both a greater proportion of savings and
risk. If groups enrolled in this program meet sav-
ings goals for 2 years, they have the option of
switching over to a partial capitation-based pay-
ment method [38]. CMS has stated that they hope
that the Pioneer ACO Program will result in 1.1
billion dollars saved over 5 years [37].
Additionally, the capitation method may allow
Pioneer ACOs to focus on providing services that
have not been well compensated by current fee-
for-service models. However, this program has
been criticized for many of the same issues as the
PGP demonstration and the MSS, namely, that it
may be difficult for groups to actually achieve
significant spending reductions. Additionally, the
Pioneer ACOs will face significantly more poten-
tial risk when they switch over to capitation, risk
which has previously been borne by insurance
companies, and may be challenging for many
health organizations to absorb. Regardless, as the
members of the Pioneer ACO Program are all
experienced organizations, they are likely the
best initial group to test the theory that ACOs
and capitation-based payments are a sustainable
model for the future.

Table 15.2 shows a comparison of recent CMS
reform programs.

Bundling for Episodes of Care

Another approach that has been proposed and
increasingly implemented to manage health-care
costs is the use of bundled payments or episode-
based case rates. Payment bundling gives a pro-
vider a fixed case rate for managing all of the
inpatient and outpatient costs associated with a
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Table 15.2 Comparison of recent CMS reform programs

PGP demonstration MSS

Reimbursement Fee for service

method

Maximum proportion 80 %
of savings shared

Assumption of risk?  No Depends

particular condition, procedure, or illness. Paying
for services as a bundle—as opposed to a discrete
set of services—aims to incentivize the provider
to deliver care that has fewer associated compli-
cations and extraneous costs because any overruns
in expenditure are attributed to the provider.

As an example, a provider or provider group
might be given a single risk-adjusted payment for
inpatient management and subsequent follow-up
care for an inpatient admitted with pneumonia.
Under a current fee-for-service model of payment,
the provider has no monetary incentive to promote
close follow-up of the patient to avoid rehospital-
ization. If, as part of a bundle, the provider group
were given responsibility for managing the inpa-
tient care for the patient and 30 days of follow-up
care, the provider group might work to ensure that
the patient has adequately coordinated follow-up,
close monitoring of medication adherence, and
any other services that would contribute to the
overall well-being of the patient. Providers would
profit if and when patients remained healthy and
would assume risk for losses if patients required
high-service utilization.

Bundled payment models have been tested on
a small scale in a variety of settings with mixed
success [4, 39, 40]. The model that has gained the
most attention in recent discourse has been the
Prometheus Model of Payment that focuses on
acute myocardial infarction, hip replacement,
congestive heart failure, diabetes, and asthma
[39, 41]. In the Prometheus Payment Model, all
services related to a single condition or illness are
covered; “covered services are determined by
commonly accepted clinical guidelines or expert
opinion that lay out the tested, medically accepted
method for best treating the condition from
beginning to end” [42]. The Prometheus model—
as well as other approaches to bundling

Fee for service

50 % if no risk, 60 % if risk assumed
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Pioneer ACO

Initially fee for service with option
of switching to partial capitation

70 %

Yes

payments—is being considered and tested by
public and private payer organizations.

A key challenge with any bundled payment
approach is determining the appropriate criteria
by which the services and patients to be included
in a given bundle are chosen [5, 43]. While a bun-
dled approach may lead to an efficient form of
service delivery for a particular condition or
intervention, any system of bundled payment
must take into account whether or not the inter-
vention is indicated or if the patient was appro-
priately classified. Absent such tests and
measures of appropriateness, bundled payment
systems may lead to untoward distortions in the
delivery of services.

Other Approaches

While accountable care models and bundled pay-
ments are two of the most often discussed
approaches to reforming payment and delivery,
they are by no means the only solutions. Other
models of reforming payment and delivery have
focused on targeting the care of patients with spe-
cific diseases, i.e., end-stage renal disease, or uti-
lization patterns, i.e., patients with multiple
repeated hospitalizations in a l-year period.
Other models still focus on modifying or enhanc-
ing pay-for-performance programs, maximizing
compliance with evidence-based standards
through comparative effectiveness research,
improving management of complex patients
through disease management, and the use of
health information technology to coordinate care.
Indeed, there is no shortage of ideas of how to
improve care delivery. While many of these ideas
will be tested and applied in isolation of each
other, much broader payment reform models
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such as accountable care organizations may pro-
vide a broader framework in which to test and
measure interventions that improve health and
health-care delivery and, importantly, reduce
health-care costs.

Impact on Physician Practice

Given that all payment reform efforts have, as an
intention, improved coordination of care and
reduced utilization of inpatient services, the
impact of payment reform efforts on physicians
will be profound.

While there is already a growing orientation in
the field towards managing and ensuring close
follow-up, the emphasis on post-acute care will
only redouble in the face of efforts to manage
health-care costs and utilization. Physicians of all
stripes will likely be called upon to ensure appro-
priate coordination of post-acute care plans and
may be charged with measuring and assessing
adherence to these plans.

In inpatient settings, physicians will be
increasingly seen as marshals of how resources
are deployed. With both accountable care
and bundled payment models, there will be
increasing trends towards conservatism in use of
laboratory tests, diagnostic imaging, and other
interventions.

Physicians will be critical in helping build the
infrastructure to actually execute upon payment
reform models. Because interventions such as
bundled payments will require broad agreement
upon standards of care, physicians and their asso-
ciated societies can take a leadership role in help-
ing to establish these standards.

The history of health-care payment reform
suggests that there will be no single solution
to managing the ongoing crisis in health-care
costs and that every solution will bring a set of
unintended consequences that must be managed.
The physician community would be wise to
participate in reform as engaged actors, as they
will have to practice and take leadership in
the new world of health-care delivery that is
being created.

S.H. Jain and E. Besancon
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Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
* An introduction to the United States Congress and how laws are passed.
* A discussion on Congressional committees responsible for health-care issues.

* A discussion about physicians in Congress.

* A discussion on how to get involved in advocacy and why it is important to do so.

Introduction

Most physicians enter medicine for the purpose
of wanting to improve the life of their fellow
man while practicing a profession that is chal-
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lenging and rewarding. Fulfilling this basic
desire is what drives many to fight through the
rigors of medical school and residency and keeps
them motivated enough to wake up every day
and face the unique and always evolving chal-
lenges presented by the US health-care delivery
system. However, the ability of physicians to
provide quality patient care is impacted directly
— and indirectly — by the influence of govern-
ment on the health-care system.

For most physicians, understandably, the
majority of their time is spent practicing medi-
cine rather than paying close attention to the
politics of health care and the consequences of
health-care policy — both legislative and regu-
latory — on the practice of medicine. However,
it is imperative that all physicians — current and
future — recognize and appreciate the powerful
impact and role that government and policy
have on the practice of medicine. From the
resources available to support graduate medical
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education (GME), to the implementation and
enforcement of HIPAA (the Health Insurance
Portability and Accountability Act), to the
amount of money and number of grants offered
for biomedical and clinical research, to the
number of residency slots for a given medical
specialty, and to the relationship that physi-
cians can and cannot have with pharmaceutical
companies, the federal government’s authority
and influence reign supreme. As such, physi-
cians who understand the basics of the federal
policymaking process and occasionally take
the time to weigh in with policymakers on
issues of importance often will find that they
can influence the outcome of policy delibera-
tions to the benefit of their specialty, profes-
sion, and patients.

This chapter is focused on providing a better
understanding of how federal health-care policy
is made by taking a closer look at the power play-
ers involved in the political landscape, specifi-
cally those who affect the health-care system on
the macro level. The first part of this chapter
reviews the process by which laws are made in
the United States, discusses the roles of
Congressional committees, and provides an over-
view of the physicians currently serving in
Congress. The second half of the chapter pro-
vides information on how medical students and
physicians can play an active role in creating and
influencing health policy.

The US Congress and How Bills
Become Law

The legislative branch of the US government is
responsible for developing and passing the
laws that govern this country. The legislative
branch, known as the Congress, is comprised
of the US House of Representatives and the US
Senate. While most Americans learn some
American civics in elementary school, before
digging into the details of health-care policy-
making, it is worth reviewing the basics, as
without a solid understanding of the institution
of Congress and its operations, it is very difficult
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to influence it.! See Table 16.1 for an overview
of Congress.

The primary responsibilities of the US
Congress are crafting new policy; conducting
oversight and evaluation of existing policies, pro-
grams, and agencies; investigating problems and
developing remedies; and allocating funding
each year to the federal government’s operations.
There are numerous other constitutionally enu-
merated responsibilities for the Congress (e.g.,
advising and consenting on nominations, ratify-
ing treaties), which will not be discussed here.
Principally, this chapter will focus on the devel-
opment of health-care policy and the funding of
health-care programs and agencies.

The legislative process establishes new laws
and is the medium through which new public pol-
icy is born. A bill can start in either of the two
chambers of Congress: the House of
Representatives or the Senate. New policy comes
in a number of forms; the most significant of
which include authorization bills that create and/
or continue federal programs and agencies and
annual appropriations bills that provide funding
for all the departments, agencies, and programs of
the federal government. Ideas and original drafts
for laws can come from virtually anyone or any-
where: individuals; loosely organized groups of
citizens (e.g., neighbors who share a common
concern); national, state, or local organizations
(e.g., American Public Health Association,
American Medical Association); trade associa-
tions (e.g., National Association of Manufacturers,

!'The focus of this chapter is on influencing the legislative
branch. However, it is important to note that physicians
have an important role to play in impacting federal laws
once they are enacted; the implementation process, under-
taken by federal agencies, such as the Centers for
Medicare and Medicaid Services (CMS), often affords the
opportunity for public comment, expert testimony, and
input from individuals with expertise and/or who will be
impacted by new programs, regulations, rules, etc. As
such, physicians also should take time to understand the
regulatory and rule-making process and weigh in when
appropriate. For the basics of the federal regulation/rule-
making process, see Federal Regulations: The Laws
Behind the Acts of Congress at usgovinfo.about.com/od/
uscongress/a/fedregulations.htm.
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Table 16.1 Congress at a glance

US Congress
Number of elected officials
Duration of term (No term limits)

Jurisdiction of representation

Chamber control

House
435

Two years (Entire House — all 435
Member seats up for election every
2 years — 2012, 2014, 2016, etc.)

A single Congressional District —
on average, approximately 700,000
people

Majority rules — the House is
generally a winner takes all
environment; the minority party

193

Senate

100

Six years (1/3 of the entire Senate
up for election every 2 years — 33
Senate seats up for election in 2014)
An entire state

A simple majority (51) gives one
party control over committees,
budgets, and the floor schedule;

has very little power

Americans’ (except those in the District
of Columbia) three-member delegation

A session of Congress

One representative

however, Senate rules generally
require a supermajority (60 votes)
to bring most legislation to the floor
Two senators

Two years — commencing in odd years and ending in even years. For

example, the 112th Congress commenced in January 2011 — its first
session was in 2011 and its second session was 2012. The first session of
the 113th Congress will commence in January 2013, and the second
session of the 113th Congress will begin in January 2014

US Chamber of Commerce); lobbyists? who
represent a specific interest or entity, the executive
branch, or Members of Congress [1]. Although
anyone can generate an idea for legislation and
draft a bill, proposed law only can be introduced
in the Congress by a Member of Congress [1]; this
Member is referred to as the primary sponsor.
Other Members of Congress can show support for
a bill by officially adding their names to the roster
of supporters of the legislation, known as cospon-
sors. Lists of cosponsors of legislation are made
public and available at the official website of the
US Congress — the Library of Congress THOMAS
site (thomas.loc.gov).

Once the sponsor introduces the bill, it is
assigned a number (starting with H.R. in the
House and starting with an S. in the Senate: e.g.,

2The term “lobbyist” generally refers to an individual who
is employed by an organization or company to engage in
outreach to elected officials and/or agency officials to
influence policy deliberations. The term “lobby” is used to
refer to the activities in which individuals or organizations
engage to impact policymakers’ views and the subsequent
outcome of public policy. In this chapter we use
“lobbying” and “advocacy” interchangeably.

H.R. 123 and S. 456) and then referred to one or
several standing committees based on the rules of
jurisdiction in that particular chamber [1]. In the
Senate, the committees do not share or split juris-
diction over issues, so legislation is referred to a
single committee. Senate bill referral is made by
the Presiding Officer, with guidance from the
Parliamentarian [1]. In the House of
Representatives, the Speaker of the House decides
to which committee(s) — or subcommittee(s) — a
bill is referred [1, 2]. House committees can share
or split jurisdiction over issues, and it is not
uncommon for a single bill to be referred to two
or more committees (known as joint referral).
Thousands of bills are introduced in each session
of Congress and in each respective chamber, with
more measures usually being introduced in the
House than the Senate. The vast majority of bills
do not see legislative action, and if they are not
acted on before the end of a Congress, which lasts
2 years, they “die.” However, the role of advocates
is the difference between a bill moving forward or
dying in committee.

For those proposals that see legislative action,
they undergo a thorough review process that may
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involve obtaining reports from government
departments and agencies, seeking advice from
the Government Accountability Office (GAO),
and holding hearings and hearing public witness
testimony regarding the bill [1]. Often, the com-
mittee chairperson assigns a subcommittee the
task of evaluating — and making recommendations
on — a piece of legislation before the full commit-
tee reviews the legislation and makes a final deter-
mination on the proposal. A subcommittee may
hold hearings and markup (which involves review-
ing the bill text line by line and considering
amendments) and then vote on the measure. If the
subcommittee votes on the proposal favorably, it is
then passed forward to the full committee for simi-
lar action and consideration. The full committee
makes its revisions to the legislation and reports
the bill as either favorable or unfavorable. The
committee also can decide not to report a bill,
effectively tabling the legislation [1]. In the House,
if the bill has been referred to more than one com-
mittee, the other committees with jurisdiction also
need to take action on the measure — or waive
jurisdiction — before it can go to the full House
chamber for a vote.

Once the committee reports a bill, the legisla-
tion typically is placed onto a calendar and then
brought before the full chamber for debate,
amendment, and vote for final passage [2]. At
this stage the bill can be passed, denied, referred
back to the committee, or tabled. In the House of
Representatives, a simple majority is required for
passage. However, in the Senate, depending on
the type of legislation and due to the complexities
of Senate procedure, favorable floor consider-
ation involves either a simple majority or a
60-vote “supermajority.” If the bill is passed in
one chamber, it is then sent to the other chamber
for consideration. If a measure is passed by both
chambers but the House and Senate bills differ,
the legislation will be referred to a conference
committee that is comprised of Members from
both parties and both chambers. Conference
committees are charged with resolving discrep-
ancies between the versions of the legislation and
are instructed to create a single, uniform mea-
sure. Once the conference committee has reached
a resolution, a final bill (known as a conference
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report) is produced and sent back to both the
House and Senate for a final vote; a conference
report cannot be amended on the floor and must
be passed — or disapproved — as is.

After both chambers pass the exact same ver-
sion of a bill, it is then sent to the President, who
has 10 days to approve and sign the bill. The
President holds the power to veto the bill, which
can only be overturned by a 2/3 majority vote
from both chambers of Congress. If the President
does not sign the bill in 10 days, the bill auto-
matically becomes law if Congress is in session.
If Congress is not in session and the President
does not sign the bill, it is “pocket vetoed” — it
does not become law [2].

Congressional Committees
and Health Policy

As noted earlier, there are two main types of
legislation — authorizing and appropriating.
Authorizing legislation typically creates, contin-
ues, or amends programs, policies, regulations,
and/or agencies. Appropriations legislation is, in
essence, a legislative check that draws money out
of the US Treasury to support the policies, pro-
grams, agencies, and departments of the federal
government. Congressional committees play a
vital role in this process of developing and enact-
ing both authorizing and appropriations legisla-
tion.> Each chamber of Congress operates
standing committees, select committees, and
joint committees. Standing committees are per-

3 Authorizing legislation provides the authority for the
federal government to undertake a particular endeavor and
may include a specific dollar amount permitted to be allo-
cated to such an undertaking. However, an authorizing bill
does not actually draw money out of the US Treasury for
the activity. A separate appropriations authorization is nec-
essary to provide the actual funds from the US Treasury to
the particular program, agency, department, etc., for the
authorized activity. It is not uncommon for Congress to
enact authorizing legislation and then subsequently choose
not to provide funding to the authorized program, effec-
tively making it as the program did not exist. This is referred
to as being authorized but not appropriated. Similarly, ini-
tiatives can receive funding in an appropriations bill but not
have underlying statutory authorization; this is referred to
as being appropriated but not authorized.
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manent committees with legislative duties and
oversight responsibilities over various federal
agencies and government programs. Select com-
mittees are temporary committees created to con-
duct special investigations or make decisions on
unique measures where there may be overlapping
or complex jurisdictional issues. Joint commit-
tees are committees made up of Members of both
chambers of Congress [3]. The Senate and House
of Representatives have 16 and 20 standing com-
mittees, respectively [2, 3]. At the beginning of
each session of Congress, individuals are selected
to serve on these standing committees. Each
party uses a selection committee and a variety of
factors (e.g., tenure/seniority, expertise) to choose
which of its Members will serve on which com-
mittees; committee assignments must be
approved by both the full party and the entire
chamber of Congress. The majority party has
more seats on each committee than the minority
party [3]. The chairperson for each committee
comes from the majority party. The highest rank-
ing Member of the minority party on each com-
mittee is referred to as the “Ranking Member.”

As mentioned previously, committees ana-
lyze, review, amend, and make recommendations
on legislation referred to the committee before it
is presented to the respective chamber for further
consideration. The outlook of a proposed bill is
tied directly to and influenced by the actions of
the committee(s) to which it is assigned and the
priorities, interests, and dynamics of the commit-
tee leadership and Membership. As a result, the
process by which a committee is assigned juris-
diction over a bill is very important. While the
committee referral process generally is deter-
mined by established guidelines, there can be
some degree of variability in this process because
of overlap with respect to committee jurisdiction
over a variety of legislative issues. This has con-
tributed to internal Congressional chamber poli-
ticking to both protect existing legislative
responsibilities and secure new jurisdiction [4].
The nature of the committee referral process
places a lot of the power in the hands of the refer-
ees, the Speaker of the House in the House of
Representatives, and the Parliamentarian and
Presiding Officer in the Senate.
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Nowhere is the complexity of the legislative
referral process more apparent than in the health-
care arena. Legislation impacting health care is
wide-ranging — from child nutrition to medical
malpractice to hazardous wastes — to name a few
issues. In fact, if all legislation related to health
were assigned to a single committee, almost all
domestic health policy items would be given to
the panel, overwhelming a single committee and
undermining the Congressional division of labor
[4]. To account for the wide variety of issues and
concerns that make up health policy, both the
House of Representatives and the Senate have a
number of different committees and subcommit-
tees with the responsibility of reviewing health-
related legislation. This has created a complex
policy environment in which there are many
players in the US Congress who are in a position
to influence health policy. Tables 16.2 and 16.3
summarize the different House and Senate com-
mittees that hold jurisdiction over some portion
of the health sector and, thus, play a significant
role in health policy [5].*

Physicians in Congress

Physicians have been community leaders since
the beginning of the United States and were criti-
cal in the foundation of American government.
In fact, the Continental Congress included 31
physicians (8.5 % of the total Members), and 6
(10.6 %) of the signers and 2 (5.1 %) of the writ-
ers of the constitution were physicians [6].
However, over time, physician representation in
government has markedly declined. If one com-
pares the first 100 years of Congress to roughly
the last 40 (1960-2004), physician representation
in Congress has fallen significantly, from 4.6 %
in early years to 1.1 % more recently [7].

In the 113th Congress (2013-2014), there are
18 Members of the House of Representative and
three Senators who are physicians (Tables 16.4
and 16.5). Of those 21 physician-legislators, 17
are Republican and represent many different

4To learn which Members of Congress serve on which
committees, visit www.house.gov and www.senate.gov.


http://www.house.gov/
http://www.senate.gov/
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Table 16.2 Senate committees

Senate Appropriations Responsible for allocating federal funding each year to all the functions of the federal

Committee government. The Labor, Health and Human Service (HHS), Education and Related agencies
(LHHS) Subcommittee holds the primary responsibility for health-related program funding.
While mainly centered on HHS (e.g., National Institutes of Health, Medicare, Medicaid,
Centers for Disease Control and Prevention), funding for federal health programs also is
provided by other Subcommittees, including Defense (military health research) and State
and Foreign Operations (global health), among others

Senate Budget
Committee

Develops and recommends an annual federal budget blueprint, which includes proposed
spending targets for health-care-related agencies and programs in the form of a budget
resolution. The budget resolution does not have the force of law

Senate Environment
and Public Works
Committee

Has jurisdiction over health issues as they relate to the environment; maintains two health-
related subcommittees: the Children’s Health and Environmental Responsibility and the
Superfund, Toxics, and Environmental Health Subcommittees

Senate Finance
Committee

Maintains responsibility over tax-related measures. The Senate Finance Committee and its
Health Subcommittee have a significant impact on the health policy landscape through
jurisdictional control over the Social Security Act and its components related to health care,
which include Medicaid, Medicare, and the Children’s Health Insurance Program (CHIP).
The Senate Finance Committee played a leadership role in the health reform debate and the
shaping of the Affordable Care Act (ACA)

Holds legislative jurisdiction over a number of areas within the health sector, including
biomedical research, public health, and occupational health. The committee also has oversight
and legislative control over numerous issues, such as those relating to the Food and Drug
Administration, children’s health, immunization, and elder abuse.* Subcommittees with
health-related responsibilities include the Children and Families Subcommittee, the
Employment and Workplace Safety Subcommittee, and the Primary Health and Aging
Subcommittee

Senate Health,
Education, Labor
and Pensions (HELP)
Committee

Contains two relevant health-related subcommittees: the Permanent Subcommittee on
Investigation that studies and investigates crimes that have implications of national health
and the Subcommittee on Disaster Recovery and Intergovernmental Affairs which oversees
the activities of the Department of Homeland Security as related to emergency preparedness
and recovery in the wake of national disaster

Senate Homeland
Security and
Governmental Affairs
Committee

Senate Judiciary
Committee

Responsible for providing oversight to the Department of Justice, reviewing executive
nominations for various government agencies as well as judicial nominations, and reviewing
proposed legislation from a number of different areas.”® With respect to health, the Senate
Judiciary Committee holds jurisdiction over legislation related to medical malpractice, tort
reform, and product liability

Source: Data from[5]

*About the Committee. Senate Budget Committee. http://budget.senate.gov/democratic/index.cfm/aboutcommittee.
Accessed May 11, 2012; Jurisdiction. The United States Senate Committee on Finance. http://www.finance.senate.gov/
about/jurisdiction/ Accessed May 11, 2012; About the HELP Committee. The United States Committee on Health
Education Labor and Pensions. http://www.help.senate.gov/about/ Accessed May 11, 2012

"Subcommittees. The United States Committee on Health Education Labor and Pensions. http://www.help.senate.gov/
about/ Accessed May 11, 2012; Subcommittees. U.S. Senate Committee on Homeland Security and Governmental
Affairs. http://www.hsgac.senate.gov/subcommittees Accessed May 11, 2012; Committee Jurisdiction. United States
Senate Committee on the Judiciary. http://www.judiciary.senate.gov/about/jurisdiction.cfm Accessed May 11, 2012

specialties including anesthesiology, family prac-
tice, emergency medicine, several surgical
subspecialties, and obstetrics and gynecology
[8]. Interestingly, some physicians serve on com-
mittees vital to the enactment of health policy
legislation, such as the House Ways and Means
Committee, while others serve on committees
that are less involved with health-care matters.

During the health-care reform debate in 2009,
only seven of the physicians then in Congress
were Members of committees directly involved
in the crafting of the health-care reform bill [9].
Regardless of whether physicians in Congress
serve on committees with jurisdiction over health-
related legislation, physician-legislators do impact
the health policy discussion on Capitol Hill in


http://budget.senate.gov/democratic/index.cfm/aboutcommittee
http://www.finance.senate.gov/about/jurisdiction/
http://www.finance.senate.gov/about/jurisdiction/
http://www.help.senate.gov/about/
http://www.help.senate.gov/about/
http://www.help.senate.gov/about/
http://www.hsgac.senate.gov/subcommittees
http://www.judiciary.senate.gov/about/jurisdiction.cfm
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Table 16.3 House of representatives csommittees

House Appropriations Committee

House Budget Committee

House Education and Labor Committee

House Energy and Commerce Committee

House Homeland Security Committee

House Judiciary Committee

House Ways and Means Committee

As in the Senate, the Appropriations Committee is responsible for
allocating federal funding each year to all the operations and
programs of the federal government. Like the Senate, the House
LHHS Subcommittee holds the primary responsibility for health-
related program funding. While mainly centered on HHS (e.g.,
National Institutes of Health, Medicare, Medicaid, Centers for
Disease Control and Prevention), funding for federal health
programs also is provided by other Subcommittees, including
Defense (military health research) and State and Foreign Operations
(global health), among others

Along with the Senate committee of the same name, the House
Budget Committee, through a budget resolution, makes annual
recommendations about the federal budget and health-care
spending. While budget resolutions serve as a road map for the
appropriations process, it does not have the force of law

While this committee primarily is concerned with measures
involving labor and education, it does have some jurisdiction over
commercial/private sector health insurance plans and programs.
In addition, the committee is involved in issues related to worker
safety

Holds legislative power over measures related to commerce, public
health, energy, and technology. The Energy and Commerce
Committee shares jurisdiction over some portions of the Medicare
and Medicaid programs with the House Ways and Means
Committee. Additionally, its Health Subcommittee holds
responsibility over a wide range of health-related topics including
measures related to biomedical research, mental health services,
pharmaceuticals/prescription drugs, and medical devices

The House Homeland Security Committee, as in the Senate,
oversees the Department of Homeland Security. The Emergency
Preparedness and Response Subcommittee enacts measures
involving biosecurity and prevention and response to terrorism or
natural disaster that may have implications on national health
Similar in jurisdiction to the Senate committee of the same name,
the House Judiciary Committee has authority in health-related
measures such as medical malpractice, tort liability, and health
product liability

Has similar jurisdiction to the Senate Finance Committee in that it
holds jurisdiction over taxation and revenue measures. The Health
Subcommittee has oversight related to the Social Security Act and
therefore jurisdiction over Medicare, Medicaid, and other health
measures included in the act

Source: Data from [5]; About the Budget Committee. House of Representatives Committee on the Budget. http://bud-
get.house.gov/About/ Accessed May 11, 2012; About the Committee. House Energy and Commerce Committee. http://
energycommerce.house.gov/about/about.shtml Accessed May 11,2012; About the Committee. Committee on Homeland
Security. http://homeland.house.gov/about/history-jurisdiction Accessed March 11, 2012; Subcommittee on Emergency
Preparedness, Response, and Communications. Committee on Homeland Security. http://homeland.house.gov/
subcommittee-emergency-preparedness-response-communications Accessed March 11, 2012; Subcommittee on
Emergency Preparedness, Response, and Communications. Committee on Homeland Security. http://homeland.house.
gov/subcommittee-emergency-preparedness-response-communications Accessed March 11, 2012

many ways. An example of how physician- other health professionals) from the House, orga-
legislators can lead on health-care issues is the nized to provide a unified voice in opposition to
2009 creation of the Republican Doctors Caucus, the PPACA [10]. This group successfully has used
a group of various medical providers (and some its collective standing as physicians to advocate in


http://budget.house.gov/About/
http://budget.house.gov/About/
http://energycommerce.house.gov/about/about.shtml
http://energycommerce.house.gov/about/about.shtml
http://homeland.house.gov/about/history-jurisdiction
http://homeland.house.gov/subcommittee-emergency-preparedness-response-communications
http://homeland.house.gov/subcommittee-emergency-preparedness-response-communications
http://homeland.house.gov/subcommittee-emergency-preparedness-response-communications
http://homeland.house.gov/subcommittee-emergency-preparedness-response-communications
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Table 16.4 Physicians in the 113th Senate and Committee Membership

John Barrasso (R-Wyoming/Orthopaedic Surgeon)

Tom Coburn (R-Oklahoma/Family Physician)

Rand Paul (R-Kentucky/Ophthalmologist)

Source: Data from Congressional Committees. GovTrack.
May 20, 2012

favor of repealing specific provisions of the
PPACA, including the Independent Payment
Advisory Board and the Community Living
Assistance Services and Support Program (CLASS
ACT) [11, 12]. The House of Representatives
voted to repeal both of these PPACA provisions in
the 112th Congress [13, 14].3

Getting Involved: Why and How

While running for Congress is the most intense
and hands-on manner by which health-care pro-
viders can influence national health policy, it is not
the only way physicians can have their voices
heard. The demands of practice, lack of political or
policy knowledge, indifference to the policy pro-
cess, and concerns about taking time away from
patient care and family obligations are all very
valid reasons physicians may not seek to become
active in the policymaking process. From where
most physicians sit, it also may seem an impossi-
ble task to actually impact the deliberations that
occur on Capitol Hill. However, individuals and
organizations can have a strong influence in the
genesis of public policy. Moreover, if physicians

>These measures repealing provisions of the PPACA were
not been considered in the Senate, which in the 112th
Congress is under democratic control, as it was when the
PPACA passed the chamber in 2010 and as it is in the
113th Congress.

Senate Energy and Natural Resources Committee,
Senate Environment and Public Works Committee,
Senate Indian Affairs Committee, Senate Foreign
Relations Committee

Senate Banking, Housing, and Urban Affairs
Committee; Senate Homeland Security and
Governmental Affairs Committee; Senate Select
Intelligence Committee

Senate Foreign Relations Committee; Senate
Health, Education, Labor, and Pensions
Committee; Senate Homeland Security and
Governmental Affairs Committee; Senate Small
Business and Entrepreneurship Committee

http://www.govtrack.us/congress/committees/#. Accessed

do not take an active role in advocating for the best
interest of his or her patients or specialty, policies
impacting the health-care delivery system and the
practice of medicine will be made without the
input of physicians or those that know firsthand
the strengths and weaknesses of the health-care
delivery system. Therefore, it is extremely impor-
tant that health-care providers become engaged
and weigh in with their elected officials on issues
of priority to them.

Because Systemic Changes Affect
Physicians and Patients

As a result of rising US debt (which is now close
to $16 trillion) and rising national health expen-
ditures (a projected $2.8 trillion in 2012 and $4.6
trillion by 2020), the current health-care system
is on an unsustainable path. Now more than ever
the health-care system will need to be changed
[15, 16]. Even with the 2010 passage of the
PPACA, the process of health-care reform is far
from over. Congress will continue to consider
policies and changes (e.g., cuts to Medicare,
changes to entitlement programs) that will impact
the health-care delivery system for many years.
These policies will directly and indirectly influ-
ence the way in which physicians practice and
can deliver quality medical care to their patients,
and, therefore, physician involvement in the pro-
cess is more vital now than ever before.


http://www.govtrack.us/congress/committees/#
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Table 16.5 Physicians in the 113th House of Representatives and Committee Membership

Dan Benishek (R-Michigan/General Surgeon)

Ami Bera (D-California/General Practice)

Charles Boustany (R-Louisiana/Cardiovascular Surgeon)
Paul Broun (R-Georgia/Family Physician)

Larry Bucshon (R-Indiana/Thoracic Surgeon)

Michael Burgess (R-Texas/Ob-Gyn)

Bill Cassidy (R-Louisiana/Gastroenterologist)
Donna Christensen (D-US Virgin Islands/Physician)
Scott DesJarlais (R-Tennessee/Family Physician)

John Fleming (R-Louisiana/Family Physician)
John “Phil” Gingrey (R-Georgia/Ob-Gyn)

Andy Harris (R-MD/Anesthesiologist)

Joe Heck (R-Nevada/Emergency Room Physician)
Jim McDermott (D-Washington/Psychiatrist)

Tom Price (R-Georgia/Orthopaedic Surgeon)
David “Phil” Roe (R-Tennessee/Ob-Gyn)

Raul Ruiz (D-California/Emergency Medicine)

Brad Wenstrup (R-Ohio/Podiatric Surgeon, US Army
Reserves Combat Surgeon)

Source: Data from Congressional Committees. GovTrack.
May 20, 2012

Because Physician Voices Matter

Who better to fuel legislative change in the health
policy arena than the physicians on the frontline,
those who take care of America’s population on a
daily basis? Physicians understand the shortcom-
ings of the current health-care model and have
the empirical evidence and experiences neces-
sary to offer effective solutions to these systemic
flaws. Not only do physicians have experience
with — and an understanding of — the health-care

House Agriculture Committee, House Natural Resources
Committee, House Veterans’ Affairs Committee

House Foreign Affairs Committee; House Science, Space,
and Technology Committee

House Ways and Means Committee

House Homeland Security Committee; House Science,
Space, and Technology Committee; House Natural
Resources Committee

House Education and the Workforce Committee; House
Transportation and Infrastructure Committee; House
Science, Space, and Technology Committee

House Energy and Commerce Committee, House Rules
Committee

House Energy and Commerce Committee
House Energy and Commerce Committee

House Agriculture Committee, House Education and the
Workforce Committee, House Oversight and Government
Reform Committee

House Armed Services Committee, House Natural
Resources Committee

House Administration Committee, House Energy and
Commerce Committee

House Natural Resources Committee; House Science,
Space, and Technology Committee; House Transportation
and Infrastructure Committee

House Armed Services Committee, House Education and
the Workforce Committee

House Budget Committee, House Ways and Means
Committee

House Education and Workforce Committee, House Ways
and Means Committee

House Education and the Workforce Committee, House
Veterans’ Affairs Committee

House Natural Resources Committee, House Veterans’
Affairs Committee

House Armed Services Committee, House Veterans’
Affairs Committee

http://www.govtrack.us/congress/committees/#. Accessed

system, but physicians also have the respect and
support of the public. A recent survey conducted
by Gallup found 73 % of Americans had confi-
dence that physicians would recommend the
right thing for reforming the US health-care sys-
tem, while only 34 % of those surveyed trusted
that Members of Congress would do the right
thing [17]. This support and trust from the public
should give physicians a sense of duty and
responsibility to give input into policy decisions
regarding the nation’s health-care system.


http://www.govtrack.us/congress/committees/
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Because If Not Us, Who?

Most Members of Congress and many other play-
ers in Washington do not have the firsthand
knowledge about the delivery of health-care that
physicians possess. Other organizations that do
not share the physician community’s concerns or
viewpoints are likely meeting and communicat-
ing directly with Members of Congress on vari-
ous issues that will impact the health-care
delivery system. When it comes time to make a
decision, Members of Congress only consider the
viewpoints that they have heard, and you cannot
assume that your view of a situation is widely
shared or being advocated for on Capitol Hill.
The point is clear: if physicians do not participate
actively in affecting health-care policy, other
players outside of the physician community will
inevitably wield more power, in pursuit of their
own legislative interests and desires, which could
be in direct conflict with those of physicians.

How to Get Involved

While the public policy arena can seem intimi-
dating and overwhelming, there are many easy
ways for medical students and physicians to get
involved. Advocacy does not just mean traveling
to Washington, DC, to meet with your elected
officials; it can be as quick and simple as sending
an email or making a phone call. Your personal
advocacy commitment can involve as much or as
little time as you have and would like to dedicate
to work toward affecting policy change.

Know Who Represents You

The first, easy step in getting involved is knowing
who represents you in Congress. Using public
websites — www.house.gov and www.senate.gov
— you can find the names and contact information
for your US Representative and two US Senators.
You can then visit their websites and learn more
about them by reading their bios, reviewing the
issues they indicate are their priorities, and noting
on which committees they serve. Keep in mind
that due to redistricting, a number of representa-
tion changes occurred in 2012 so be sure you are
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using the most up-to-date information for the cur-
rent session of Congress. You can contact the
local or Washington, DC, offices of all three of
your election officials to learn the name of the
staff person who handles health-care issues. The
websites provide the phone numbers, mailing
addresses, fax numbers, etc., for your elected offi-
cials. Members’ websites usually have an e-mail
form that you may use to send a quick message
and typically have an option to sign up for their
newsletters and local meeting information; be
sure to get connected to them through this easy
mechanism. Keep the local and Washington, DC,
contact information handy, and take the time to
introduce yourself and offer your expertise and
assistance (see the section in this chapter on “Get
to Know Your Elected Officials and Their Staff”).

Join a Medical Organization

Physicians and medical students can join a num-
ber of professional medical organizations that
participate in organized lobbying; many of these
organizations have a strong voice on the national
health policy landscape. There are a variety of
organizations that represent the many ideas, spe-
cialties, and political affiliations that belong to
our heterogeneous medical community. These
entities tackle a variety of different health policy
issues, often through grassroots efforts. For
example, the American Medical Association
gives physicians the opportunity to lobby against
cuts on Medicare reimbursements, while getting
involved in the American Medical Student
Association allows medical students the opportu-
nity to collectively bring their voices forward
against the discontinuation of subsidized Stafford
loans for graduate and professional students [18,
19]. If you do not already know the group that
best represents your issues of concern, general
and specialty groups can be found through an
internet search.

Most national health provider organizations
have grassroots networks and other initiatives
that involve unified “calls to action” or “action
alerts” through which the organization urges its
Members to communicate with their Members of
Congress on a particular issue of interest. Such
calls to action typically include a key message to
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convey and provide basic background and con-
text to the policy issue. These organizations often
prepare template messages that can be sent via
e-mails, letters, and calls, and you can choose
which method of communication fits your time
and comfort level best. While such communica-
tions may seem generic, they can be very effec-
tive, as Members of Congress and their staff read,
tally, and generally respond to each message
[20]. Members of Congress routinely ask their
staff Members “who are we hearing from” on a
particular issue; unless physicians take advantage
of opportunities to have their voices heard, these
elected officials will be left with the impression
that the physicians in their communities do not
care about the issues at hand. With the number of
professional organizations available for health-
care professionals to join, it should not be hard to
find a group that fits your professional interests
and personal beliefs; Membership in such a group
will provide you information and a conduit
through which you can advocate on your primary
policy issues of concern.

Get to Know Your Elected Officials

and Their Staff

Members of Congress and their staff welcome
physician advice and input on a number of health-
related issues [21]; how you reach out is not as
important as the fact that you do reach out.
Beyond responding to calls to action from your
professional societies, it is relatively easy to
develop a relationship with elected officials and
their staff. One terrific way to get started is to
seek a meeting with your Members of Congress
or his/her staff, either in Washington, DC, or “at
home” in the state for Senators and in the district
for House Members. To schedule a meeting,
check the websites of the Member(s) you wish to
meet with to see if there are any specific schedul-
ing instructions posted. Sometimes offices will
have a webform you can fill out to request a
meeting.

Alternatively, you can call the Member’s
office and ask for the scheduler. When you talk to
the receptionist, be sure to get the name of the
scheduler and write it down, in case you need to
call back to follow up later. Also be sure to iden-
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tify yourself as a constituent when you call. You
may need to leave a voice mail with the sched-
uler. Whether you speak to the scheduler or leave
a message, remember to provide your name,
identify yourself as a constituent, briefly explain
the issue or issues you would like to meet with
the Member about, and specify whether you
would like to meet in DC or at home and when. If
you do not hear a response from the scheduler
within a week or two, politely call back and ask if
the scheduler has a response to your request. You
may have to follow up a number of times or sub-
mit your request in writing. The Congressional
schedule can be very hectic, and it can be difficult
to schedule appointments too far in advance.
Throughout the process, remember to be persis-
tent yet polite.

If the Member is unable to meet with you due
to scheduling conflicts, he or she may refer you to
a Member of the legislative staff. It is important
to recognize the importance of Congressional
staff, as these individuals assist the legislators in
a wide variety of areas, including the drafting of
legislation, deciding what stances to take on leg-
islative issues, holding meetings, and communi-
cating with constituents. Between committee
hearings, dealings on the House or Senate floor,
and various meetings, it is often not possible for
Members to meet with every person who requests
a meeting, even if they are a constituent: it is
nothing personal against you or your issue. Staff
are bright and competent and advise Members on
many issues, so these meetings are just as benefi-
cial to you, the office, and your cause. Tables 16.6,
16.7, and 16.8 provide more information on the
common staff positions in an elected official’s
office and give recommendations for how to be
effective in your communications with them.

It is helpful to learn as much as possible about
your Members’ voting history, bill cosponsor-
ships, and committee Membership prior to
meeting with them or their staff: be sure to do
your homework. In preparation for meetings,
it is important to educate yourself on the topics
you wish to discuss in the meeting. Rather
than trying to learn the intricacies of the legisla-
tive process, learn the basics, have a good idea of
your Members’ stance on policies important to



202

E.R. Washington et al.

Table 16.6 Who works in a Congressional Office

Administrative Legislative

As we mentioned earlier in the chapter, Members of Congress maintain busy schedules — Committee hearings,
markups, constituent and lobbyist meetings, events, and travel to and from Washington, DC. The demands on
legislators elevate the importance of their staff — often 20 and 30 year olds who devote their time and energy to the
public policy process. Below is a brief overview of the different positions in a typical Congressional office.

State/District Committee

Staff

person in the office
after the Member;
responsible for overall
office operations and
evaluating political
outcome of various
legislative actions.

Scheduler: Responsible
for apportioning the
Member's time
between hearings,

meetings, events, and
other activities and

making any necessary

travel arrangements.

Staff Assistant: Junior
staff member usually
responsible for
answering the phones.
Keep in mind that
today's staff assistant
can be tomorrow’s
Chief of Staff.

Staff

Legislative Director:
Monitors the legislative
schedule, work swith
the CoS to develop
priorities, advises on
legislation, develops
legislation, and
oversees the legislative
staff.

Leg Assistant:
Offices have multiple
LAs who each handle a
portfolio of issues; LAs
take meetings, draft
legislation, and work
with the LD to advise
the Member on
legislation.

Legislative
Correspondent (LC): LCs
read and draft
responses to
constituent mail; LCs
may also assist LAs with
meetings, when
necessary.

Staff

State/District Director:
The State or District
Director often serves as
the Member's proxy at
home - attending
events, coordinating
events while the
Member is home, and
acting as a liaison to the
community.

Community
Representative: Some
offices may also have

mid-level staff in the
distric toffice that work
with the state or district
director in representing
the Member back at
home.

Caseworker: Staff,
often in the state, but
sometimes in DC, that

act as a liaison between
constituents and
federal agencies and to
assist with resolving
constituent problems
(passports, Veteran
benefits, etc.)

Staff

Each Committee also
has staff that specialize
in issues related to the
Committee's specific
jurisidiction. These staff
members may work
generally for the
Committee or may be
assigned to a specific
Committee member's
office. For example,
Senator Tom Harkin (D-
IA), the HELP
Committee Chairman's
health LA is from the
staff of the HELP
Committee.

Copyright ©2013 Drinker Biddle & Reath LLP. Used with permission.

you, and focus on knowing your argument.
Congressional websites, online biographies, and
newspapers are useful in finding out this informa-
tion. As noted earlier, a great reference is the
Library of Congress website, THOMAS (www.
thomas.loc.gov), which is an online database of

bills and voting histories. THOMAS allows you
to search for legislation by bill number, keyword,
or legislator name. Prior to going to the meeting,
make sure you have developed clear and focused
talking points (plan on having between 15 and
30 min for the entire meeting), be cordial, and
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Table 16.7 Becoming an Advocate and Trusted Resource

*Know who represents you
at the federal, state, and
local levels.

*\/isit your elected officials'
websites to find out their
contact information,
biographical information,

and their stances on various

policy issues.

*Call the offices to find out
which staff member
handles healthcare.

*Anytime you contact an
office, do your homework
so you reference the
correct bill and have some
basic background
information, if needed.

*Read national and local
news sources and health
policy blogs to stay abreast
of key issues and
developments.

*Sign up for alerts from
professional organizations
of which you are a member.

*Subscribe to your elected
officials' email newsletters.

*Sign up for health-related
organizations' newsletters
to stay up to date on what
is happening in the health
policy field.

*Think about your existing
connections to policy in
your community - whether
you know someone serving
in public office or know of
someone who may be able
to introduce you to
someone who does.

*"Like the Facebook pages
for your Members of
Congress.

eFollow your Members of
Congress on Twitter.

eAttend a town hall meeting
or other local event where

*Contact your elected
officials via phone, email, or
letter to voice your opinion.

+Seek local meetings by
contacting the Members'
schedulers or district staff.

*Offer yourself as a resource
and ask how you may be of
assistance to the office.

sAfter the meeting, follow
up with a thank you and
any information you said
you would provide.

*Check in with the staffer
with relevant information,
when appropriate. This will
keep you in the forefront of
their mind, should they
need a resource on your
area of concern.

eContinue to call and write
the office - you never know
when your issue may be
relevant or resonate.

you can meet your Member

of Congress.

leave behind materials after the meetings as
reminders of the key points from your discus-
sion.® If you are meeting as an individual citizen
and not on behalf of — or with permission from —
your employer, be sure to provide your personal
contact information and not information from
your work. Most importantly, offer your assis-
tance and make clear you are happy to be a
resource on health-care issues. You might con-
sider inviting the staffer and/or Member to visit
your practice, but be sure to get authorization
first. After the meeting, follow up with the office:

*Your health professional organization likely has a govern-
ment relations and advocacy department that can assist you
with scheduling meetings, developing talking points, and
putting together a packet of supporting materials for your
meeting. Do not hesitate to reach out for their assistance.

thank the staffer and/or Member for the meeting,
reiterate your main points, and provide any infor-
mation you promised during the discussion.

In addition to meeting with and developing a
relationship with your Senators and Representative
and their staff, make an effort to participate in
public meetings (e.g., town hall meetings), and
offer or submit testimony regarding issues about
which you are passionate. Physicians and medical
students have been called upon by Congressional
committees or outside groups to share their val-
ued and respected opinions on health-related leg-
islation. Finally, if there is a specific health issue
that you feel strongly about that is currently not
being addressed, consider bringing it to the atten-
tion of your elected officials and their staff, and
you may find yourself working with them to draft
legislation in response.
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Table 16.8 How to ensure you and your messages have
an impact

Keep your written or oral comments brief and easy to
understand. Remember policymakers and their staff are
like your patients — they did not go to medical school,
they are not physicians. Do not use clinical terminology
or technical terms — explain the issue in layperson’s
language

While you may have many issues that concern you — or
make you crazy — do not try to tackle them all at once.
Pick the most important (e.g., funding for graduate
medical education) and reach out or write about that
one first. Once you have success in weighing in on your
top priority, you can have your voice heard on the other
issues later

Include an example or illustration of the problem you
are writing to address. Being mindful of HIPAA
regulations, consider including a specific example from
your practice that explains the issue in a way that is
compelling. You can include statistics — but not too
many — and keep in mind that a personalized story is
more memorable

Keep a copy of your letter or e-mail — or make a record
of any calls or meetings — so you can follow up later to
ensure that you receive a response from the
policymaker’s office

If you have colleagues or coworkers who share your
concerns or views, ask them to join you in your
outreach. Bring someone from your practice with you
and/or ask others to send in letters or make calls
following up on your own communication. While one
voice makes a difference, more voices have an even
greater impact

Register to vote and exercise your right to vote in each
and every election. If you do not like the direction
things are going, do not just complain — take action
through influencing the process and determining who
represents you at all levels of government

Copyright ©2013 Drinker Biddle & Reath LLP. Used
with permission

Utilize the Media: Traditional

and Social

The media can be a useful tool in the health
policy process. Members of Congress and their
staff monitor what is written in local newspapers
and what is said on local television and radio sta-
tions, especially when it concerns public policy
issues or mentions the elected officials them-
selves. In addition, technology has been trans-
forming the way that Members of Congress
interact with their constituents. Members of
Congress increasingly are using social media
tools, such as Facebook, Twitter, and YouTube, to
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get their message out [22]. Following your
Members on Facebook and Twitter can provide
you information about their activities in
Washington as well as offer an additional forum
through which you can interact with the Member
and their staff.

All forms of media can be a valuable tool for
delivering clear, direct messages, such as provid-
ing opinions on new legislation, communicating
policy goals, and, if necessary, holding policy-
makers accountable in a public forum. Writing
letters to editors of the local newspapers, show-
ing up to local news conferences, connecting to
your Members via social media, and offering
yourself to local media outlets as a resource on
health issues are all powerful ways to increase
your visibility and have your voice heard in the
health policy arena. Congressional offices take
notice of these actions, which will keep you on
their radar; generally, it is best to use the media in
a positive way rather than punitive. For example,
a quick thank you on Twitter following a meeting
often generates a response and may start a posi-
tive dialogue with a Congressional office. By
stepping out to show policymakers you appreci-
ate their work, you raise your profile within their
office and throughout the health-care policy field.

Take State, Local, and Community
Action
Although this chapter has focused on the health
policy players in Washington, the importance of
local and state government should not be under-
stated. A number of health-related activities fall
under the jurisdiction of state and local govern-
ment including public health, the financing and
delivery of personal health services (including
Medicaid), mental health services, direct delivery
through public hospitals and health departments,
environmental protection, and the regulation of
the providers of medical care [18]. Perhaps of
greatest significance is that the states are tasked
with designing and operating the state health
exchanges created under the PPACA, which are
scheduled for implementation in 2014.
Therefore, taking advocacy action in health-
care policy at the state and local levels can be ben-
eficial as well. Through similar means such as
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becoming involved in state and local medical pro-
fessional organizations (e.g., California Medical
Association, Tennessee Orthopaedic Society) and
seeking out meetings with state and local elected
officials, you can pursue health policies that could
have a profound difference for the communities in
which you live and practice medicine.

Political Action Committees (PACs)
and Super PACs

No discussion of Capitol Hill and Washington,
DC, would be complete without a mention of
Political Action Committees (PACs). PACs are
created for the purpose of collecting finances to
be donated to political candidates. A PAC can be
affiliated with an entity, such as a labor, business,
or trade organization, or a PAC may be created
and funded by a group that exists primarily or
solely for the purpose of giving money to specific
candidates [23].” PACs collect and donate funds
to political campaigns without having an active
role in the campaign process. PACs can be formed
by anyone but have been utilized mostly by labor
groups, business corporations, and trade associa-
tions [23]. Today, PACs are subjected to multiple
regulations, including restrictions on the total
amount they can give to an individual candidate
per election ($5,000 per election), the amount
they can give to another PAC ($5,000), the amount
they can receive from an individual ($5,000), and
the amount they can give to a national party com-
mittee ($15,000) [24]. Multicandidate PACs are
PACs that receive contributions from more than
50 Members and contribute to more than 5 politi-
cal candidates [23]. Leadership PACs are formed
by politicians to finance and support the cam-
paigns of other politicians [24]. Health profes-
sionals, insurance companies, pharmaceutical
companies, and hospitals all have developed
PACs that make contributions to federal candi-
dates. In 2010, a total of more than $54 million in

7Connected PACs are PACs associated with and governed
by the labor, trade, or corporate association that originally
created them. Non-connected PACs have no parent labor
group or corporate organization [7].
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campaign contributions were donated by 378
PACs from the health-care sector [25]. The Center
for Responsive Politics operates a website —
OpenSecrets.org — that reports the money spent
on elections and lobbying and seeks to shed light
on the role that money plays in politics and poli-
cymaking; the website provides detailed informa-
tion where you can learn more about the specific
political giving by a particular PAC, organization,
individual, or sector.

Recently the process of making campaign
contributions has undergone significant changes,
with the advent of the “Super PAC,” stemming
from the Supreme Court’s 2010 Citizens United
ruling in which the court held that the First
Amendment of the constitution does not allow
the federal government to limit independent
political expenditures by unions or corporations
[26]. “Super PACs” are largely unregulated enti-
ties and can receive unlimited funds from indi-
viduals, corporations, unions, health
organizations, etc. and can donate unlimited
funds to support or oppose a politician [27]. This
allows wealthy individuals, corporations, and
others who create Super PACs to tap their own
economic resources without relying on collecting
money from PACs, either to aid the campaigns of
politicians that share their political ideals or to
speak out against the campaigns of politicians
that do not support or comport to their interests.
Unlike PACs, Super PACs are not able to directly
donate funds to a politician’s campaign [27]. For
example, a Super PAC can run an unlimited num-
ber of television and magazine ads voicing sup-
port for Candidate X, but cannot contribute
money directly to Candidate X’s campaign funds.
The November 2012 election was the first presi-
dential election to be impacted by Super PACs.
Conventional wisdom is that it is likely that Super
PACs will have a major impact on the political
process for years to come.

Conclusion
All levels of government — federal, state, and

local — influence the practice of medicine
directly and indirectly. With less than 2 % of
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the current Members of Congress as physi-
cians, it is imperative that medical students and
physicians bring their perspective and exper-
tise to the nation’s policymakers to ensure that
the decisions they make are in the interest of
doctors and patients. Unless physicians take
the time to understand the policymaking pro-
cess, get acquainted with elected officials and
their staff, and weigh in on debates over
Medicare, Medicaid, health-care reform, fund-
ing for biomedical research, etc., the policies,
programs, and budgets that come out of
Washington, DC, will be devoid of physician
expertise and likely will be counter to what
physicians and patients need in the twenty-first
century. By reading this chapter and taking the
recommended steps, you will help ensure that
the next generation of physicians will have an
even greater impact on our nation’s health-care
policies and programs.
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on Federal and State Levels?

Rishin J. Kadakia and Hassan R. Mir

Learning Objectives

After completing this chapter, the reader should be able to answer the following questions:
*  Who administrates healthcare on the federal level?

e Who administrates healthcare on the state level?

e How do federal and state governments interact in Medicaid Administration?

* How do federal and state governments regulate the private health insurance sector?

e How are physicians and hospitals regulated by the federal and state governments?

Introduction

The “American healthcare system” is an amalga-
mation of many unique agencies that offer ser-
vices to varying subpopulations of the American
people. The specific regulations and policies of
programs such as the federally regulated Medicare
program or the state-based Medicaid programs
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have been described in great detail in previous
chapters (see Chap. 2 and Chap. 3). This chapter
delves into the various federal and state govern-
ment agencies that regulate healthcare. How are
these agencies organized into their respective
government systems, and what are their responsi-
bilities? The Medicaid program is unique in that
it is regulated by both federal and state govern-
ments. How do federal and state agencies interact
during the administration of Medicaid? The
majority of American citizens receive healthcare
through private health insurance plans. Although
these private insurance programs may not be
administered by a government agency, there are a
multitude of federal and state guidelines that reg-
ulate the private health insurance sector that will
also be touched upon in this chapter. Finally, this
chapter will discuss how hospitals and physicians
are regulated by state and federal governments.
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Healthcare Administration
at the Federal Level

Department of Health and Human
Services (HHS)

The Department of HHS is a cabinet-level mem-
ber of the executive branch of the United States
government that was established in 1980 via the
Department of Education Organization Act,
which split the Department of Health, Education,

* Designates a component of the
U.S. Public Health Service.

and Welfare (HEW) into the Department of
Education and the Department of HHS [1]. This
government department oversees an assortment
of operating divisions that offer specific medical
services and staff divisions, which help coordi-
nate department functioning and provide leader-
ship. See Fig. 17.1 and Table 17.1 for an
organizational chart and table highlighting the
various agencies under the Department of HHS
and their respective functions.

In addition to providing healthcare for the
American people, the Department of HHS also
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Table 17.1 Mission statements and purpose of the primary agencies within the United States Department of Health

and Human Services

United States Department of Health and Human Services

Office of the Secretary
Executive Secretariat

Office of Health
Reform (OHR)

Office of the Deputy
Secretary

Office of
Intergovernmental and
External Affairs (IEA)
Operating Division
Administration for
Children and Families
(ACF)

Agency for Healthcare
Research and Quality
(AHRQ)
Administration

for Community

Living (ACL)

Agency for Toxic
Substances and Disease
Registry (ATSDR)
Centers for Disease
Control and Prevention
(CDC)

Centers for Medicare
& Medicaid Services
(CMS)

Food and Drug
Administration (FDA)

Health Resources and
Services Administration
(HRSA)

Indian Health

Service (IHS)

National Institutes

of Health (NIH)

Substance Abuse/
Mental Health Services
Administration
(SAMHSA)

Staff Division

Assistant Secretary for
Administration (ASA)
Program Support Center
(PSC) — branch of ASA
Assistant Secretary

for Financial Resources
(ASFR)

Official Mission Statement
To serve as the primary consultant to the Secretary and Deputy Secretary

To provide leadership in establishing policies, priorities, and objectives for the Federal
Government’s comprehensive effort to improve access to health care, the quality of such
care, and the sustainability of the healthcare system

Official Mission Statement

To facilitate communication regarding HHS initiatives as they relate to State, local, tribal,
and U.S. territorial governments

Official Mission Statement

To promote the economic and social well-being of families, children, individuals,
and communities

To support, conduct, and disseminate research that improves access to care and the
outcomes, quality, cost, and utilization of healthcare services

To promote the dignity and independence of people with disabilities and older adults
and to help them to live at home with the supports they need while participating

in communities that value their contributions

To serve the public by using the best science, taking responsive public health actions,
and providing trusted health information to prevent harmful exposures and disease-
related exposures to toxic substances

To promote health and quality of life by preventing and controlling disease, injury,
and disability

To ensure effective, up-to-date healthcare coverage and to promote quality care for
beneficiaries

To rigorously assure the safety, efficacy, and security of human and veterinary drugs,
biological products, and medical devices, and the safety and security of our Nation’s food
supply, cosmetics, and products that emit radiation

To improve health and achieve health equity through access to quality services, a skilled
health workforce, and innovative programs

To raise the physical, mental, social, and spiritual health of American Indians and Alaska
Natives (AI/ANs) to the highest level

To employ science in pursuit of fundamental knowledge about the nature and behavior of
living systems and the application of that knowledge to extend healthy life and reduce the
burdens of illness and disability

To reduce the impact of substance abuse and mental illness on America’s communities

Official Mission Statement

To help bring about improvements and effectiveness that can be achieved by structuring
HHS as a united department, in support of the Secretary’s goals

To provide a full range of support services to HHS and other Federal agencies, allowing
them to focus on their core mission

To provide advice and guidance to the Secretary on budget and financial management,
and to provide for the direction and coordination of these activities throughout the
Department

(continued)
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Table 17.1 (continued)

United States Department of Health and Human Services

R.J. Kadakia and H.R. Mir

Assistant Secretary
for Health (ASH)
Assistant Secretary
for Legislation (ASL)
Assistant Secretary for
Planning and Evaluation
(ASPE)

Assistant Secretary for
Public Affairs (ASPA)
Assistant Secretary for
Preparedness and
Response (ASPR)
Center for Faith-based
and Neighborhood
Partnerships (CFBNP)
Departmental Appeals
Board (DAB)

Office for Civil Rights
(OCR)

Office of the General
Counsel (OGC)

Office of Global Health
Affairs (OGHA)

Office of Inspector
General (OIG)

Office of Medicare
Hearings and Appeals
(OMHA)

Office of the National
Coordinator for Health
Information Technology
(ONO)

Source: Data from [2]

To provide senior professional leadership across HHS on cross-cutting public health and
science initiatives and on population-based public health and clinical preventive services
To advise the Secretary and the Department on congressional legislation and to facilitate
communication between the Department and the Congress

To provide advice and support to the Secretary on the development and analysis of
cross-cutting, population-based health and human services policies

To serve as the Secretary’s principal counsel on public affairs matters and to provide
centralized leadership and guidance for public affairs activities within HHS

To serve as the Secretary’s principal advisory staff on matters related to bioterrorism and
other public health emergencies

To create an environment within HHS that welcomes the participation of faith-based and
community-based organizations as valued, essential partners assisting Americans in need

To provide the best possible dispute resolution services for the people who appear before
the board, those who rely on the decisions, and the public

To ensure that all Americans have equal access to, and opportunity to participate in and
receive services from, all HHS programs without facing unlawful discrimination, and that
the privacy of their health information is protected while ensuring access to care

To advance the Department’s goal of protecting the health of all Americans and of
providing essential human services, especially for those who are least able to help
themselves

To promote the health of the world’s population by advancing HHS global strategies and
partnerships, thus serving the health of the people of the United States

To protect the integrity of HHS programs as well as the health and welfare of the
beneficiaries of those programs

To administer the nationwide hearings and appeals for the Medicare program, and to
ensure that the American people have equal access and opportunity to appeal and can
exercise their rights for healthcare quality and access

To provide leadership for the development and nationwide implementation of an
interoperable health information technology infrastructure

governs other healthcare-related agencies such as
the Food and Drug Administration (FDA),
Centers for Disease Control (CDC), and the
National Institutes of Health (NIH). As depicted
by Fig. 17.1, the leadership of this department
falls under the responsibility of the Secretary of
the Department of HHS and the Deputy Secretary.
The Secretary, appointed by the President of the
United States, serves as the primary leader of the
department and works closely with the White
House, while the Deputy Secretary’s primary
function is to direct all department operations [2].

Center for Medicaid and Medicare
Services (CMS)

CMS is an integral operating division within the
Department of HHS. Established in 1977 and
originally termed the Health Care Financing
Administration, CMS administers the Medicare
program and works with individual state govern-
ments to administer the Medicaid program and
the State Children’s Health Insurance Program
(SCHIP) [3]. CMS is further subdivided into var-
ious administrative offices and subcenters, each
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Center for Medicaid and Medicare Services (CMS)

Center for Medicaid
and State
Operations (CMSO)

Center for Medicare Center for Program
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Fig. 17.2 Chart depicts the six centers within the Center for Medicaid and Medicare Services and a brief description

of their functions

with unique functions. Figure 17.2 highlights the
six subcenters within CMS and their respective
functions. Center for Medicaid and State
Operations (CMSO) is an integral part of CMS
responsible for the administration of the Medicaid
program at the federal level. A more thorough list
of CMSO’s responsibilities can be found in
Table 17.3.

Indian Health Services (IHS)

Like CMS discussed earlier, the IHS is an
operating division within the Department of
HHS. The administration of healthcare for Native
Americans was originally a responsibility of the
Bureau of Indian Affairs (BIA); however, in
1955, this responsibility was transferred to the
Department of HHS, specifically the IHS operat-
ing division [4]. IHS is responsible for the admin-
istration of healthcare to 562 federally recognized
tribes, over 1.9 million Native Americans on or
near reservations, and over 600,000 Native
Americans in urban settings [5]. These individu-
als receive healthcare services through IHS clin-
ics and healthcare centers, operated by their tribe,
that receive IHS funding and support [5].

Veteran’s Health Administration
(VHA)

An important aspect of federal-based healthcare
involves the services offered to American mili-
tary veterans. Unlike the Medicare/Medicaid

programs, the healthcare programs offered to vet-
erans are not administered by the Department of
HHS. These alternative programs are provided by
the Department of Veteran Affairs (VA), which is
also a cabinet-level member of the executive
branch of the government. The VHA, one of the
three major administrations within the Department
of VA, provides healthcare services to veterans.
Although the practice of providing benefits and
services for military veterans has existed since
the early colonial era, the Department of VA and
its tertiary organization were not officially estab-
lished until 1988 [6]. The VHA administers
healthcare to veterans via 152 hospitals, 1,400
outpatient clinics, and other medical facilities
such as skilled nursing homes [7]. The Under
Secretary for Health is the highest leadership
position within the VHA and is responsible for
overseeing all administrative functions [7].

Military Health System (MHS)
and TRICARE

The MHS consists of a group of agencies that
administer healthcare to individuals in active
duty, veterans, and, in many cases, their depen-
dents. The MHS is a member of the Department
of Defense, another cabinet-level member of the
executive branch of the government. Although
MHS originally covered only active duty per-
sonal, Congress passed legislation in 1966 that
created a healthcare plan offering coverage for
active duty dependents and veterans and their
dependents: the Civilian Health and Medical
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Program of the Uniformed Services (currently
called TRICARE) [8]. Other agencies within
MHS include the Army, Navy, and Air Force
Medicine Departments and specialized compo-
nents such as the Hearing Center and Vision
Center of Excellence.

Healthcare Administration
at the State Level

State Health Departments

Much like the Department of HHS and its respon-
sibilities with regard to healthcare for the entire
nation, each state government contains a state
health agency that is responsible for regulating
and monitoring the public health within that
respective state. The federal government has a
limited role in the development and management
of these state health departments. Therefore, the
responsibilities and infrastructure of these state-
based health agencies vary significantly. In the
majority of states, the state health department is
an independent government agency, while in
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other states it is a component of a larger agency
with broader roles [9]. In addition, some public
health-related functions, such as medical facility
inspections, can often be administered by state
agencies outside of the state health department.
Another level of complexity in state-based health-
care administration involves the regulation of
local health departments that are often county or
city based. The interaction between state and local
health departments also varies by state: some
states have local health departments that are run
by the state health department, while some states
have independently functioning local health
departments [9]. Although there is immense inter-
state variability in the responsibilities of the state
and local health departments, there are some gen-
eral functions that are consistent for most depart-
ments, which have been summarized in Table 17.2.
Finally, the majority of state health departments in
the USA are run by the State Health Official
(SHO). In most states, this is an appointed posi-
tion by the state governor, and some responsibili-
ties of the SHO include overseeing the daily
functions of the department, setting policy, and
maintaining standards of performance [10].

Table 17.2 State and local health department responsibilities

State and Local Health Departments Responsibilities

Function Description

Data collection

for epidemiology

study and surveillance
death records

Laboratory testing

Collect information regarding incidence of infectious diseases, chronic conditions, and
even cancers. Often report information back to CDC which compiles information across
states. Also collects other health-related information such as immunization, birth, and

State labs perform much of the testing with regards to public health such as newborn

screening, testing food products for infectious contaminants, and influenza virus typing

Responding to public
health emergencies

Extremely vital in creating a strategy for handling any local health crisis. State agencies
work with both local health departments and the CDC to ensure proper plans exist and

can be implemented if the situation arises

Promoting good health
and disease prevention/
control

Both state and local health departments create marketing campaigns and programs aimed
at preventing disease and educating the public on specific health topics such as HIV/
AlDs, smoking risks, and other chronic conditions. Local health departments also

contribute to disease prevention and control by offering immunization and screening
services for infections and chronic medical conditions

Provide healthcare

In most cases, the state health department does not directly offer healthcare services to

individuals. It is usually the local health departments that provide healthcare services such
as immunizations, nutrition counseling services, and screenings for sexually transmitted

diseases and other infections
Regulatory functions

In some states, the state health agency conducts inspections of health facilities and is

responsible for licensing healthcare providers

Source: Data from [9]
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Table 17.3 Responsibilities of the state and federal governments in the administration of the Medicaid program

Medicaid Administrational Responsibilities
Federal Government (CMSO)

Administer matching funds to states
for appropriate expenses

Approving state Medicaid plans
and amendments to existing plans

Provide explanations of federal requirements
to state agencies and providers

Ensuring states follow all federal guidelines
for the Medicaid program

Enforce proper program administration
in order to optimize efficiency

Reduce improper expenditures and monitor
for fraud

Collecting data regarding expenditures
and enforcing information collection from states

Source: Data from [11]

In addition to the responsibilities summarized
in Table 17.2, it is important to note that some
state health agencies are also responsible for the
administration of the state-based Medicaid pro-
gram, while other states have independent
Medicaid agencies [10]. The Medicaid program is
an eligibility-based healthcare insurance program
that offers coverage to the American people.
Unlike Medicare, which is administered and
funded solely by the federal government, the
Medicaid program is regulated by both federal
and state governments. Table 17.3 compares some
of the major federal and state responsibilities with
regard to the administration of the Medicaid pro-
gram. While states are given flexibility regarding
their unique Medicaid programs, CMSO provides
basic framework and guidelines within which
each state must operate their respective program.

The Interplay Between Federal
and State Governments in the
Administration of the Medicaid
Program

The Role of CMSO in the
Administration of Medicaid

A vital function of CMSO is providing matching
federal funds to states for Medicaid-related
expenses. States provide quarterly reports to

State Governments

Educate public regarding eligibility and assist
with enrollment

Determine which services will be covered
and the reimbursement rates for these services

Receive and process claims for services rendered
to program participants

Prevent improper or fraudulent use of federal and
state Medicaid funds

Employ programs to monitor quality of healthcare
services provided to participants

Collect relevant data regarding program functioning
in order to increase effectiveness

Settle arguments that may arise during administration
between any parties involved in the program

CMSO regarding expenditures and receive
quarterly reimbursements for approved expendi-
tures. There is a possibility that CMSO and state
Medicaid agency may disagree on whether a cer-
tain service is acceptable, and these disputes are
handled by the Departmental Appeals Board, a
staff division within the Department of HHS
(Fig. 17.1) [11].

Although CMSO sets certain criteria for all
Medicaid plans, states are given the option to
alter their plan within the set guidelines via State
Plan Amendments (discussed in the next sec-
tion). CMSO is responsible for reviewing all plan
amendments and determining if the change is
acceptable. These decisions can have a signifi-
cant financial impact, and in most cases, the
Office of Management and Budget — a cabinet-
level office within the executive branch of the
federal government — is also involved in this
decision-making process [11].

The federal government must also make cer-
tain that state agencies understand the federal
Medicaid guidelines and must educate them on
any new mandates; this process ensures that
state-based programs are run correctly without
any violations. The federal government retains
the authority to punish states that do not comply
with the federally set criteria for Medicaid, and
this punishment often involves withholding pay-
ments to states until the noncompliance is
resolved [11].
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CMSO has a variety of roles in the administra-
tion of Medicaid that help prevent unnecessary
expenditures. Medicaid is an extremely complex
insurance program with multiple levels of admin-
istration, and CMSO enforces efficient adminis-
tration at both the state and federal levels with the
goal of reducing the administrative budget. The
prevention of impr