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Dear Health Law & Policy Reader:

On behalf of the Editorial Board and staff, it is with great enthusiasm that we present the third issue of Health Law &
Policy. This issue is particularly special to us as it marks the end of our role as Co-Editors-In-Chief, a position we have
proudly and enthusiastically held since the inception of this publication in the Spring of 2007. When we first introduced
Health Law & Policy to the American University Washington College of Law (WCL) and the Washington, DC community
last year, we could only hope that Health Law & Policy would become the substantive publication that we now present
to you.

Given the rich political discussions that have been occurring the past few months, we wanted this issue of Health Law &
Policy to truly capture the pulse of the vast array of legal developments, policy issues, and avant garde bioethical questions
currently being discussed in the health care arena. Thus, in our effort to further enrich the breadth of Health Law &
Policy’s offerings, we sought to compliment the traditional array of practitioner- and student-written articles offered in
this issue by including three pieces written from diverse perspectives of a political science scholar, a practicing physician,
and a Lieutenant in the U.S. Marine Corps. Specifically, our third issue opens with the transcript of a keynote speech
on physician-assisted suicide given by renowned Professor Raphael Cohen-Almagor at the Washington College of Law
in January 2008, and is followed by an article presenting an innovative legal analysis of what is known as the ERISA
“regulatory vacuum.” This issue also presents two distinct analyses of physicians’ obligations through articles addressing
the potential implications of concierge medicine and the bioethical ramifications of patient-physician relationships in the
military. Three authors writing for this issue tackle relevant issues in women’s health through articles concentrating on
access to reproductive health care in the context of hospital mergers, recent state approaches to HPV vaccine regulation,
and the ethics of stem cell research and the potential for coercion when monetary compensation is involved. Finally, this
issue includes an article that explores the varied perspectives held by members of the deaf community and analyzes the
merits of different disability protections advocated for by the deaf.

As the old adage goes and this issue exemplifies, “the third time is a charm.” Our dedicated readers may note this
installment of Health Law & Policy is more than twice the length of the inaugural issue that hit the stands last spring. The
length of this issue and the wide range of topics covered within serve as testaments to the ever-expanding interest in health
care law held by WCL students and the legal world at large. Health Law & Policy is now distributed throughout the nation
and our loyal reader base continues to grow with each passing issue.

We extend our genuine gratitude and thanks to our advisor, Professor Corrine Parver, for more than two years of dedication
and guidance from the inception of this publication to its current success. We also graciously thank our past staff members
for bringing this publication to its current success and our current staff members for their tireless efforts during the
production of this issue. We sincerely hope that you enjoy this issue as much as we enjoyed putting it together, and we
offer our very best wishes to the new executive board and staff in anticipation of many amazing issues to come!

Sincerely,
Georgiana Avramidis Gabrielle A. Mulnick

Editor-in-Chief Editor-in-Chief



Raphael Cohen-Almagor
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THE RiGHT TO DIE WITH DIGNITY: AN ARGUMENT
IN ETHICS AND LAW

Raphael Cohen-Almagor*

My journey in the field of medical ethics has started
in 1991. The major result of this journey is a book
entitled: The Right to Die with Dignity: An Argument
in Ethics, Medicine, and Law, which was published in
2001 (Rutgers University Press). The journey began
when I participated in a seminar conducted by Ronald
Dworkin on “Abortion, Dementia, and Euthanasia”
at Oxford University, England. At the time, he was
writing Life’s Dominion, a book that was published
in 1993 (Knopf). This was the most fascinating
seminar I had ever attended. My research there took
an unexpected twist and influenced my life and career
in many ways, as I still commit some 30 percent of my
research time to death, dying, and end of life issues.

I decided to title my book The Right to Die with
Dignity. Dignity has many meanings. To have dignity
means to look at oneself with self-respect, with some
degree of satisfaction. Some of us, not all of us, would
like to be able to determine the time of our death. We
are born with no idea that we are about to come into
this world and, in turn, some of us would like to decide
the time in which we depart from this world. This is
the argument that some people offer — that individuals
should be allowed, whenever it is possible, to choose
the time of their death.

Another issue I would like to discuss is the way that
people die. Nowadays, many people die in hospitals,
but that is not true in all countries throughout the
world. In the Netherlands, many people die at home.
This begs the question of whether we should die
with the help of medical professionals or whether
we should die with the help of our loved ones. It is
a question of whether we can maintain our autonomy
and self-respect at the end of life, without humiliation
and without losing our honor and dignity. These are all
questions we face at the end of life, especially when
one considers the individuals who live with lingering
diseases for months and even years, and are afflicted

* Keynote presentation given by Raphael Cohen-
Almagor, D.Phil., during “The Right to Die with
Dignity: An Argument in Ethics and Law” lecture
held during a symposium presented by the Health
Law Project, Program on Law and Government, at
American University Washington College of Law on
January 30, 2008. Professor Cohen-Almagor is the
Chair in Politics at the University of Hull in England
and is currently a Fellow at the Woodrow Wilson
International Center for Scholars in Washington, DC.
He would like to thank Professor Corrine Parver for
inviting him to speak on this important societal topic.

by certain kinds of cancers and other illnesses we are
currently unable to cure.

Life qua life is not that important; instead, what one
does with one’s life is significant. Life in earnest is
important, not just the mechanical forces that define
life in the provincial meaning of the term. This is the
argument offered by individuals who want to control
the time of their death. The fact that one’s heart is
beating or that one is able to breathe are not sufficient
reasons to maintain life. You must try to reconcile the
duty of keeping a person alive — a duty bestowed upon
medical professionals through the Hippocratic Oath —
with the individual’s right to keep her dignity, which
may also be considered to have intrinsic value.

We face a dilemma. Suppose there is a person who
suffers great pain and wants to die. Those who believe
life is intrinsically valuable object to taking life and to
taking any action on the person’s desire because the end
of life is something granted only to nature, and is not a
decision that is incumbent on human beings. However,
this objection ignores the autonomy of the agent’s
concerns, because she might say: “I would like to die.
I would rather die in these circumstances because I
don’t feel that I am adding anything just by surviving.”
Can life be intrinsically valuable independent of the
interests of the individual? Does the state have the
right to impose its will over the will of the individual?
This is the dilemma we face.

I would like to introduce another notion that
accompanies the notion of dignity— the notion of
respect. The objections to the sanctity of life moral
that speaks about a higher being or nature as the only
agent entitled to take life is accompanied by a respect-
for-others’ argument, derived from Immanuel Kant
and the Kantian theological school which accords
all people equal respect. Respect for a person means
conceiving of the other as an end rather than as a
means to something. As Kant explains, persons are not
merely subjective ends whose existence has an effect
on our actions, but such beings are objective ends; they
exist as ends in themselves. An objective end, Kant
maintains, is one for which there can be substituted
no other end, for otherwise nothing of absolute value
would be found anywhere.

We should give equal consideration to the interest
of others and grant equal respect to a person’s life
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objects so long as they do not deliberately undermine
the interests of others by interfering in a disrespectful
manner. The popular culture of a democratic society
is committed to seeking the influence of social
cooperation that can be discerned on the basis of
mutual respect between free and equal individuals.
This line of reasoning should be supplemented by our
emphasis on the notion of concern, which is seen as the
value of well-being. We ought to show equal concern
for each individual’s good, to acknowledge that human
beings are not only rational creations but irrational,
emotional creatures. Treating people with concern
means treating them with empathy — viewing people
as human beings who may be furious and frustrated
while, at the same time, are capable of smiling and
crying, of careful decision-making, and of impulsive
reactions. Concern means giving equal weight to a
person’s life and autonomy. This is a combination of
mind, body, and communication between the agent
and those around her bed.

In opposition to those who speak about the sanctity of
life, there is another school of thought that emphasizes
quality of life. Quality of life in many respects has
positive connotations, for example in rehabilitation, in
cosmetic treatments, in psychiatry, and in psychology.
However, when discussing end-of-life issues, ethicists
who support euthanasia and physician-assisted suicide
(PAS), often refer to quality of life in a negative sense
rather than in a positive sense; they do not seek to
improve the patient’s life, but rather to end it because
the individual’s quality of life is so poor. Quality of life
considerations feature in end-of-life discussions, both
in scholarly settings and in hospitals corridors.

I am a political scientist. I do not believe in pure
philosophizing and being aloof from reality. Thus,
after learning and studying what has been done in
end-of-life care in the democratic world, I carried out
fieldwork in hospitals and research centers. I should
say that my conclusions are confined to the democratic
world. I am not concerned with all countries around
the world, not because I don’t think that what I am
saying is inappropriate or irrelevant to the entire world,
but simply because I am realistic. If a country is not
founded on the notions of equality, liberty, pursuit of
happiness, individuality, and autonomy, then it would
be futile for me to speak about these values. I can speak
endlessly, but it would not strike any chord.

An Examination of Various Countries’ End
of Life Laws

In 1996, the Australian Northern Territory, comprised
of mainly native Australian-indigenous people,
enacted a law that allowed PAS in that province. For

six months, this law was in operation, evoking a lot
of criticism and debate in Australia at large. After six
months, the national Senate of Australia decided to
strike down and annul the law. During that period of
time, a few people were put to death with PAS. For a
short period of time, however, Australia’s law created
an important precedent.

As background, euthanasia, according to the Dutch
definition, is the deliberate ending of life by taking
action, usually by injection, to the veins of the patient,
in order to kill him or her. PAS gives the control to the
patient rather than the doctor. The doctor prescribes a
certain lethal medication that can be put into yogurt or
pudding, and the patient can ingest the yogurt with the
lethal medication and kill herself. The major difference
between the two is that, with euthanasia the doctor is in
control, but with PAS, the patient is in control.

In England, there is no law allowing either PAS
or euthanasia. There had been a few precedents
with people in persistent unawareness, people with
conditions similar to that experienced by Terry
Schiavo. Most recently in the United Kingdom, there
was the case of Diane Pretty, a woman in her fifties
who suffered from ALS (Lou Gehrig’s Disease), a
degenerative disease which spreads from the limbs up,
and eventually suffocates the patient. Unfortunately,
this terrible illness is deadly and untreatable. Diane
Pretty attempted to change the country’s laws so that
she could end her own life with the help of a doctor,
and her case went all the way to the House of Lords
(Queen on the application of Dianne Pretty v. Director
of Public Prosecutions and Secretary of State for the
Home Department UKHL 61 (29 November 2001))
and later to the European Court of Human Rights,
where it was ultimately unsuccessful. The European
Court of Human Rights ruled that England could decide
on these matters. At present, the position in England is
that neither PAS nor euthanasia is permissible.

Most if not all 50 states in the United States had, at
some point or another, initiatives to legislate end-
of-life laws, either PAS or some sort of end-of-life
mechanisms. All such laws, with the exception of one,
have failed. There may be some further attempts in
Maine, Vermont, and California, but only Oregon to
date has enacted PAS legislation. Every year, Oregon
publishes a very detailed report about the previous
year. Since the legislation was enacted in 1997, the
situation has been more than satisfactory. Oregon can
serve as a model for other nations.

Canada does not have any laws on PAS or euthanasia.
The most important precedent in the country took place
in 1993, when Sue Rodriguez, another ALS patient
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seeking to end her life with the country’s approval,
appealed her case to the Supreme Court of Canada
(Rodriguez v. British Columbia (Attorney General)
[1993] S.C.J. No. 94). In a 5-4 decision, the Court
decided not to grant her permission to receive PAS.
In spite of the unfavorable decision, Ms. Rodriguez
received PAS from an anonymous physician, and the
case was closed because of lack of public interest. I
spoke with three Canadian Supreme Court justices
about her case. One of them, who sat on this judgment,
a very respectable judge in the five-person majority,
told me that this was the most difficult decision he had
faced in his life.

Switzerland has taken the most interesting position
on these end-of-life issues. Since the 1960s, several
end-of-life organizations can be contacted to cater for
assisted suicide. The end-of-life services do not need
to be performed by a doctor; anyone can perform the
service. Although most people might opt for a doctor,
a relative (wife, husband, sister, brother, father, or
mother) is permitted to assist the person seeking
end-of-life services. In addition, the assistance is not
provided in hospitals; rather, it is done wherever it is
feasible to be performed. One of the leading supporting
organizations, DIGNITAS, is actually renting places
to provide end-of-life services. At one point, the
organization was renting an apartment, but neighbors
grew upset because they saw people coming in and
bodies going out. They felt such occurrences were bad
for the reputation of the building. Then the organization
opted for hotels, but hotel managers also did not like the
idea of guests coming in and corpses coming out, since
it was damaging the hotels’ reputation. I understand
that, consequently, DIGNITAS provided its services in
remote parking lots, which was fine according to the
organization.

The Netherlands and Belgium have legislation
permitting euthanasia. Euthanasia has been popular in
the Netherlands since the early 1970s, so it has almost
40 years of experience with euthanasia. Similar
developments took place in Belgium, and relevant
laws were passed in both countries in the span of six

months during 2002.

I would like to highlight some of the concerns I have
with regard to these two countries. When 1 wrote
The Right to Die with Dignity, it was clear to me that
I could not write this book without paying attention
to the Netherlands. When I started my journey, I was
very much in favor of euthanasia. Ethically speaking,
I was convinced of the importance of euthanasia. As a
political scientist, however, I had to examine the actual
practice of euthanasia on the ground.

In 1994, I was invited to The Hastings Center in upstate
New York, which is a great place for people interested
in medical ethics. The Hastings Center is a relatively
small institute with vast resources on medical ethics.
For six weeks I read many journals and books about
Dutch euthanasia. [ was puzzled before I started; I was
even more puzzled when I ended this seven-week-long

research excursion.

The data about the Netherlands is quite clear. Since
euthanasia is such an important issue, the country’s
government decided to appoint a committee of top
researchers in the fields of medicine, sociology,
statistics, and research methodology to study all
aspects of euthanasia. The committee gathered
qualified physicians who interviewed practitioners of
euthanasia. The lengthy questionnaire was comprised
of 250 questions. In 1990, the Netherlands published
the first extensive report. I commend the country’s
government for taking this initiative. The data was
clear, but the interpretations contradictory. As an
academic, you learn that life is not black and white,
but full of shades of gray and pink. In contrast, the
interpretations of this report were disparately varied,
some said the report and its findings show that the
Netherlands was on the right track, presenting a model
that more nations should follow, whereas others said
the Netherlands served as a model to explain why
euthanasia should never be permitted, advising other
countries not to follow suit because the Dutch system
was risky. As a researcher, I was baffled. Thus, in order
to resolve this issue, I had to visit the Netherlands. At
this point, my book was nearly finished, and its thrust
was in favor of euthanasia.

I went to the Netherlands in 1999. Before arriving,
I got in touch with the major figures in the Dutch
euthanasia policy and practice. I contacted the person
who wrote the law, the people who were part of that
prestigious committee, the person in charge of medical
ethics in the Dutch Ministry of Justice, the people who
were heading the medical ethics departments in the
Netherlands, scholars who wrote about euthanasia,
and practitioners who practiced euthanasia. In total,
I contacted 30 highly distinguished people who were
very familiar with the topic, far more familiar than I
was, as at that time I had been working on these issues
for a mere eight years. Only one person, Dr. Chabot,
explicitly declined my request for interview. He did,

however, answer some questions in writing.

I went to the Netherlands as a supporter of euthanasia.
After extensive research about death and euthanasia,
however, 1 could no longer endorse euthanasia.
Morally speaking, I can think of individual cases in
which a person may ask and should receive euthanasia.
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However, there is a fine line between ethics and policy, and when you are
thinking as a policymaker, you must be very careful because peoples’ lives
are affected by the practice of your policy decisions. In the Netherlands, I
heard of abuse — lots of abuse — and, as a result, I had to change my view
about the practice of euthanasia. At the same time, I do support PAS.

I have visited the Netherlands five times for follow-ups. My findings are
included in many articles and in a book, Euthanasia in the Netherlands,
published in 2004 (Springer-Kluwer), in which I gave a voice to the issues,
and detailing all that I found in the Netherlands. Here, I will present the data
that troubled me the most.

Both the Netherlands and Belgium have accepted the Dutch definition,
namely: euthanasia is the taking of someone’s life by another upon her
request. It follows, then, that euthanasia does not apply to incompetent
people. If you are incompetent, if you cannot voice an opinion, if you are a
minor, or if you are in a state of unawareness, euthanasia is inapplicable. It
should not be practiced according to the Dutch medical guidelines, which
were later translated into law. With regard to incompetent people, there is
a different definition for termination of life. Stopping treatment conceived
as “futile” is not euthanasia, and the term should not be used in these cases.
What is sometimes termed indirect euthanasia, or the use of analgesics
with the possible effect of shortening life, is also clearly distinguished from
euthanasia. Euthanasia refers to using an injection in order to provide mercy
killing; this principle must be very clear.

The Dutch attracted international criticism because of this practice. The
Dutch government took it upon itself to issue comprehensive reports. As
said earlier, the first euthanasia report was published in 1990; the following
reports were published in 1995, 2001, with the last one in 2005.

The most worrying data in all the Dutch euthanasia reports from 1990 until
the present is that, consistent within the Dutch culture for twenty years or
s0, 0.4 percent of deaths were the result of the use of lethal drugs, not at the
explicit request of the patient. This means that lethal drugs were injected
to patient although the patient did not clearly state: “I want to die.” This
statement is now a prerequisite of the Dutch law and guidelines. The patient
must sustain her wish to die, and express her desire to die over a period of
time to provide evidence of her wishes. However in 0.4 percent of the cases,
this did not happen. All published reports indicate that, every year, between
900 and 1,000 patients were put to death without clear volition to die.

According to the survey published in 2007, when life was ended without
the explicit request of the patients, there had been previous discussions of
the act or previous permission of the patient to perform the act in 60 percent
of the patients, as compared with 26.5 percent in 2001. In 2005, the ending
of life was not discussed with patients because they were unconscious
(10.4 percent), or incompetent owing to young age (14.4 percent), or
because of other factors (15.3 percent). Of all cases of the ending of
life in 2005 without an explicit request by the patient, 80.9 percent had
been discussed with relatives. That means that there was no evidence
in writing, discussions with family substituted the need to discuss this
important issue with the patient whose life was at stake, and unconscious
patients were put to death although the law stipulates euthanasia is only
for competent patients. In this context, one should further note that not all
families are harmonious, especially when the patient is very ill and the
possibility exists that there may be some ulterior motives.

One way to address this abuse is to advocate for PAS for all patients who
are able to swallow the medication. In the Netherlands, however, there is a
tradition in which the doctors administer the lethal drugs, and these doctors
like to have control over the process. In both the Netherlands and Belgium,
you find very few cases of PAS. What I suggest to both countries is to put
this issue on public agenda, and speak to the public and the physicians
about the findings and fear of abuse, and suggest PAS as a substitute for
euthanasia. One thing that became clear to me when I spoke with doctors
and physicians in both countries was that General Practitioners (GPs) have
significant influence over their patients. In every case where the physician
preferred euthanasia, his patients requested euthanasia. I met one doctor
who did not like euthanasia, preferring PAS. Suddenly all his patients
preferred PAS. The influence of doctors over their patients cannot be
underestimated. We need to speak with doctors, to persuade them that the
main consideration is not control: the issue is abuse, and this issue is far
more important than having control over the process.

The last examination of euthanasia in the Netherlands shows that the number
of cases has dropped. In 2005, 1.7 percent of all deaths in the Netherlands
were the result of euthanasia, more than one-third less than the 3,500 cases
in 2001. Only 113 cases were through PAS. Requests for euthanasia are
most frequently from cancer patients, because cancer apparently is the most
painful disease on earth. Furthermore, consistently since the 1990’s, most
acts of euthanasia have been carried out by GPs. A worrying development
is the rise in number of terminal sedation (or terminal palliation) cases.
Further research should be conducted in this sphere to verify that end-of-life

decisions are carefully reached, serving the best interests of the patients.

In September 2004, the first major study into the effects of Belgium’s
new legislation permitting euthanasia found that approximately twenty
terminally ill people per month asked doctors to help them die. This is not a
large number. The study found that 259 acts of legal euthanasia were carried
out in Belgium up until the end of 2003, about 17 registered cases each
month. About 60 percent

of euthanasia cases
occurred
this is
the Netherlands, where
the act is performed by

in hospitals;

in contrast to

GP’s in patients’ homes.
In both countries, the
vast majority of people
asking to be euthanized

were suffering from terminal cancers.

My research in the Netherlands in 1999 revealed that the agenda of
euthanasia had been pushed, while the issue of palliative medication had
been largely ignored. Palliative medication had been underdeveloped in the
Netherlands for many years. Palliative care is very expensive. If you want
to opt for palliative care, you must invest a lot of resources, and up until
that time, the Dutch government decided it did not want to invest those
resources. The quickest way to die is through euthanasia, where there is no
need for palliation. Indeed, until 2000, palliative care was underdeveloped in
both Belgium and the Netherlands. In 2000, the Dutch government decided
to develop palliative care, and at present, it is far more developed than it

used to be when I started my research there. Research on palliative care



should continue, and comparisons should be drawn to
see the extent to which palliation is being developed in
these two countries as compared with other European
countries.

In both countries, physicians are not obliged to carry
out euthanasia. However, the culture in both countries
is such that, if a physician is not willing to perform
euthanasia, then her position might be undermined.
A physician will find it difficult to advance to any
higher rank in which she would be overseeing
decisions if she opposes euthanasia. Euthanasia is
part and parcel of the state, and a physician must
be able to give full advice on all end-of-life-issues.
Doctors are required to inform their patients that
they do not provide euthanasia before starting to
treat them so that the patients can decide if they
want to work with the physician. Unsurprisingly,
the majority of GPs in the Netherlands support
euthanasia — it is part of the culture.

As a result of the euthanasia law, a Dutch physician
is required to devote energies to explain everything
to the patient and her loved ones, consult with
specialists, and communicate with people with
relevant concerns. There is scope to consider an
improved physician-patient communication model.
In the United States, Jack Kevorkian presents an
example of a bad model for end-of-life issues. Jack
Kevorkian helped 130 patients to die between 1990
and 1999. Some of those patients were healthy.
They thought they were sick, but a coroner’s
examination found nothing medically wrong with
them. Dr. Kevorkian was a retired pathologist who
was accustomed to dealing with corpses, not with
living people. For him, the issue of their illness was
secondary — the main consideration was autonomy,
that they wanted to die. The individuals sent Dr.
Kevorkian their medical files and he agreed to
provide the service without ever getting to know
them professionally. In his book, Prescription
Medicide (Prometheus Books, 1991), Dr. Kevorkian
wrote that he knew his very first patient, Janet Atkins,
for a short while before he assisted in her suicide.
In my view, Dr. Kevorkian presented a rogue model
of an overenthusiastic, self-promoter, media-crazed
physician. There were no control mechanisms over
his practice; he simply believed he recognized the
need and entered into the legal lacuna with shocking
insensitivity. As I noted earlier when I spoke about
the issue of dignity, concern, and respect, some
people want to determine the time of their death; 130
such people simply hired Dr. Kevorkian to help them
do just that. I think Dr. Kevorkian’s overzealousness
is the wrong model to pursue.

One troubling issue is that, for many years, the Dutch
believed that the issue of administering death was a
personal and private issue, an issue between patients
and their GP. Therefore, even though the Dutch Medical
Association demanded and prescribed that the doctors
must report euthanasia when it was performed, most of
these physicians failed to report because they argued it
was a breach of privacy and a breach of trust between
them and their patients. In 1990, only 18 percent
of doctors reported having performed euthanasia.
After the law was passed legitimizing euthanasia,
approximately 80 percent of doctors filed reports.
While there has been a significant improvement in
reporting, the goal is to reach 100 percent, where all
doctors report participating in euthanasia cases.

Another issue that is highly troubling is the issue
of consultation. The Dutch law prescribes that a
physician must consult with an independent colleague
who is an expert on the patient’s disease before
performing euthanasia. My fieldwork revealed that
most of the time the doctors consulted a colleague in
the same office, and thus, the consulting physicians
were not independent nor were they necessarily
experts of the disease under consideration. Moreover,
my research revealed that sometimes consultations
were devised over the phone. This is in breach of
the Dutch guidelines because the role of consulting
is said to be twofold. One aspect of consultation
involves verifying the patient’s medical situation, and
the Dutch stipulate you cannot do this by looking at
the files alone. Indeed, many of the doctors whom I
met in the Netherlands, the United States, the United
Kingdom, Canada, and Israel say it is necessary to do
a physical examination to reach an accurate decision.
The second important role of the consultant is to verify
that euthanasia is the independent, autonomous wish
of the patient. Ifit is only the physician who discusses
the patient’s condition with the consultant, then could
the consultant know what the patient wants? I hope
that such a bad practice of phone consultation is no
longer in existence. I am told that Dutch physicians no
longer conduct consultations over the phone.

The Dutch believed that the practice of doctors
agreeing to serve as euthanasia consultants for each
others’ patients was not the best way. Consequently,
they created a special committee of experts called
Support and Consultation of Euthanasia in the
Netherlands (SCEN) that began in Amsterdam and
later spread throughout the country. At present, I am
told most consultations about euthanasia are done with
SCEN doctors. An expert who the GP is said not to
know comes and examines the patient. Belgium has
adopted a similar consultation mechanism. I applaud
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this development, as it is far better than independent
deals between not-so-independent doctors.

I previously mentioned the Oregon model and
indicated it was a good model to follow for end-of-
life issues. When the state first authorized the practice
in 1994, the worry was that once the system was in
place, the practice would spread and there would be
many, many cases of PAS. However, there was not a
huge increase in the number of people asking for PAS;
more or less, there are the same number of people
requesting PAS -- about 30 each year (341 in ten years,
1997-2007). The highest number of PAS cases was in
2007, when 49 Oregonians ended their lives by taking
a lethal drug dose. Secondly, the other concern was
that PAS would be disproportionately applied to kill
the poor, the uneducated, the neglected, the deserted,
those who could not take care of themselves, and the
underprivileged. This has not happened. Most of the
people asking for and accepting this service are well-
educated middle class people, and it seems there is no
abuse of the system. Therefore, I think this model is a
good path for others to follow. That being said, Oregon
should continue to have close annual scrutiny of the
practice and keep an alert eye against potential abuse.

Guidelines for End-of-Life Issues

I have devised a set of guidelines to improve the
current system. I would like to advance the issue of
PAS, because I recognize that individuals should have
the power to decide end-of-life issues, and because
I oppose euthanasia. I developed these guidelines
by studying what has been done in Oregon, the
Netherlands, Belgium, Switzerland, and the Northern
Territory of Australia. Let me conclude with the
following recommendations and suggestions:

*  The physician should not suggest PAS to the
patient. Instead, it is the patient who should
have the option to ask for such assistance. What
I discovered in my independent field research in
the Netherlands is that, many times, the patients
did not ask for euthanasia. It was the doctor, a
trusted GP whom the patient had known for many
years, sometimes 30 or 40 years, who offered
death to the patient with cancer. This practice
may compromise the issue of voluntariness; it is
difficult for many patients to contest the advice of
a loyal GP. The GP may present the patient the
range of available options without manipulation,
and with due respect for patient’s life and wishes.

*  The request for PAS should be voluntary and
come from a competent adult, 18 years-of-age or
older, who suffers from an intractable, incurable,

irreversible disease. The decision should be made
by the patient, and not by the family or as a result
of family pressures. Some families can make the
decision to end life because they feel overwhelmed
by the individual’s illness — it is troublesome and
very demanding to have a cancer patient in the
home. It is also very sad, and many people cannot
cope with the fact that their loved one is suddenly
dying. For these reasons, the PAS decision has
to be reached without any pressures. The patient
should state this wish repeatedly over a period of
time. This recommendation is similar to the one
invoked in laws and guidelines in Oregon, the
Netherlands, Belgium, and Australia.

It is the task of social workers to examine to
what extent the patient is affected by external
pressures. The decision-making process shall
include a second opinion in order to verify the
medical diagnosis and minimize the chances of
misdiagnosis, as well as to allow the discovery
of other medical options. A specialist who is not
dependent on the first doctor should provide the
second opinion. A committee like the Netherlands’
SCEN can be a good system. It is advisable for
the identity of the consultant to be determined by
a committee of specialists who will review the
request for PAS.

Attimes the patient’s decision might be influenced
by severe pain, and therefore, the role of palliative
care can be, and is, crucial. Palliative care is
required in both Belgium and Oregon.

The patient must be informed of her situation,
the prognosis for recovery or escalation of
her disease, and the degree of suffering that
may be involved. There must be an exchange
of information between doctors and patients.
The laws in Belgium and Oregon contain these
guidelines.

THe physician should not
] S to the patient.

nstead,"#t7s the patient who

should have the option to ask

for such assistance.
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Sometime prior to the performance of PAS, a doctor and a psychiatrist
shall be required to visit and examine the patient to verify that this is
the genuine wish of a person of sound mind, and that the individual
is not depressed or being coerced or influenced by a third party. The
conversation between all doctors and the patient should be held
without the presence of family members in order to avoid familial

pressures.

The patient must be able to rescind her decision to pursue PAS at any
time and in any manner, as it is the case in Australia and Oregon. In

Belgium, the patient can withdraw her declaration at anytime.

PAS may be performed only by a doctor in the presence of another
doctor. I am very much opposed to family members administering
assisted suicide (or euthanasia), as I think it can lead to abuse. The
decision-making team should include at least two doctors and a
lawyer who will examine the legal aspects involved and ensure
there is protocol in place which will prevent against possible abuse.
Perhaps a public representative should also be present during the
entire procedure, including the decision-making process and the
performance of PAS.

PAS may be conducted in one of three ways, all of which should be
discussed openly and decided upon by the physician and the patient:
(1) Oral medication; (2) Self-administered, lethal intravenous
infusion; or (3) Self-administered lethal injection. In this context,
I should note that some medication may be difficult or impossible
for patients to ingest because of nausea or other side-effects of the
illness. The only exception in which the physician would be allowed
to administer the lethal injection would occur in the event that
medications have been provided and the patient’s dying process has
been lingering on for long hours. I would only allow euthanasia after
the failing of PAS, or if the patient cannot physically administer the
medications to herself.

Doctors may not demand a special fee for the performance of PAS.
There must be no financial incentive to perform or assist with the
procedure since the motive for PAS is humane. There should be no
special payment that might cause commercialization or promotion of

such procedures.

There must be extensive documentation in the patient’s medical
file, including: (1) the disease diagnosis and prognosis by the
attending and the consulting physicians; (2) attempted treatments;
(3) the patient’s reasons for seeking PAS; (4) the patient’s request
in writing or documented on a video recording; (5) documentation
of conversations with the patient; (6) the physician’s offer to the
patient to rescind her request; (7) documentation of discussions with
her beloved people; and (8) a psychological report confirming the
patient’s condition.

The drugs required to end one’s life are known. Since there are 900 to
1,000 patients in the Netherlands who are killed every year without
clear volition, pharmacists should be required to file a report every
time lethal medications are sold to act as a control mechanism. Then
it would be possible to track down the medication to the doctor, and
keep track of how many times PAS was performed.

Doctors should not be coerced into taking actions that conflict with
their conscience, particularly since some religious individuals think
only nature should be left to take its course. No coercion should be
involved in the process.

The local medical association should establish a committee whose role
should be to investigate underlying facts of cases which are reported,
as well as to investigate whether there were mercy cases which were
not reported or cases which did not comply with the guidelines.
There were some cases in both Belgium and the Netherlands that
reached the courts because there was a perception that the law
was compromised. The common penalty for those physicians was
reprimand. This cannot be said to be a severe deterrence. Further
sanctions should be taken to punish health care professionals who
violate the guidelines, fail to consult with other physicians or file
reports, engage in involuntary termination of life without the patient’s
consent, or engage in involuntary termination of life with incompetent
patients. Physicians who fail to comply with the guidelines should be
charged and procedures to sanction them should be enforced by the
disciplinary tribunal of the relevant medical association. Sanctions
should be significant and include revocation of the physician’s

medical license.
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THE ERISA “REGULATORY VAcuuM”: THE
LiABILITY OF HMOS FOR NEGLIGENT UTILIZATION
REVIEW AFTER AETNA HEALTH INC. V. DAVILA

Ernesto Gonzales*

I. Introduction

On June 21,2004, the Supreme Court held in Aetna Health
Inc. v. Davila' that the Employee Retirement Income
Security Act of 1974 (ERISA)? preempted two Texas
patients’ state tort law claims against their respective
Health Maintenance Organizations (HMOs) for injuries
allegedly caused by the HMOs’ failure to exercise
reasonable care in making utilization review decisions.?
This decision effectively shields HMOs from most (or all)
claims by patients seeking damages for injuries suffered
as a result of negligent utilization review.* The same day
the Supreme Court decided Davila, U.S. Representative
John Dingell (D-MI), then ranking Democrat on the
House Committee on Energy and Commerce, announced
that he would introduce a patients’ bill of rights in the
House, stating that “HMOs, foreign diplomats and the
mentally insane are the only people in this country who
are exempt from the consequences of their decisions.”
His bill, which would have given ERISA-regulated
plan beneficiaries the right to sue their HMO without
limitations on damages, never became law.® However,
Rep. Dingell’s words represented, and still represent, the
feelings of many legislators, judges, and commentators
that the Court’s current ERISA jurisprudence unjustly
denies average Americans who suffer injuries as a result
of a wrongful denial of coverage by their HMO the right
to recover damages for their injuries.” More than ten years
before the Davila decision, one U.S. Senator described
the effects of ERISA during a committee debate in the
following terms:

Under current law, states can do nothing to ensure that
insurance companies act fairly. When an insurance
company denies a claim, an individual has little hope
of finding an attorney to take his or her case. For the
few who do succeed in retaining an attorney, all they
can hope for is that after two or three years of court
action their claim will be paid, but with no damages.®

The Court’s unanimous decision in Davila to close the
door to aggrieved ERISA- regulated plan beneficiaries
seeking “make-whole” relief from their HMO makes
this assessment of ERISA even more accurate today than
when first made.

* Ernesto Gonzalez, J.D., is an Associate at Martinez,
Manglardi, Diez-Arguelles & Tejedor, P.A. in
Orlando, Florida, where his practice focuses on
medical malpractice and medical device liability.

Under the Court’s current interpretation of ERISA, an
employee participating in an ERISA-regulated plan can
sue the plan to recover only wrongfully denied benefits,
and not a penny more.” Under ERISA, the employee
cannot recover damages for injuries resulting from her
HMO’s negligent denial of coverage.!” Moreover, after
Davila, it is clear that ERISA preempts any state law
claim that the employee could raise against the HMO
to recover for her injuries."! This leaves the employee
with no option but to raise a claim under ERISA’s civil
enforcement provisions and to hope to at least receive
denied benefits.”> As Justice Ginsburg expressed in
her concurrent opinion in Davila, the Court’s current
ERISA jurisprudence leaves a “regulatory vacuum”
where “virtually all state law remedies are preempted
but very few federal substitutes are provided.”'?

Some commentators see the Davila decision as the
Court’s final statement to Congress that addressing the
“regulatory vacuum” left by ERISA is the responsibility
of the legislature, not the courts.'”* Others, however,
express hope that the Court, as Justice Ginsburg
anticipates in her concurring opinion, will eventually
revise the current interpretation of ERISA’s remedial
scheme to allow aggrieved patients to obtain make-
whole relief from their HMO. '

This article seeks to assess the effects of the Davila
decision on the ability of ERISA-plan participants and
beneficiaries to obtain relief for a wrongful denial of
benefits by their HMO. Part II provides an introduction
to the relevant ERISA provisions and how the Court has
interpreted them. Part IIT analyzes the Court’s holding
in Davila and discusses the legal and socioeconomic
effects of the decision. This article concludes that the
Davila decision closed the door on plan participants
and beneficiaries seeking to recover damages from
their HMO for injuries caused by the HMO’s negligent
denial of benefits. Based on this conclusion, Part IV
calls on Congress to amend ERISA so as to allow the
states to narrow the regulatory gap left by the Court’s
current ERISA jurisprudence through patients’ rights
legislation.
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II. ERISA Background

Congress enacted ERISA to “protect . . . the interests
of participants in employee benefit plans and
their beneficiaries . . . by establishing standards of
conduct, responsibility, and obligation for fiduciaries
of employee benefit plans, and by providing for
appropriate remedies, sanctions, and ready access
to the Federal courts.”’® Congress was responding
to long-ignored claims by American workers that
their employers were recklessly underfunding their
pension plans and creating unnecessary obstacles to
full benefits eligibility.!” Although Congress enacted
ERISA primarily to protect private employee pension
plans,'® ERISA also covers employee welfare plans."
A “welfare plan” under ERISA is “any plan, fund, or
program . . . established or maintained by an employer
or by an employee organization . . . for the purpose of
providing for its participants or their beneficiaries . . .
medical, surgical, or hospital care or benefits,” among
other benefits.® Section 502(a) of ERISA allows
welfare plan participants and beneficiaries to bring a
civil action in federal court to protect their interests in
the plan.?!

In order to “promote uniformity and avoid inconsistent
state regulation of pension benefits,”” Congress
included an express preemption clause in Section 514
of ERISA.» Section 514(a) provides that ERISA shall
supersede any state law that “relate[s] to any employee
benefit plan.”** Section 514(b)(2)(A), however, carves
out an exception to ERISA preemption, stating that
“nothing in [ERISA] shall be construed to exempt or
relieve any person from any law of any State which
regulates insurance . . . .”® Section 514(b)(2)(A),
which is commonly known as the “savings clause,”
has, in turn, its own exception.”® Section 514(b)(2)(B),
called the “deemer clause,” provides that no “employee
benefit plan . . . shall be deemed to be an insurance
company or other insurer . . . or to be engaged in the
business of insurance . . . for purposes of any law of any
State purporting to regulate insurance companies [or]
insurance contracts . . .”»” Thus, ERISA preempts state
laws that “relate to any employee benefit plan,” except
those state laws that regulate insurance, but no employee
benefit plan can itself be considered an insurer.

Among the civil actions that ERISA-regulated plan
participants and beneficiaries can bring under Section
502(a) is an action to hold ERISA-regulated plan
fiduciaries liable for a breach of their fiduciary duties to
the plan.?® The Court, however, has held that HMOs do
not act as fiduciaries for purposes of ERISA when they
make mixed eligibility and treatment decisions, thus
limiting the scope of this cause of action.”

A. ERISA Civil Enforcement Provisions
and Complete Preemption

Section 502(a) allows an ERISA-plan participant or
beneficiary to bring a civil action in federal court “to
recover benefits due to him under the terms of his
plan, or to enforce . . . or . . . clarify his rights to future
benefits under the terms of the plan.”>* A participant
or beneficiary can also bring a civil action “to enjoin
any act or practice which violates any provision of
[ERISA] or the terms of the plan, or to obtain other
appropriate equitable relief.”! The Court has viewed
section 502(a) as providing for ERISA-regulated plan
participants and beneficiaries a total of “six carefully
integrated civil enforcement provisions,”? which
“represent a careful balancing of the need for prompt
and fair claims settlement procedures against the public
interest in encouraging the formation of employee
benefit plans.”*

Section 502(a) preempts any state law that “duplicates,
supplements, or supplants” its civil enforcement
provisions.>*  This section derives its preemptive
power from the Supremacy Clause of the Constitution,
which resolves conflicts between state and federal
laws in favor of the later.*® When federal legislation
is substantially broad in one particular area, it is said
that such legislation “occupies the field” in question
to the exclusion of state law, even when this exclusive
“occupation” leaves a “regulatory vacuum.”® When
this happens, the federal statute invalidates even state
laws that are consistent with its provisions.’” The Court
explained in Davila that Section 502(a) of ERISA falls
within this category of federal legislation, and therefore,
completely preempts even state laws attempting
to provide only additional remedies not available
under ERISA.*® The Court noted that this complete
preemption arises from Congress’s clear intent to make
ERISA’s “comprehensive civil enforcement scheme”
exclusive.*® The Court reasoned that “[t]he policy
choices reflected in the inclusion of certain remedies
and the exclusion of others . . . would be completely
undermined if ERISA-regulated plan participants and
beneficiaries were free to obtain remedies under state
law that Congress rejected in ERISA.”*

Section 502(a) preemption automatically removes
to federal court any cause of action that could have
been brought under any of its provisions.*! The Court
has explained that section 502(a)’s preemptive force
“converts [even] an ordinary common law complaint
into one stating a federal claim.”*? Justice Thomas,
writing for the Court in Davila, summarized Section
502(a)’s preemptive effect in the following: “if an
individual, at some point in time, could have brought
his claim under ERISA Section 502(a)(1)(B), and where
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there is no other independent legal duty that is implicated
by a defendant’s actions, then the individual’s cause of
action is completely preempted.”?

B. Section 514 Preemption and the
“Savings” and “Deemer” Clauses

In addition to Section 502(a), ERISA preemption finds
support in Section 514(a), which provides that “the
provisions of [ERISA] shall supersede any and all State
laws insofar as they . . . relate to any employee benefit
plan.”* Before New York State Conference of Blue
Cross & Blue Shield Plans v. Travelers Ins. Co.,* the
Court interpreted the “relate to” language of section 514
very broadly, so that a state law was found to “relate to”
an employee benefit plan “if it ha[d] a connection with
or reference to such a plan.”*® Following this approach,
the Court found ERISA preemption even of state laws
that “merely exert[ed] some effect, however indirect,
on employee benefit plans.” In Travelers, however,
the Court realized that a textualist interpretation of
Section 514(a)’s “relate to” did not reflect legislative
intent because “if ‘relate to’ were taken to extend to the
furthest stretch of indeterminacy, then for all practical
purposes pre-emption would never run its course.”*
The Court thus decided to look beyond the language of
Section 514(a) to interpret this section in light of the
congressional objective of preventing a “multiplicity
of regulation in order to permit the nationally uniform
administration of employee benefit plans.”* Although
the Travelers Court did not elaborate a clear rule to
determine what state laws “relate to” employee benefit
plans for ERISA purposes, it observed that in prior cases
“ERISA pre-empted state laws that mandated employee
benefit structures or their administration” and “laws

providing alternative enforcement mechanisms.”?

In the “savings clause,” Congress provided an exception
to Section 514(a) preemption for state laws that regulate
insurance.’! Congress did so in part because insurance
had historically been, and still remains, an area subject
to state regulation, and in part to preserve the complex
systems of insurance regulation the states had in place.*
In Kentucky Ass’n of Health Plans, Inc. v. Miller,>® the
Court developed a two-prong test to determine whether
a state law regulates insurance for purposes of ERISA
Section 514.5* First, the Court asks whether the state
law in question is “specifically directed toward entities
engaged in insurance.” Second, the Court determines
whether such law “substantially affects the risk pooling
arrangement between the insurer and the insured.””

Although Congress was willing to “save” a state law
that regulates insurance from ERISA preemption, it felt
that the scope of state insurance regulation had to be
curtailed in some way in order to prevent states from

supplanting ERISA regulation of employee welfare
plans with state regulation.’” Congress thus added the
“deemer clause” in Section 514, which provides that no
“employee benefit plan . . . shall be deemed to be an
insurance company or other insurer . . . or to be engaged
in the business of insurance . . . for purposes of any law
of any State purporting to regulate insurance companies
[or] insurance contracts . . . .”*® In Metro. Life Ins. Co.
v. Massachusetts® the Court interpreted the “deemer
clause” as effectively removing employer self-funded
welfare plans from the scope of the “savings clause”
and placing them beyond state regulation and within
ERISA.%

C. Pemgram v. Herdrick® and Fiduciary
Acts Under ERISA

ERISA Section 409 provides in part that “any person who
is a fiduciary with respect to an [employee benefits] plan
who breaches any of the responsibilities, obligations, or
duties imposed upon fiduciaries by [ERISA] shall be
personally liable to make good to such plan any losses
... resulting from each such breach.”®* In Pegram, the
Court faced the issue of whether a treatment decision
made by an HMO physician constituted a fiduciary act
under ERISA, thus subjecting the HMO to potential
liability under ERISA Section 409.% Cynthia Herdrich,
an ERISA plan beneficiary, suffered injuries when her
treating physician, Dr. Lori Pegram, an HMO employee,
required her to wait eight days to have an abdominal
ultrasound performed at a facility staffed by the HMO
located 50 miles away.** While waiting, Herdrich’s
appendix burst, causing peritonitis.* She brought suit
against Dr. Pegram and the HMO, claiming medical
malpractice and fraud.*® Defendants removed the case
to federal court under ERISA.*” Herdrich then amended
her complaint to include a claim for breach of fiduciary
duty under ERISA Section 409.%

The Court declared that the “threshold question” in
analyzing claims for breach of fiduciary duty under
ERISA is “not whether the actions of some person
employed to provide services under a plan adversely
affected a plan beneficiary’s interest, but whether
that person was acting as a fiduciary, in that it was
performing a fiduciary function to complaint.”® The
Court held that while pure eligibility decisions (decisions
regarding coverage of medical treatment under an
employee welfare plan) are strictly administrative and
thus fiduciary in nature, mixed treatment and eligibility
decisions do not qualify as fiduciary decisions for
purposes of ERISA.” The Courtargued thatas a practical
matter, it is almost impossible to separate the eligibility
and treatment aspects of a mixed eligibility-treatment
decision.” The Court also feared that ERISA-regulated
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plan participants and beneficiaries may disguise medical malpractice claims
as claims for breach of fiduciary duty under ERISA to reach the HMO in
addition to the physician.”? Allowing mixed eligibility-treatment decisions
would therefore mix state malpractice claims and federal ERISA actions,
creating uncertainty and confusion in the law.” The Court found that Dr.
Pegram’s decision to make Herdrich wait eight days for her ultrasound was
a mixed decision, not made in a fiduciary capacity.” Therefore, the Court
held that Herdrich could not bring a breach of fiduciary duty claim against
the HMO under ERISA.”

In Davila the Supreme Court consolidated two cases brought by ERISA-
regulated plan participants/beneficiaries against their respective HMO
under the Texas Health Care Liability Act (THCLA).” THCLA, which
was part of the first state patients’ bill of rights in American history, was
intended to protect beneficiaries of managed care organizations (MCOs),
including HMOs, from wrongful denials of benefits.”” THCLA required
HMOs and health insurance carriers “to exercise ordinary care when
making health care treatment decisions,” and subjected them to liability
“for damages for harm to an insured or enrollee proximately caused by [the
HMO?’s or insurance carrier’s] failure to exercise such ordinary care.”” In
both cases the plaintiffs sought to recover damages for injuries allegedly
resulting from their HMO’s negligent denial of coverage.”

Juan Davila, an ERISA-regulated plan participant, suffered from arthritis.
His physician prescribed Vioxx to treat his arthritis pain, but Aetna Health
Inc. (Aetna), which administered Davila’s health benefits plan, refused to
pay for the drug.®® Aetna based its decision on the grounds that Davila’s
plan provided that Aetna would pay for Vioxx only if no other equivalent
drug in Aetna’s formulary was suited for treating a participant’s condition.?!
Davila then began taking the genetic drug Naprosyn, which Aetna covered.
However, this drug caused him to experience internal bleeding and he was
rushed to the hospital, where he spent days in critical care.®> As a result
of his reaction to Naprosyn, Davila became incapable of receiving any

medication via his digestive track.®

A related case involved Rudy Calad, a beneficiary of an ERISA-regulated
plan administered by CIGNA.3* After Calad underwent a complicated
hysterectomy, a CIGNA discharge nurse certified her stay in the hospital
for only one day following surgery.® The CIGNA discharge nurse decided
that only a one-day stay was “medically necessary” despite Calad’s
treating physician’s recommendations that she remain in the hospital for
an extended period.* Following her discharge, Calad experienced post
surgery complications and returned to the hospital.®’

Davila and Calad brought separate suits against their respective HMOs
in Texas State Court, claiming that the HMOs had violated their “duty to
exercise ordinary care when making health care treatment decisions” under
THCLA for the denied coverage for Davila’s drug and Calad’s extended
hospital stay.®® Defendants removed both cases to federal district courts on
the theory that petitioners’ causes of actions were preempted under ERISA
Section 502(a).¥ The district courts agreed with the defendant’s argument,

and refused to remand the cases to state court.” Both Davila and Calad
failed to amend their respective complaints to state claims under ERISA
and the district courts dismissed their complaints with prejudice.”!

Davila and Calad appealed the decisions of the district court, and the U.S.
Court of Appeals for the Fifth Circuit consolidated the cases along with
others raising similar issues.”” The Fifth Circuit reasoned that ERISA
completely preempts state law causes of action that “duplicat[e] or fal[l]
within the scope of an ERISA § 502(a) remedy.” The panel further
observed that only two provisions of ERISA Section 502(a) might preempt
the claims brought by Davila and Calad: “§ 502(a)(1)(B), which provides a
cause of action for the recovery of wrongfully denied benefits, and § 502(a)
(2), which allows suit against a plan fiduciary for breaches of fiduciary duty
to the plan.”** Relying on the Supreme Court analysis in Pegram stating
that mixed eligibility-treatment decisions are not fiduciary decisions under
ERISA, the panel found that the HMOs’ decisions were of the mixed type,
and therefore neither Davila nor Calad could have brought their claims
under Section 502(a)(2).”> The panel also determined that neither plaintiff
could have brought claims under Section 502(a)(1)(B) because their
THCLA claims were basically tort claims while the remedies that Section
502(a)(1)(B) provides are contractual in nature.”® The panel reasoned that
Davila and Calad were not trying to obtain reimbursement for benefits
denied them, but instead were seeking tort damages based on “an external,
statutorily imposed duty of ‘ordinary care.””’

The Supreme Court granted certiorari on November 3, 2003.% At the time,
a circuit split had become apparent. On one hand, the Eleventh Circuit
and the Second Circuit held in Land v. CIGNA Healthcare of Florida®
and Cicio v. Does'? respectively that an HMO’s decision to deny coverage
for a particular type of medical treatment based on a finding by the HMO
that such treatment was not medically necessary constituted a mixed
eligibility-treatment decision, and therefore, was not subject to Section
502(a) preemption.””" On the other hand, the Third Circuit in DiFelice v.
Aetna U.S. Healthcare' found complete preemption in the same kind of

scenario.'®

The Court found that ERISA preempted Davila and Calad’s THCLA claims
The  Court
discussed ERISA’s role as a comprehensive federal statute intended to

and therefore reversed the decision of the Fifth Circuit.'®

“provide a uniform regulatory regime over employee benefit plans.”'%
The Court emphasized that Congress designed ERISA so as to ensure that
the regulation of employee benefit plans would be a matter “exclusively
of federal concern.”® The Court considered the Fifth Circuit’s reliance
on Rush Prudential HMO, Inc. v. Moran'’ and its conclusion that ERISA
preempted only those causes of action that “duplicat[e] or fal[l] within
the scope of an ERISA § 502(a) remedy.”'® It rejected the Fifth Circuit’s
formulation of the holding in Rush Prudential, observing that “nowhere in
Rush Prudential did we suggest that the pre-emptive force of ERISA 502(a)
is limited to the situation in which a state cause of action precisely duplicates
a cause of action under ERISA 502(a).”'® The Court instead set forth the
rule that “any state-law cause of action that duplicates, supplements, or
supplants the ERISA civil enforcement remedy conflicts with the clear
congressional intent to make the ERISA remedy exclusive and is therefore
pre-empted.”!® In order for Davila and Calad’s causes of action to escape



ERISA preemption, they must allege a violation of a
legal duty arising independently of ERISA.!!

The Court rejected the Court of Appeals’ reasoning
that Davila and Calad’s claims did not fall within the
scope of ERISA Section 502(a)(1)(B) because they
sought tort damages, so their claims did not duplicate the
contractual remedies available under that section."'? The
Court viewed as immaterial the distinction between tort
damages under THCLA and contractual remedies under
ERISA on which the Fifth Circuit relied."* The Court
reasoned that determining which claims ERISA preempts
on the basis of this distinction would “elevate form over
substance and allow parties to evade’ the pre-emptive
scope of ERISA simply ‘by relabeling their contract
claims as claims for tortuous breach of contract.””!!4

The Court found that the duty that THCLA imposed upon
the HMOs was not independent of ERISA because the
HMOs would have been liable under THCLA only due
to the fact that the HMOs administered ERISA-regulated
plans.'’’ Because “interpret[ing] the terms of respondents’
benefit plans form[ed] an essential part of [Davila and
Calad’s] THCLA claim,” their claims depended on the
status of the HMOs as administrators of ERISA plans and
therefore did not arise independently of ERISA.'"® The
Court concluded that Davila and Calad’s THCLA claims
sought “to rectify a wrongful denial of benefits promised
under ERISA-regulated plans, and [did] not attempt
to remedy any violation of a legal duty independent
of ERISA.”"7 The Court held that Davila and Calad’s
claims fell “within the scope of ERISA § 502(a)(1)(B)
... and are therefore completely pre-empted by ERISA
§ 502 and removable to federal district court.”!®

The Court also found that the HMOs’ decisions in these
cases were pure-eligibility decisions, and therefore the
HMOs were acting as fiduciaries when they made these
decisions.”® The Court reiterated its holding in Pegram
that mixed eligibility-treatment decisions do not constitute
fiduciary decisions for purposes of ERISA.'?* The Court,
however, narrowed its Pegram decision by suggesting
that Pegram applied only to situations in which “the
underlying negligence also plausibly constitutes medical
maltreatment by a party who can be deemed to be a
treating physician or such a physician’s employer.”'?!
The Court distinguished the decisions made by the
HMO in Pegram, where through its physician-employee
the HMO decided both what treatment to provide for
the patient and whether such treatment was covered,
from the decisions made by the Davila HMOs, which
involved a determination of medical necessity for the
purpose of deciding whether the treatment or procedure
at issue was covered under the plan.'?> Therefore, the
Court concluded, Davila and Calad could have brought
claims under ERISA Sections 502(a) and 409(a) against

the HMO for breach of fiduciary duty, thus ERISA
preempted their THCLA claims.'?

D. Ginsburg’s Concurrence

Justice Ginsburg’s concurrence, which Justice Breyer
joined, was concerned primarily with adding yet another
voice to “the rising judicial chorus urging that Congress
and [this] Court revisit what is an unjust and increasingly
tangled ERISA regime.”** Although she explained that
she joined the majority opinion because it was consistent
with the Court’s prior ERISA cases, Justice Ginsburg
expressed concerned about the “regulatory vacuum”
left by ERISA.'* She discussed very briefly three cases
where the Court limited the amount of damages available
to aggrieved ERISA-regulated plan beneficiaries.'”® She
mentioned Massachusetts Mutual Life Insurance Co. v.
Russell,'””” where the Court held that an ERISA-regulated
plan beneficiary could not recover extra-contractual or
punitive damages in an action for breach of fiduciary
duty under ERISA Section 409(a), and expressed
reluctance about allowing extra-contractual or punitive
damages under other sections of ERISA.'?® The second
case she discussed was Mertens v. Hewitt Associates,'®
in which the Court held that “appropriate equitable
relief” in ERISA Section 502(a)(3) does not include
money damages.'** The third case was Great-West Life
& Annuity Insurance Co. v. Knudson,"®' where the Court
reiterated that Section 502(a)(3) does not allow money
After
reviewing the above cases, Justice Ginsburg extended

damages as “appropriate equitable relief.”!3?

an invitation to the Court to reconsider allowing extra-
contractual damages under ERISA, stating that “[a]s the
array of lower court cases and opinions documents . . .
fresh consideration of the availability of consequential
damages under § 502(a)(3) is plainly in order.”'* She
even provided a specific example of a situation where
consequential damages may be allowed under ERISA.'3
She suggested that although the Court’s current
interpretation of ERISA Section 502(a)(3) does not
allow consequential damages against a non-fiduciary,
this section may be interpreted as allowing “at least
some forms of ‘make-whole’ relief against a breaching
fiduciary in light of the general availability of such relief
in equity at the time” ERISA was enacted.'*

E. The Effects of the Davila Decision

Theeffects of Davila go far beyond the holding in the case.
Atthevery leastthere is a consensus among commentators
that Davila closed all the doors to ERISA-regulated plan
beneficiaries seeking money damages under state law
for injuries resulting from a wrongful denial of benefits
by their HMO.!3¢
Courts interpreting ERISA preemption after Davila

This consensus is well-founded.

have consistently found in favor of preemption.’” Only

Health Law & Policy



months after the Supreme Court issued its decision in
Davila, the Fourth Circuit found ERISA preemption of
a claim brought by a plan beneficiary against her HMO
alleging medical malpractice and wrongful death.'®® In
Kuthy v. Mansheim, a husband accused his wife’s HMO
of committing medical malpractice when it failed to
approve an experimental bone marrow transplant that
his wife’s treating physician had recommended.'®® The
wife died of non-Hodgkin’s lymphoma.'* Relying on
Davila, the Court of Appeals held that the claim did not
arise independently of the ERISA-regulated plan and
was therefore preempted.'*!

The Third Circuit also relied on Davila to hold in favor of
ERISA preemption of a claim based on Pennsylvania’s
“bad faith” statute.'*? In Barber v. Unum Life Insurance
Co., an ERISA-regulated plan participant sought to
recover punitive damages from his HMO, alleging that
the HMO terminated his disability benefits in violation
of Pennsylvania’s “bad faith” statute.'® The Court of
Appeals, invoking the Supreme Court reasoning in
Davila, dismissed the State’s “bad faith” claim on the
basis that it allowed damages beyond those available
under ERISA Section 502(a)’s exclusive remedial
scheme.'*

After Davila, the Eleventh Circuit revisited Land v.
CIGNA Healthcare of Florida on remand.'* 1In Land,
the plaintiff, an ERISA-regulated plan participant,
sued the HMO alleging negligence in the treatment of
a hand infection which resulted in the amputation of a
finger.'*¢ Before Davila, the Eleventh Circuit decided
the case against ERISA preemption, holding that the
claim arose out of a mixed eligibility-treatment decision
by the HMO." On remand from the Supreme Court
after Davila, however, the Eleventh Circuit found that
the claim sought only “to remedy the denial of benefits
under an ERISA-regulated benefit plan,” and held in
favor of preemption.'*®

The Fifth Circuit also had the opportunity to address
ERISA preemption after Davila. In Mayeaux v.
Louisiana Health Service & Indemnity Co., a patient
and her treating physician sued the patient’s insurer
under state tort law to recover for the denial of coverage
for an experimental treatment.'” The court rejected
the plaintiffs’ argument that the HMO’s decision was
a mixed eligibility-treatment decision.'”® Relying on
Davila, the court explained that the narrow exception
that the Supreme Court carved out for mixed decisions
in Pegram applied only in situations where the treating
physician performed a dual role as health provider
and plan administrator.”! The court held in favor of

preemption.'s

The Tenth Circuit has also relied on Davila to find ERISA
preemption of state law claims seeking damages for
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injuries resulting from a wrongful denial of benefits.!'>

In Lind v. Aetna Health, Inc., an HMO utilization
review doctor decided to discontinue coverage of a
drug for multiple sclerosis before the patient first tried
a “step drug,” despite the vociferous protest from the
treating physician.'™ The patient brought, among
others, a claim of medical negligence based on a theory
of respondeat superior against the HMO, and sought
punitive damages.'> The plaintiff argued that the claim
of respondeat superior medical malpractice fell outside
the scope of Davila, because a doctor employed by
Aetna “made the determination that Ritalin rather than
Provigil was the appropriate drug to treat [plaintiff’s
multiple sclerosis]” and that “Aetna then imposed this
determination upon [plaintiff’s] treating physician.”!%
The court rejected this argument, explaining that the
Aetna doctor was not providing treatment for the plaintiff
and there was “no agency relationship between [the
treating physician]—an outside provider—and Aetna
for the purposes of prescribing medication.”” The
court found that plaintiff’s “medical negligence claim
is unavoidably linked to, and is therefore preempted by,
ERISA.”18

The Seventh Circuit has also joined those jurisdictions
relying on Davila to find ERISA preemption of state
law causes of action for damages against HMOs. In
McDonaldv. HouseholdInt'l, Inc., anHMOadministering
an ERISA plan failed to properly activate an employee’s
health insurance.' Unable to afford his blood pressure
medication, he did not take the drugs he needed and, as
a result, suffered a stroke.'® The employee brought a
number of state law claims against the HMO, alleging
that it “committed acts of gross negligence, willful or
wanton misconduct, or intentional wrongs that led to
[the employee’s] lack of health coverage and ultimately
to the stroke.”'®" The court found that the facts of this
case were significantly similar to those of Davila and
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held that ERISA preempted the employee’s claims.

As the above cases indicate, commentators are right to
conclude that Davila put a definite stop to all attempts
by ERISA-regulated plan beneficiaries to obtain “make-
whole” relief under state law for injuries caused by
their HMO’s negligence, and in some cases, one may
argue, intentional denial of benefits.!®> Davila erected,
or rather, finished or solidified a wall of protection
around HMOs with dire consequences to the average
middle-class American employee receiving health
care benefits through an ERISA-regulated plan. On
one hand, the wide regulatory gap left by the Supreme
Court’s interpretation of ERISA preemption creates
an economic incentive for HMOs to wrongfully deny
benefits to ERISA-regulated plan beneficiaries. On the
other hand, Justice Thomas’ subtle recommendation
in Davila that an employee in a situation in which her
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HMO wrongfully denies benefits can pay out of pocket
and then sue the HMO under ERISA to recover for the
denied benefits does not constitute a viable alternative
for the average American.'®* The average American
employee most likely does not have enough out-of-
pocket money to pay for medical expenses when
Although
Justice Ginsburg’s concurrent opinion leaves open the

faced with a wrongful denial of benefits.

possibility of a turnaround in the Court’s approach
to ERISA’s remedial scheme, and suggests allowing
some form of make-whole relief under ERISA Section
502(a), the fact that only Justice Breyer joined Justice
Ginsburg’s opinion makes this possibility look distant
at best.!®

The Supreme Court’s current ERISA jurisprudence
not only leaves a wide gap in the regulation of HMOs,
but actually creates incentives for HMOs to defraud
ERISA-regulated plan beneficiaries by intentionally
denying due benefits, or at least to act with less than
ordinary care in making utilization review decisions.'%
ERISA preemption provides HMOs with broad
immunity to state law causes of action brought by
ERISA-regulated plan participants attempting to obtain
damages for injuries resulting from a wrongful denial of
benefits.'s” All that these aggrieved ERISA-regulated
plan participants can do is sue the HMO under ERISA
and obtain an injunction against the HMO or recover the
cost of wrongfully denied benefits.'® Thus, because the
only risk of refusing to pay for some medical treatment
or procedure for an ERISA-regulated plan participant
is to have to eventually pay for such treatment or
procedure, it makes good business sense for HMOs
to at the very least, err on the side of denying benefits
covered under the plan when making utilization review
decisions.'® Considering the hassles and high costs of
litigation, chances are that the sick or recovering patient
will not even sue.'”’

Another potential effect of the Davila decision is to move
medical treatment decision-making from the treating
physician to the HMO.!”"! While affirming its decision
in Pegram that mixed treatment-eligibility decisions
made by the treating physician are not fiduciary in
nature and, therefore, fall outside the scope of ERISA,
the Davila Court held that when ERISA-regulated plan
administrators make “medical necessity” decisions in
order to determine eligibility, they act as fiduciaries for
purposes of ERISA.'? Thus, “a wrongful decision to
deny care is now significantly less costly when made by
a plan administrator rather than a treating physician.”!”?
This “liability imbalance,” coupled with the HMOs’
sticks and carrots directed at physicians to discourage
over-utilization,'™ may encourage physicians to leave
certain medical

decisions, particularly treatment

decisions, in the hands of the HMO by recommending

every possible “adequate” treatment and letting the
HMO decide which one is “covered” under the plan.'”™

These incentives for the HMO to disregard patients’
rights, and for the treating physician to “delegate”
treatment decisions to the HMO, operate, of course,
to the detriment of patients. In the best scenario,
patients receive lesser-quality health care in the form
of less-than-optimal treatment.!”® In the worst scenario,
patients find themselves in a situation like that of the
patients in Davila, in which most needed treatment is
wrongfully denied and no alternative is provided, or
the alternative treatment results in severe injuries to the
patient.'”” Patients who find themselves in the second
type of situation often do not have the money to pay
for the needed treatment or procedure out of pocket. In
this type of situation, therefore, a wrongful denial of
coverage by the HMO constitutes in practice a denial
of treatment.

IV. Recommendations

The Court’s unanimous decision in Davila should send
a strong message to Congress that the courts are not up
to the job of fixing the regulatory gap left by ERISA
preemption any time in the near future.'® It is now time
for Congress to hear “the rising judicial chorus urging
that Congress and [the] Court revisit what is an unjust
and increasingly tangled ERISA regime.”'”” Congress
should undertake the job ofamending ERISA to eliminate
ERISA preemption of state law actions brought patients
against their HMOs to recover consequential damages
for injuries caused by negligent denials of benefits.

On various occasions, Congress has unsuccessfully
attempted to pass a patients’ bill of rights.'® In 2001,
both the Senate and the House passed different versions
of a patients’ bill of rights.!®! The Senate’s version of the
bill called for “extensive new opportunities to challenge
decisions by health maintenance organizations and
insurers—including a two-tiered review process—and,
if a patient remains unsatisfied, a right to sue insurers
and HMOs over decisions that lead to injury or
death.”'®2 The Congressional effort, however, came to
an end in the midst of confrontations between Congress
and the White House over “whether federal rules or
stronger state rules would govern patients’ appeals.”'$3
The bill was reintroduced in 2004 by Senator Barbara
A. Boxer (D-CA), but died after the Senate Committee
on Health, Education, Labor, and Pensions failed to
take action on it.!* Since the Court issued its decision
in Davila, Representative John Dingell has twice
introduced legislation giving patients the right to sue
their insurers and HMOs, but both bills failed to attract
much legislative attention.'®® Some commentators have
expressed hope that after the Democratic takeover of
both the House and the Senate in 2006, Congress will
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attempt to pass patients’ rights legislation. '8¢

Whether having a federal comprehensive patients’ bill of rights is a good
idea is beyond the scope of this article. Patients’ rights legislation, such
as THCLA, has pros and cons.'” While it allows patients to recover
consequential damages from their HMOs for breach of a duty to exercise
ordinary care in making treatment decisions might encourage responsible
utilization review and promote equity in plan coverage by protecting
vulnerable patients, such legislation may also result in increased risks for
HMOs and higher health care prices.'® The ultimate effects of patients’
rights laws are largely unknown.'® Fortunately, “the federalist structure
of the American government is well-suited to handle such issues.”'*
As Justice Brandeis put it in his famous dissent in New State Ice Co. v.
Liebmann,"”" “It is one of the happy incidents of the federal system that a
single courageous state may, if its citizens choose, serve as a laboratory;
and try novel social and economic experiments without risk to the rest of
the country.”' But the unhappy incident of ERISA preemption is that
states cannot serve as laboratories for patients’ rights laws.!”* The Court
in Davila closed the door to such experimentation.'”* As one commentator
eloquently put it:

The Davila/Calad holding precludes a federalist experiment on remedies
against HMOs.
disadvantages of tort liability statutes or other types of remedies. States
Davila/
Calad undercuts one of the significant strengths of the American form of

States may not test and compare the benefits and
must accept the ERISA Section 502 remedies as exclusive.

government—a strength that is well- designed to address the very problems
that motivated ERISA’s passage.'®

Congress should take action to amend ERISA to allow the laboratory of the
states to test the efficacy of patients’ rights laws.

V. Conclusion

The Supreme Court’s decision in Davila closed the door on patients seeking
state tort law damages from their HMO for injuries suffered as a result of
a wrongful denial of benefits by the HMO.® After Davila, it is clear that
ERISA preempts state laws designed to protect patients from intentional or
negligent denials of benefits by their HMOs and leaves patients without the

possibility of obtaining “make-whole” relief for injuries suffered as a result
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of such denials.'”” The unanimity of the decision suggests that the Court is

unlikely to change the course of its ERISA jurisprudence anytime soon.'”

For these reasons, Congress should take action to amend ERISA to correct
the regulatory gap left by the Court’s interpretation of ERISA preemption.
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... [T]he concierge physician is
able to guarantee

such services'as: priority, same
day, extended appointments;
94-hour pager, e-mail, or cell
phone access to the

physician; house calls or other
care outside the office,
including accompanying patients
on visits to specialists;

elegant waiting rooms and spa-like
amenities; free and

more thorough physical exams;
and.preventive care,

wellness, weight loss, and

nutrition counseling.

CONCIERGE MEDICAL PRACTICES WITHIN THE
REGULATED MEDICINE ENVIRONMENT: ARE THEY
ETHICAL, WORKABLE, LEGAL?

J. Kevin Markwell, M.D.*

I. Introduction

According to Webster’s Dictionary, the French word
concierge, derived from the Latin conserves, or fellow
slave, is defined as: doorkeeper, custodian, head porter.
The implied image to prospective patients when used
in the context of the nascent national phenomenon of
exclusive priority medical care for a prepaid premium
would appear to be that of a ready and willing caretaker
who is always available to the patient fortunate enough to
be in the program. The reciprocal connotation regarding
the provider, then, is evidently that of a highly skilled
“Johnny on the spot” or handmaiden. The unavoidable
question then becomes why a well-qualified physician
would willingly choose to put him or herself in such
a role. What would transform the honorable call to
serve many pressing needs of one’s fellow man into
a sycophantic subservience to the few who can afford
instant and, perhaps often times, superfluous attention?

Answering this question will help explain the genesis
of this emerging trend, commonly known as Boutique
Medicine, Cadillac Care, Platinum Practice, and other
specific elitist sounding names, such as that of one
of the largest current concierge franchises, MDVIP.
After a brief background, this article will explore this
interesting psychosocial question of how economic
forces have influenced individual physician choices,
and address the more important overarching issues of
whether society should sanction, pay to support, or even
tolerate such private contracts. Finally, the article defines
and predicts the application of the law and controlling
regulations relevant to these controversial enterprises.

A. What is a Concierge Medical Practice?

Concierge care is a relatively new concept in health care
delivery that is generally offered by Family Medicine
practitioners or Internists providing out-patient primary
care who also sell special services for an additional
annual fee. By significantly decreasing his or her

*J. Kevin Markwell, M.D., J.D., is a Captain in the
Medical Corps, USN and Department Chairman of
Otolaryngology, Head and Neck Surgery, National Naval
Medical Center in Bethesda, Maryland. Dr. Markwell
would like to thank Professor Parver for her personal
assistance with his health law education. He notes that
his law school experience would not have been complete
and so personally rewarding if not for her efforts and

panel of patients from typically 3,000 per provider to
300 or 600 patients, the concierge physician is able to
guarantee such services as: priority, same day, extended
appointments; 24-hour pager, e-mail, or cell phone
access to the physician; house calls or other care outside
the office, including accompanying patients on visits to
specialists; elegant waiting rooms and spa-like amenities;
free and more thorough physical exams; and preventive
care, wellness, weight loss, and nutrition counseling.
The fees charged vary from $1,500 to $13,500 per
person per year.! The more expensive plans accept no
insurance and are, therefore, the province of the truly
wealthy members of society. These rare plans raise
legal issues regarding insurance regulations, but involve
no governmental health care regulatory questions, per
se, and will not be discussed in this article.

The more common concierge practice does accept
reimbursement from private health insurance and
Medicare. In fact, the annual concierge fee is not
intended to pay for specific medical service such as
labs, x-rays, medicines or other services covered by the
patient’s primary payer. This article discusses in the
next sections how the concierge concept under these
circumstances correlates with the Medicare rules and
what the goals should be of the federally subsidized

health care system regarding concierge care as it exists.

B. What Motivates Physicians to Chauffer
the Cadillac?

Unfortunately, the morale of many physicians today
is low. Ask almost any practitioner and he or she
will recount a litany of hassles encountered on a
daily basis, including Medicare or other insurance
paperwork, diminished reimbursements, restrictions
imposed by managed care, lack of time for patients,
and encroachment on their personal time. Gone are
the days when a physician was the master of his or
her own practice, an independent, self-employed
entrepreneur. Physicians feel increasingly squeezed by
administrative burdens and rising overhead costs, such
as increasing malpractice insurance premiums, at the
very time physician reimbursements are being reduced
and are often delayed. To compensate and support their
incomes, physicians have typically resorted to treating
an ever increasing number of patients, leading to an

stewardship. Finally, he would like to commend her for the upward spiral of burgeoning frustrations.

fact that she has done so much to develop the Health Law
curriculum at WCL into a truly outstanding program.
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Concierge care has come along just at the time many
physicians are crying uncle, and, rather than throwing
in the towel, are electing to change the rules of the
The
profound allure of a concierge practice is that it offers

game and shift to a kinder, gentler arena.

the marvelously counterintuitive double incentive of a
less hectic pace, although perhaps less predictable and,
for nearly all primary care providers, a pronounced
What could be better: less
patients, more money? As a concrete example, consider

increase in their incomes.

that the average primary care provider makes $153,000
per year and sees 112 patients per week.> If that same
provider develops an MDVIP?® franchise practice, he
receives $1,000 of the patient’s $1,500 enrollment fee —
the remainder going to the parent company — in addition
to the normal reimbursements earned performing
medical procedures or treating patients. The math is
quite astounding when one considers that an MDVIP
provider with a panel of 600 patients typically sees 30
patients per week.* The major downside, evidently, is
that any one of those patients may request to be seen
when the provider is teeing up on the fourth hole or
brushing his teeth at bedtime, yet the physician remains
obligated under the concierge arrangement to respond
to that unwelcome call.

C. In a Free Market Society, Why is
Concierge Care Controversial?

Since the inception of Boutique Medicine, newspaper
editorial pages, medical journals, letters to editors, and
the blogosphere have included numerous arguments
both for and against concierge practices. Addressing
the debate on what it prefers to refer to in non-elitist
terms as “retainer practices,” the American Medical
Association (AMA) perhaps best encapsulates the
issues in a one page report of its Council on Ethical
and Judicial Affairs (CEJA). This official AMA policy
statement serves well as an outline to follow to address
the relevant principles and list of concerns enumerated
by the CEJA.®

The AMA generally supports physicians’ entrepreneurial
right to freely contract for the medical care they provide
The CEJA maintains
that providing special services and amenities to patients

with some significant caveats.

who pay additional fees is “consistent with pluralism
in the delivery and financing of health care.”® The
abstract concept of pluralism in our capitalist economic
environment is apparently the CEJA’s sole ethical
justification for permitting such exclusivity because,
after making this contention in the first two sentences of
the report, the rest of the document lays out the ethical
and practical conundrums and potential medical-legal
landmines encountered by living with such a free market
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principle in a country with limited medical resources.

Looking to the broader ethical and philosophical
considerations is necessary because, as a strict matter
of statutory interpretation, what at first glance seems to
be rigidly controlling law has been rendered malleable
in the hands of the current federal government. The
Medicare statute requires physicians to submit claims
for all procedures performed on Medicare patients, even
if the physicians do not accept assignment.” Medicare
also prohibits physicians who accept assignment of a
patient’s claim from charging more than the Medicare fee
schedule amount. Those physicians who do not accept
assignment are prohibited from charging more than
115 percent of the fee schedule amount.® In 2002, five
Democratic members of the House of Representatives
challenged the legality of the Florida-based MDVIP’s
practices under the statute.” They also introduced
legislation to prohibit doctors from charging Medicare
beneficiaries membership fees or any incidental fees,
or to require them to purchase non-covered items or
services as a condition of receiving covered services.
This legislation has gone nowhere in the Republican-
controlled Congress. In a letter responding to their
complaints, then Secretary of Health and Human
Services (HHS), Tommy Thompson, determined that,
as long as the concierge fees charged by MDVIP were
for non-covered services, such fees would not violate
the Medicare rules and added that HHS would continue
What that
monitoring process is exactly looking for has not been

to carefully monitor such practices.!

elucidated. Besides the statute, which is evidently open
to interpretation, and beyond this predictable general
philosophical disagreement across the Congressional
aisle lie the five following dilemmas addressed by the
CEJA that frame the arguments on both sides.

First, in laying out the policy of how physicians
could “opt out” of traditional Medicare or insurance
reimbursable health care delivery, the CEJA document
stresses honesty and fair dealing in contracting by stating
that patients must also be able to opt out of a retainer
contract without undue inconveniences or financial
penalties. This is a mutually libertarian principle on
its face: physicians are able to decide who they see
based on who can afford the services they choose to
offer, and patients can decide to get on board or leave as
they please. However, it is not without irony when one
considers that once a physician has pared his practice
down to a small number of patients, should a significant
number of them decide to get off the boat midstream,
the physician could be left up the proverbial creek with
too few paddles supporting his practice. This situation
is not dissimilar to the reverse consequences of a
significant number of physicians opting out of Medicare,
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effectively leaving patients high and dry without a boat
to navigate the turbulent health care waters.

This first provision goes to the heart of the gamble
physicians take when they restrict the pool of patients
The CEJA document specifically
cautions that a patient’s health insurance should not

they can recruit.

be jeopardized by the arrangement. The potential
compromise of a patient’s health insurance coverage
is a real concern because some plans prohibit charges
beyond what is covered. It is a violation of some state
licensing boards and insurance laws to hold managed
care enrollees responsible for any additional charges
for covered services. ' The net effect of this need to
rely on and preserve each patient’s underlying health
insurance may be that the requirements for entry into
boutique plans are further elevated beyond the reach
of the average citizen. Effectively, only those with the
most robust, and presumably most expensive insurance
policies, or those whose jobs already provide excellent
health insurance, would qualify; otherwise, both
physician and patient are put at risk. Analogously, not
only would one have to be able to afford the dues to the
country club, but the security of one’s source of income
would have to meet muster, as well.

Second, the CEJA emphasizes that “it is important that
a retainer contract not be promoted as a promise for
more or better diagnostic and therapeutic services . . . .
Physicians who engage in mixed practices . . . must be
particularly diligent to offer the same standard [of care]
to both categories of patients.”'? Concierge physicians
are cognizant of this admonition and attempt to walk the
line between promising to provide equivalent levels of
care to all their patients while reassuring their wealthier
clients that they are getting their money’s worth. A
representative testimonial of a concierge provider
proclaims: “We don’t claim to be practicing better
medicine, but the fact that we can spend more time with
our patients means they’re going to get better care.”!?
Below, the inherent inequities that are likely to occur
in a two-tiered practice despite the rhetoric otherwise
are discussed.

Third, the CEJA firmly states it is imperative that
physicians do not abandon their patients."* Avoiding a
claim of patient abandonment is one issue that warrants
more than the soft ethical guidelines proposed in the
document because well-defined caselaw creates a
significant legal risk for a physician who takes no steps
to find subsequent care for patients who leave his or
her practice. Such charges can be expected when, for
example, 2,500 patients are forced to find a new doctor;
however, in practice, reducing a practitioner’s patient
load is done by well-known procedures any time a
physician leaves town or moves to a smaller practice.

Most physicians transitioning to a concierge practice
obtain the necessary legal help to comply with these
requirements. Nevertheless, care must be taken to avoid
the perception or reality that the sickest patients are not
offered the same opportunities to stay on, or that only
those with the best insurance policies are kept in the
new practice. From a policy perspective, the practice of
“creaming off the top” only the healthiest and wealthiest
patients should not be tolerated by concierge franchises
or the community, whether or not there are specific
laws against such a practice. If for no other reason than
creating harmony among colleagues, the remaining
non-concierge physicians in the community should not
be expected to absorb only the least fortunate patients
who are dumped in their laps.

Fourth, after reiterating the maxim that physicians must
be honest in their billing practices, the CEJA states:
“[i]t is desirable that retainer contracts separate clearly
special services and amenities from reimbursable
medical services.”'s Separating covered services from
the extras is more than merely desirable; it is the legal
sine qua non on which a concierge medical practice
depends if it hopes to include Medicare patients in
In 2002, then HHS Secretary Tommy
Thompson declared that, as long as the concierge fees

its clientele.

charged by MDVIP were for non-covered services, such
fees would not violate the Medicare limiting charge rules
prohibiting fees above and beyond the physician fee
schedule amount.'® But the boundary between “special
services and amenities” and “reimbursable medical
services” remains unclear, apparently enough so that
the CEJA statement continues: “[i]n the absence of such
clarification, identification of reimbursable services
should be determined on a case-by-case basis.”"” This
invites the questions — determined by whom, when, and
by what criteria? In most cases, crossing the boundary
between an amenity and a covered service is clear
enough that it does not require fine line analysis.

Like so many legal questions, the issue comes down
to one of defining and categorizing terms; this has not
occurred in any formal statute or regulation regarding
concierge care. The central question involves the actual
verses and semantic differences between a retainer fee,
an access fee, and a charge for a non-covered service.
The $1,500 to $13,500 paid annually to a physician in
a concierge practice logically has to be considered one
of the three. A retainer is a concept more familiar to the
legal profession than the practice of medicine, its use in
the latter context being more of a nebulous descriptor,
rather than a legal term with attendant references or
history. An additional access fee is clearly prohibited
under Medicare rules that limit charges and prohibit
balance billing, accounting for the complete shunning of
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the term by any proponents of boutique medicine.'® Therefore, classifying
their surplus fees as charges for non-covered services provides the current
categorical haven which allows concierge practices to exist.

However, as used, the term “non-covered service” is also an ill-defined
concept that serves as a shape-shifting accounting black box. A physician’s
cell phone number, a plush monogrammed waiting gown, and an escort
to an appointment with a specialist are clearly not covered services, but
if a patient never utilizes any of them over the course of the year, can the
patient be required to pay for them up front simply because they must in
order to have any access at all to their doctor? This payment for an open-
ended contingency would then not fit the definition of a charge for an actual
non-covered service, but rather, could be considered nothing other than a
payment for the privilege of access. Hence the AMA’s preferred term,
“retainer fee,” is entirely appropriate if interpreted as an access fee, and
cannot masquerade as a charge for an uncovered service. The legal catch-
all case-by-case analysis proposed by the CEJA could only be applied
after the fact to determine if indeed the extra amenities actually provided
throughout the year amounted to sufficient services to reasonably justify
the charge. Any excess beyond the fair market value of services rendered
would have to be accounted for. Strict adherence to the HHS Secretary’s
guidance would then require the concierge practice to refund the balance of
the retainer not used for the unneeded non-covered services. This is neither
happening nor envisioned.

To counter this conclusion, concierge franchises must argue that the
services they provide to all their clients, such as a more thorough annual
physical exam and nutrition and lifestyle counseling, justify the entire
retainer charge. If that is the case, the concierge practices should say so.
But they do not itemize only these specific services as such in a bill and
completely discount the value of the remainder of the variably utilized
services they market. The fee is for a package of potential services and, as
it stands, a healthy client’s single visit for an annual exam effectively costs
significantly more on a pro-rated basis than that of the needier client who
makes use of the myriad of other benefits available under the flat fee. If the
uniformly provided services truly justify the entire retainer fee, the practice
then would be providing every other non-covered service as a free courtesy.
It would be disingenuous at best to maintain such a contention.

Importantly, a $1,000 physical exam and $500 worth of “eat right and
exercise more” would not stand up to the laugh test. But if the boutiques
agree that the fee is for the whole package as advertised, the only other
interpretation of the untapped, upfront cost paid by the healthy client
is that it serves as insurance — and that involves a whole other kettle of
regulatory fish that concierge practices do not operate under today nor
likely contemplate abiding. Therefore, under this analysis, the AMA’s
stated desire for separation of charges is not being fulfilled and may well
be unworkable. The current hybrid boutique practices that accept both
Medicare and private paying patients such as MDVIP would be hard-
pressed to pass a closely scrutinized investigation because not fulfilling the
CEJA’s desire to separate charges is in reality not complying with a legal
requirement. Interestingly, Tommy Thompson, the former Secretary of
HHS who did not see it this way when he gave his blessing to the concierge
concept in 2002, is now employed by MDVIP.
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evidence that this may be

an endangered, if not forsaken, ideal in the modern era, where the terms
“provider” and “consumer” have replaced “physician” and “patient,” is that
at the drafting of the CEJA statement, the AMA proponents of boutique
medicine argued that the word “urgent” in this document should be limited
to “emergency.”® Their concerns must be rooted in the practical reality of
operating as a concierge practice where it would seem to be difficult for
the doctor to take time or go out of the way to provide any type of charity
care when he or she is obligated to remain immediately available around
the clock to a personal panel of patients. A concierge provider presumably
could set aside a block of vacation time to do charity work, but holding
up his or her end of each of the 300 to 600 contracts with patients would
significantly inhibit integrating any “pro bono” work into the day-to-day
routine, as is the custom of most traditional practitioners.

The unstated parallel consideration is that it would be similarly problematic
to operate a mixed practice that includes non-enrolled patients in addition to
patients entitled to the concierge treatment. This mixing remains a common
practice and often occurs at least temporarily as a physician transitions from
an old practice to the new model. In such a practice, how is it determined

EIrTs

which of these patients gets the provider’s “urgent” attention? Traditionally,
such triage decisions are based on the severity of the problem coupled
with the time sensitivity of the indicated intervention. In a homogenous
patient population where everyone begins with equal rights, i.e. they have
all either paid a retainer fee, or they all have not, when simultaneous calls
go into the doctor for an acute problem no one has a legitimate gripe when
the doctor employs such a medical decision analysis. However, when a
patient with a concierge contract requests attention at the same time as a
Medicare-only patient, whose problem should take precedence? Arguably,
the medical triage principle should still apply. But if that is the case, what is
the concierge patient paying for? We are back to that $1,000 physical exam
and $500 worth of counseling. On the other hand, if the concierge patient
with a lesser problem takes precedence, is it ethically justifiable to make
the otherwise entitled but worse off patient wait? The obvious but difficult
to implement answer is that the choice should only swing the premium
paying patient’s way when his problem is clearly more urgent, or so similar
as to be a toss-up. In the final analysis with respect to prioritizing urgent
care, the fee entitles the payer to jump a rung in the triage ladder only in
the instance of a coincidental tie in the level of urgency. In actuality, these
head-to-head conflicts would seldom occur so bluntly, but are illustrative of
the more subtle inequities that must be dealt with by patients and managed
by providers in a two-tiered practice.
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For instance, consider the Medicare-only patient, Mrs.
Jones, with out of control diabetes and all its sequelae,
who dutifully waits until her regularly scheduled brief
appointment on Monday morning with Dr. Hilton, who
was delayed that morning making a house call with Mr.
Rich, who had a cold. Dr. Hilton is running behind
schedule and knows that the MDVIP franchise audits
his practice to ensure he maintains the strict timeliness
standards they require, and he knows that the next patient
after Mrs. Jones, Mr. Trump with the itchy scalp, is a
demanding concierge customer who threatens to lodge
a formal complaints when his contractual promises are
not fully met, including the sixty-minute visit to discuss
Rogaine. Could these monetarily driven superimposed
conditions on Dr. Hilton apply undue extraneous
pressures to cause him to invert the priorities that the
traditional egalitarian medical ethic would demand
in such circumstances? The unavoidable conclusion
makes the fair management of a mixed practice a
questionable proposition.

It is not too far a reach to extend this same concern
about the functioning of a single medical practice to the
community. Thus far, concierge practices are cropping
up primarily in the affluent areas of big cities. Should
they spread to the small towns or less well served areas of
cities, the consequences could exacerbate the pervasive
problems of medical access. It is not hard to imagine
a small community where some providers cull their
practices by 80 percent to establish concierge practices
and effectively dump thousands of less well -off patients
on the remaining already strapped providers. The AMA
recognizes this potential harm to society if concierge
practices were to become widespread, but the CEJA
stopped short of proscribing the spread, stating only that
“if no other physicians are available to care for non-
retainer patients in the local community, the physician
may be ethically obligated to continue caring for such
patients.”?' Again, this begs some questions, such
as: Who monitors the fair distribution of health care
resources? Who does the epidemiologic assessment
when providers want to make the switch? Who
enforces these vague ethical obligations? Thus far, no
answers have been forthcoming from Congress or HHS.
It appears that market forces, political lobbying, and the
philosophical leanings of the administration interpreting
the rules will determine the answers to these questions
in addition to the numerous others raised by this new
medical phenomenon.

II. Conclusion

Boutique medicine remains a very small portion of the
health care industry, but despite these far reaching ethical
and public policy concerns, the number of concierge
practices is growing. The personal attractions for those

who can afford it are undeniable. In that dichotomous
small town scenario where overbooked harried providers
toil alongside relaxed physicians standing by ready to
roll out the red carpet for the select few, who would not
want to have his or her elderly parents enrolled in the
concierge practice? The retainer fee could readily be
considered worth the peace of mind gained by knowing
they would not get lost in the overburdened medical
bureaucracy. Is that peace of mind the uncovered
medical service that justifies the fee? If so, does that
mean the vast majority of the population who cannot
afford the fee are not entitled to the security of knowing
the health care system is up to the task of taking care
of them? If there is to be a two-tiered system, who is
responsible for assuring the viability of the system sans
surcharges?

Many liken using medical boutiques to the guilt-free
convenience of flying first class. This analogy makes
intuitive sense if the shared destination of all passengers
is good health care, since everyone on board the plane
gets to the same destination. However, in the big picture
view that acknowledges limited medical resources, the
analogy must be extended to encompass the reality that
if enough jumbo seats are put in enough airliners, some
people will be left standing on the ground. Certainly,
there is no right to fly, and taking the bus or walking are
always alternatives. But unlike the mere inconvenience
of a delayed travel arrival, a delayed medical diagnosis
and compromised treatment are potentially so much
more consequential as to make the analogy break
down.

When the air traffic controllers went on strike in the
1980s, President Ronald Reagan stepped in to ensure
all citizens had continued access to air travel. At this
stage in the development of the boutique medicine trend
it is a stretch to compare the impact of the small number
of doctors leaving traditional practices to a complete
industry strike. But if enough doctors elect to opt out of
Medicare, at what point should the federal government
consider stepping in to ensure adequate access to medical
care for its citizens? Or if enough Medicare patients
are required to pay thousands of dollars simply to have
access to a provider, who decides when that bill is too
steep? I would argue that given the 48 million uninsured
patients who are effectively denied the opportunity to
become customers, the point for additional government
support for the underserved is already at hand. Even the
AMA, through the CEJA, has acknowledged that there
is a potential volume of physician converts that would
not be ethically sustainable.?

If a new administration should decide that line has been
crossed in the dwindling physician supply, physicians are
not federal employees, and any intervention to address
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the problem would have to take a form different than
the President’s Executive Order in the airline instance.
To curb the trend, it is currently within the realm of the
regulatory function of HHS to interpret the existing
statutes in such a way as to limit the propagation of
concierge practices. Simply requiring itemized billing,
much like most cosmetic plastic surgery practices,
would effectively change the enterprise into a fee for
service arrangement. Any fee charged not accounted
for as reasonably going toward an uncovered service
would properly be interpreted as balance billing and be
disallowed. Simply put, calling a lump sum payment a
retainer would not obviate the fact that some Medicare
patients’ identical physical exams are costing more than
other’s. If a concierge practice persisted in collecting
unredeemed charges, appropriate sanctions or exclusion
would be called for. Concierge practices containing
Medicare patients paying the retainer would then
properly be tightly audited.

Alternatively, they could elect to be totally segregated
from any federally subsidized plans. Such a practice
could contain Medicare patients only if none of them
were paying any access fees. Such a mixed practice
would be rife with all the conflicting ethical and
contractual obligations raised above and make life hard
for the conscientious physician trying to do the right
thing for all his patients. To continue to operate under
the current paradigm where the access fee is up front,
not subject to scrutiny, and the provider can comfortably
promise similar access and treatment to all his patients
would effectively limit the existence of medical
boutiques to the truly exclusive neighborhoods where
enough patients not dependent on any federal assistance
could fully populate a practice. Concierge physicians
would undoubtedly love to have such a practice, but the
number of such pure, Medicare-free panels of patients
would be quite limited as, I believe, it should.

When debating how government should act in shaping
a proposed outcome, it is important to realize that the
economic reasoning regarding the correct public policy
relevant to the distribution of health care resources
does not fit neatly into traditional philosophical camps.
To further exploit my airline analogy, it is true that in
the widening economic divide between the “haves”
and the “have-nots,” the coach passengers may envy
the first class passengers, but those at the back of the
plane generally do not and should not begrudge those
up front their privilege. The American way is to work
toward the day when flying supplants the bus to when
flying first class makes cramped seats a thing of the
past. Every hard working capitalist wants that legroom
and a martini to be waiting for them when they finally
arrive. However, the hardships imposed by inadequate
health care on an individual’s road to prosperity are

fundamentally more difficult to overcome than any
economic or social hurdle encountered on one’s path.
In other economic respects it can be legitimately
argued that it is not the government’s job to clear all
the obstacles or lift every burden. But the government
should recognize that the vaunted entrepreneurial spirit
cannot take flight without a healthy body to sustain it. If
the downtrodden are indeed expected to pick themselves
up by their bootstraps, they must first have a modicum
of health and strength with which to attempt it. Unlike
economic success, people cannot will themselves to
good health. It is different. Ill people without resources
need help and all people without resources will one day
become ill. A poor person with an idea, ambition and
willingness to work hard and take risks may or may not
need a government loan or other such boost to succeed.
But when that person needs health care, all of his efforts
will be for naught if what is available is inadequate to
allow him to remain a productive member of society.

Toward that end, the proverbial leg up medical assistance
provides cannot be granted to as many people as need
it if a broad based health care infrastructure is not
available. Therefore, the four-star treatment concierge
plans offer should not be subsidized by the government
in the form of continued Medicare or Medicaid
payments to retainer practices if those practices charge
more than 115 percent of the fee schedule amount
allowed by law. In most cases the retainer fee amounts
to a surcharge above and beyond the allowable charges
and is tantamount to smoke and mirrors to circumvent
the Medicare rules. Enforcing the Medicare restrictions
would be consistent with a government policy that
protects Medicare recipients from coercive billing
practices, and ultimately helps ensure the larger society
has greater access to medical care.
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WHEN ViEwSs CoLLIDE: How HosPiTAL MERGERS
RESTRICT ACCESS TO REPRODUCTIVE HEALTH CARE

Sabrina Dunlap*

I. Introduction

As access to reproductive health services decreases,
the need for such services continues. About half of
all pregnancies in the United States are unintended,
and roughly half of these unintended pregnancies end
in abortion.! Nearly half of American women will
experience an unintended pregnancy at least once in
their lives, and nearly 25 percent of all pregnancies in
this country end in an abortion.> Approximately 89
percent of women of child-bearing age who do not wish
to become pregnant use some form of contraception.’
While there is clearly a need for women to have access
to reproductive health services, since 1973 when Roe
v. Wade established the right to choose to terminate a
pregnancy, there has been an incessant backlash against
reproductive rights, resulting in increasingly limited
access to reproductive health services.*

Supreme Court rulings that uphold restrictive laws,
and laws that prohibit public funding of abortions for
indigent women hit low-income women and women
living in rural areas the hardest.’ In addition to ever-
more restrictive laws, practical barriers limit women’s
It is estimated that 87
percent of all U.S. counties lack an abortion provider,

abilities to choose abortion.

in either a clinic or hospital setting.® Though abortion
is the most common obstetrics surgical procedure, few
medical students learn how to perform abortions, and
approximately half of all graduating OB/GYNs have
never conducted the procedure.” Not only is the overall
number of abortion providers decreasing in this country,
but as of 1999, 91 counties had a Catholic institution as
their only hospital provider. For low-income women in
rural areas, this often means they have no real choice in
a health care provider, and no viable options in terms of
accessing abortion services.?

There is a real need in the United States for abortion
services to be part of a broader health care system that
includes a wide range of reproductive health services.
Hospital mergers are becoming increasingly common
as the health care system in the United States changes,
and as health care providers attempt to control costs in
an overburdened system.” Between 1993 and 2003,
there were roughly 170 mergers between non-religious
hospitals and Catholic health care providers.'® In these

* Sabrina Dunlap is a J.D. candidate, May 2008, at
American University’s Washington College of Law. She
will be working in the Boston office of Nixon Peabody
as a first year associate in the Fall of 2008.

scenarios where a non-religious hospital merges with a
Catholic hospital, frequently the Catholic entity insists
that the newly formed entity abide by and be bound
by the “Ethical and Religious Directives” (Directives)
of the Catholic Church."
non-religious private hospitals are “swallowed” by a

This not only means that

religious health care entity, but reproductive health
services often are extremely restricted, or entirely
removed from decisions regarding the services that the
hospital offers.'?

These restrictions are usually significant—the Directives
dictate basically all reproductive health issues, many
of which are essential for women to receive adequate
health care services.”* The Directives prohibit abortion
entirely (sometimes allowing the procedure only to
save the woman’s life), prohibit administering or
discussing contraceptive devices (including condoms),
and prohibit sterilization procedures and infertility
treatment (such as in-vitro fertilization)." Perhaps
most disturbing, the Directives do not even allow the
dissemination of information regarding the morning-
after-pill (also known as emergency contraception, or
Plan B) for victims of rape or sexual assault, nor do they
allow for the referral of such victims for morning-after-
pill services.'

Women’s access to reproductive health services seems
to be becoming increasingly restrictive, paradoxically at
a time in which science and technology support safe and
effective birth control methods, abortion procedures,
and sterilization procedures. Hospital mergers between
secular and Catholic institutions contribute to the
diminishing availability of reproductive health care
services offered in this country. Some communities
have fought off mergers and succeeded, while in others,
doctors become bound by the rules of a religious
institution, often the Catholic Church, and are forced to

deny women reproductive health care services.!

The threat posed by religiously affiliated hospitals to
reproductive health services is unnecessary. As “quasi-
public” institutions, and often as the only health care
provider available to women in rural areas, religiously
affiliated hospitals should not be allowed to harm
women’s health by denying them vital reproductive
health care services.!” Basic reproductive health care is
anecessary part of basic primary health care.'® A merger
between a secular hospital and a religious institution
may be problematic under legal theories of antitrust
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laws, the First Amendment, and charitable trust laws,
because the religious institution may be unsympathetic

to reproductive rights, and may prevent the secular
hospital from offering reproductive health services to
women.

I1. Background

A. Mergers

Hospital consolidation is happening all over the United
States at a fairly rapid rate.!”” The Catholic influence
in hospitals is widespread, and can be found in five of
the ten biggest health care systems in this country.?’
Catholic institutions comprise the largest group of
non-profit hospitals in the United States. Ascension
Health System, the nation’s largest Catholic and largest
nonprofit health system has net revenues of roughly
$7.2 billion. Eighteen percent of all hospitals in the
United States are Catholic. Furthermore, in 2000, one
study found that there were 48 Catholic managed care
plans and, of these, 15 Catholic HMOs contracted to
serve Medicaid recipients.?!

Many of these mergers occur when public and private
hospitals claim that they need to merge with religious
health care systems in order to stay open.? Another
reason often given for mergers is the hospital industry’s
belief that hospitals must grow larger, thus enabling
them to lower their costs and increase their “market

Spring 2008

power.”? As the entire managed care system changes
in this country, many hospital owners view mergers as
a way to reduce costs, function more efficiently, and
increase the amount of control the hospital has over
how much to charge for its services.?* Notably, mergers
involving Catholic institutions tripled between 1997
and 1998, resulting in what some commentators call

“merger mania.”

Catholic hospitals have tremendous clout in the industry
despite, or perhaps because of, their non-profit status.
Rather than being victims of hospital consolidation,
Catholic hospitals are increasingly part of large health
care systems including secular and religious hospitals.
These large networks are able to compete in the
health care market much more effectively than small,
private hospitals.?® Additionally, Catholic hospitals are
generally non-profits, which means they benefit from
property, sales, and excise tax exemptions.?’

When Catholic and secular institutions merge, the
Directives will often supersede the rules of the secular
institution, and the newly merged hospital is bound by
the Directives, which basically prohibit all reproductive
health services.?® If, for example, Catholic health
care systems sell “low-performing” hospitals, they
can require that, as a condition of the sale, the new
institution will continue to be bound by and follow
the Directives.” Even if two institutions do not fully
merge, the Directives can still control when secular
health plans, including Medicaid and private insurance
plans, contract with Catholic hospitals.*®

Despite the surge in mergers in the past decade,
the Federal Trade Commission (FTC) has taken an
increased role in attempting to prevent hospital mergers
or dissolving them once they have occurred. The
FTC published a report in 2004 that found that many
studies have linked rising hospital costs with increased
consolidation.’! The report shows that hospital mergers
often increase costs to the consumer and, in particular,
they increase costs if the merging hospitals are in the
same vicinity.> If mergers do not necessarily lower
costs for patients, and if they are not necessary for
the survival of hospitals, then it is unacceptable that
mergers that result in reduced access to reproductive
health services are allowed to take place.

B. Impact of Mergers on Reproductive
Health Care Services

Mergers between secular and religiously affiliated
hospitals have a generally limiting affect on
reproductive health services. Choices that women
would otherwise normally have in a hospital setting
no longer exist, especially in a situation involving
the Catholic Church where the Directives control
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what doctors can and cannot do regardless of whether
providing a particular service would be in a woman’s
best interest. Many of these prohibitions on doctors’
and patients’ choices result in dangerous situations, as
doctors cannot freely decide what is medically best
for their patients.”> Many procedures that are widely
accepted in the medical field, such as sterilization or
abortions for ectopic pregnancies,** are not allowed in
Catholic hospitals. Thus, women must go elsewhere to
seek such procedures.*

One example of this dividing-up of procedures, involves
sterilization. According to the American College of
Obstetricians and Gynecologists (ACOG), the proper time
for doctors to perform voluntary sterilizations is generally
atthe time of delivery.3® The Directives, however, prohibit
sterilization, thus forcing women to seek the operation “at
another time, at another facility with an increased risk of
infection, experiencing adverse side effects of anesthesia,
additional costs, and the risk of another pregnancy.”’” As
such, women must either find a hospital in which to give
birth that does allow sterilization. This could be difficult
or impossible for some low-income women. If a woman
is unable to find another hospital in this instance, she will
need to endure a second medical procedure at another
time and place with a different doctor, thus subjecting
herself to a greater risk of harm.

Access to birth control is also severely limited or
eliminated altogether at religiously affiliated hospitals.*
This is an astonishing fact, given the incredibly
widespread use of, and need for, contraceptives in this
country. There is clearly a need to continue to promote
contraceptive use and educate people about the proper
use of contraceptives, given that the United States has the
highest teen pregnancy rate in the industrialized world
and one of the highest abortion rates, at approximately
one million every year* Additionally, 31 percent
of women become pregnant by the time they reach
twenty years old, resulting in roughly 750,000 births,
80 percent of which are unintended pregnancies.*! In a
2005 study, the Guttmacher Institute reported that there
are 43 million women of childbearing age who do not
wish to become pregnant and 89 percent of them use
some form of contraceptive method.*

Despite this obvious need for hospitals to provide
comprehensive reproductive health care, Catholic
hospitals are bound by the following Directive regarding
contraception: “Catholic health institutions may not
promote or condone contraceptive practices but should
provide, for married couples and the medical staff who
counsel them, instruction both about the Church’s
teaching on responsible parenthood and in methods of
natural family planning.”** Not only are these hospitals

excluding non-married couples by only providing
information on “natural family planning” to married
couples, but they are also promoting methods, such
as the “rhythm method,” which has an incredibly high
failure rate compared to other methods of birth control,
such as the Pill.* Perhaps more troubling is the fact
that Catholic hospitals will not provide the morning-
after-pill to women, even if they have been sexually
assaulted.* It is unconscionable for an institution that
holds itself out as a provider of health care services
to fail to offer something as fundamental to women’s
reproductive health as contraceptives.

Another reproductive service eliminated at Catholic
hospitals is abortion. Necessary late-term abortions
(i.e., abortions performed after the first trimester which
are necessary for the woman’s health or because of
severe fetal abnormalities) often must be performed
at hospitals because of the complications involved.*
Especially if a woman has a medical condition, such as
high blood pressure, a hospital setting is necessary for
performing an abortion.”’” As with sterilization, when
Catholic hospitals refuse to provide women with this
service, it puts them at a greater risk by forcing them to
travel elsewhere to obtain services, causing dangerous
delays.*

While obtaining an abortion is still a legal “right” in the
United States, in some areas of the country it is a right in
name only—in practical terms, it is becoming difficult
or near impossible for some women to access these
services. According to a Guttmacher Institute study, in
2005 about 87 percent of counties in America did not
have an abortion provider.” The geographic location
in which women live has a tremendous impact on the
availability of abortion. For example, in the Midwestern
and Southern United States, more than 90 percent
of counties were without any abortion providers.®® A
2000 Guttmacher study found that 94 percent of all
abortion providers are located in metropolitan areas,
and 34 percent of women live in a county without an
abortion provider.®! The number of abortion providers
has dropped for a number of reasons, one of which is
the threat of violence directed at abortion clinics since
the mid-1970s.> By the mid-1990s, at least half of all
abortion clinics reported in a survey that they had been
hit with intense anti-choice violence, including bomb
threats, death threats, and blockades at the entrance of
clinics.”

Access to reproductive health services is becoming
more restricted in general, but it is especially restricted
for low-income women. The government reduced
access for low-income women first with the Hyde

Amendment in 1976, cutting off virtually all public
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funding of abortions for indigent women, even if the abortion is deemed
medically necessary, and again in 1988 when the government enacted
a gag rule on Title X clinics.*® The government began funding Title X
clinics in 1970 to provide vital family planning services to low-income
people. However, in 1988, the government changed the law so that Title
X clinics were no longer able to offer any sort of information, counseling,
or referrals involving abortion — essentially gagging the employees of Title
X clinics.”® The Supreme Court upheld this seeming violation of the First
Amendment in Rust v. Sullivan in 1991; this is yet another example of how
women’s access to reproductive health care is unjustly limited for political
reasons.*

With so few abortion providers in this country, compared to the high number
of women who seek abortions,”” some women depend on hospitals to
provide these services.® The number of hospitals that performed abortions
declined in the late 1990s, and now hospitals that once may have performed
abortions might stop such services after merging with a religiously affiliated
hospital.®® This becomes a real problem when women, particularly low-
income women, have no other choice of health care provider and are
effectively denied most reproductive health care services, like abortion.

These sorts of blanket prohibitions by religiously-affiliated hospitals not
only put women’s health in danger, but also assume that women will
be able to seek care elsewhere. However, as the managed care system
changes, these choices are increasingly rare.®* Often a religiously affiliated
hospital will be the only choice, especially if a woman is indigent or lives
in arural area.®’ As an issue of practicality, the fewer hospitals that provide
reproductive health care, especially in rural areas, the more difficult it will
be for women to receive adequate health care.

II1. Analysis

A. Legal Theories to Challenge Mergers of Secular and
Religiously Affiliated Hospitals

There are a number of legal theories under which doctors or patients can
challenge the mergers of secular and religiously affiliated hospitals — some
with a higher chance of success than others. Antitrust laws can be effective
tools to challenge mergers. Certain antitrust acts prohibit mergers that
might adversely impact competition between entities, and thus adversely
impact services to customers.”? In the context of reproductive rights,
antitrust issues arise when mergers unfavorably affect reproductive health

services.

Strong arguments for First Amendment violations can also be made regarding
hospital mergers. Some religiously affiliated hospitals can be considered
quasi-public institutions by receiving federal dollars and, as such, should
not limit services based on religious beliefs.®* Finally, a theory of charitable
trust laws could be an effective way to challenge mergers between secular
and religiously affiliated hospitals. In states where charitable trust laws
apply to hospitals, if a merger “significantly alters the mission” of both or
one of the hospitals, it could violate charitable trust laws.%

i. Challenges Using Antitrust Laws

Lawmakers designed antitrust laws to ensure competition between adversary
providers of certain services and to encourage providers to offer customers
the highest level of care possible.** When two hospitals merge, and the
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religious directives dictate the service provided by the newly formed entity,
the diminished competition between institutions leads to less access to
reproductive health care services.®® Though not a shoo-in for reproductive
rights advocates in terms of proving a violation under antitrust laws, this is
still a viable option for challenging mergers.*’

a. Why Hospitals Merge

There is no agreement in the health care industry concerning why hospitals
decide to merge.®® Hospital executives often argue that mergers are
increasingly necessary as costs increase for health care providers and
are sometimes necessary for hospitals to remain open in certain areas.®”
Additionally, hospital executives also point out that mergers help hospitals
contain operating costs, which then translate into savings for health care

consumers.”

Despite these claims by hospital executives, recent studies provide strong
evidence against these arguments, and instead show that generally mergers

7' Some commentators

lead to considerably higher prices for consumers.
in the health care field argue that mergers are not a reasonable response to
supposed financial pressures on hospitals, and that mergers are driven by a
desire to increase profits rather than a necessity to continue functioning.”
Hospital executives also might be more concerned with gaining leverage
in a field with more competitors as they might feel compelled to increase
their bargaining power to negotiate with the increasing power of managed
care organizations and large pharmaceutical companies.” These concerns
might have some validity, but they are not strong enough to justify reducing
reproductive health care services or access to services especially for low-

income women.”

b. Merger Regulations

The U.S. Department of Justice (DOJ) and the FTC are the two agencies in
charge of investigating possible mergers between hospitals.”” Two federal
acts also apply to mergers:
Section 7 of the Clayton Act
and the Hart-Scott-Rodino

Antitrust Improvements .
Act of 1976 (HSR). The of the issues the
Clayton Act regulates g ok at is market

institutional mergers, both power—that is the degree

interstate and intrastate,

by prohibiting any activity to which a hosplta| mlght
that might lead to the

creation of a monopoly and

control a geographic region,

thus leaving patients with
to any entities engaged in

fewer options for health care.

activities that might affect
interstate commerce.”® The

HSR requires a pre-merger
report which the DOJ or
FTC reviews. These are all
generally preventative measures designed to stop a merger before any anti-
competitive harm can be done.”

The DOJ and FTC use a set of guidelines to analyze pre-merger deals or
mergers that seem to be anti-competitive.” One of the issues the agencies
look at is market power—that is the degree to which a hospital might
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control a geographic region, thus leaving patients with
fewer options for health care.”” If a merger results in
a market with less competition and fewer services and
options for patients, there could be a potential problem
under the Clayton Act.®° If a merger results in reduced
competition, and institutions are able to join together
to raise prices, whether through implicit or express
collusion, a valid challenge under the Clayton Act
could arise.®! Similarly, if one institution is essentially
a monopoly such that consumers have no viable options
besides one provider and are forced to pay higher prices,
this could be problematic as well.*?

c. Possibility of Success of Antitrust
Challenge

Though a private party or the government that brings a
challenge under Section 7 of the Clayton Act does not
have to show with certainty that a merger will result in
an impermissible level of market power that might lead
to anti-competitive results, courts have traditionally
been deferential to the hospital industry.3* Despite this
deference, in more recent years the government has
challenged large hospital mergers with more frequency
due, in part, to a desire of the FTC to prevent hospital
mergers that are detrimental to consumers.®* In the
context of larger hospital mergers, or in situations where
one hospital becomes the only provider of health care
for a geographic region, private actions against hospital
mergers might have a better chance of success. If a
plaintiff can show that a hospital merger will entirely
eliminate certain reproductive health care services and
that patients reasonably cannot otherwise find these
services in their region, the suit has a viable chance of

success.®

Despite the applicability of antitrust laws to hospital
mergers, it is unclear how successful parties will be in
bringing these challenges. Success in these cases might
turn on whether a plaintift can prove that the elimination
of reproductive health care services can be construed
as anti-competitive.®® If a plaintiff can do so, then the
antitrust laws, which are designed to protect consumers
from anti-competitive mergers, not to protect the
merging institutions, might help in protecting access to
reproductive health care at hospitals.®’

ii. Challenges Under the First Amendment

Mergers between secular and religiously affiliated
institutions might also present a number of problems
under the First Amendment. Generally, an argument can
be made that religiously affiliated hospitals violate the
Establishment Clause of the First Amendment by using
public funds strictly for religious purposes.®® As quasi-
public institutions, hospitals that receive public funding
and tax-exempt status should be required to provide full

reproductive services and follow “generally accepted”
medical guidelines, not the dictates of a particular
religion.¥ Especially in situations where a hospital
is the only health care provider in a certain region,
hospitals should not be permitted to refuse providing

certain reproductive health care services to patients.”

a. Public Funding and the Establishment
Clause

If a hospital has non-profit status, which many do, it
enjoys large benefits through tax exemptions, including
property and sales tax.”’ It also generally enjoys a
large amount of public funding from federal and state
governments.”? Non-profit hospitals exist, by design, to
serve the public and provide for health care services. As
such, the public has an acute interest in these hospitals
serving the public good.”® First Amendment issues
arise when religiously affiliated hospitals receive public
funding,* yet restrict access to reproductive health care

services.”

Catholic
mandates regarding reproductive health care.

restrictive
When
the government assists or funds these hospitals, it
might be in violation of the Establishment Clause of the
First Amendment. The Supreme Court has developed

hospitals have particularly

extensive First Amendment jurisprudence and, in
the context of the Establishment Clause, the Court
developed the Lemon test in Lemon v. Kurtzman.”® The
Lemon test has three main prongs: under the first prong,
there must be a clear secular purpose for the law; under
the second prong, the programs must not advance nor
inhibit religion; and under the third prong, there must
not be excessive entanglement of the government with
religion.”” A government action must satisfy each prong
of the Lemon test to pass judicial scrutiny. Failure to
satisfy one pong is enough to show an Establishment
Clause violation.”

In the context of government funding in health care,
strong arguments can be made that such funding
advances religion (second prong of Lemon). The
government might have a secular purpose when funding
Catholic hospitals, but the effect of such actions is to
When a
Catholic hospital that receives government funds refuses

advance the Directives of such a hospital.

reproductive health care services to a patient, then the
government has played a part in helping an institution
that refuses to provide a certain type of care based on
religion.” Especially where Catholic hospitals hold
themselves out as, or function as, public or quasi-public
institutions, they should be prohibited from endorsing
a singular religious viewpoint restricting reproductive

health care.!®
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As a policy matter, hospitals that serve
the public’s needs should not discriminate
in the types of services they provide,
regardless of religious affiliation.
Religiously affiliated hospitals do not
exclusively serve patients who happen to
have beliefs in line with the institution;
they serve the general public and people
with a wide range of beliefs.!! As such, a
hospital that receives public funds should
not refuse reproductive services based on
the religious tenants of a hospital because
the health needs of a patient should
outweigh the desire of a hospital to follow

religious directives.

b. Unjustly Limiting Doctors’
and Patients’ Choices

The severe restrictions that some hospitals
place on reproductive health services
force doctors to go “underground” with
their medical choices.!” Physicians for
Reproductive Choice and Health (PRCH)
reported that many doctors feel compelled
to disregard the restrictions at religious
hospitals in order to serve their patients’

needs as they see fit.!®

Some hospitals
force doctors to sign agreements binding
them to the religious directives of the
hospital, even if it is silently understood
that the hospital will not actively interfere
These
“don’t ask, don’t tell” policies can be
PRCH warned

that doctors take a serious legal risk by

with doctors’ medical choices.
dangerous for doctors.

choosing to breach such a contract, even
if done in good faith.'*

The
medicine” can be dangerous for patients.

phenomenon of “undercover
If doctors are compelled to practice
medicine as they see fit despite strict
religious directives, it might force them to
alter medical records to hide that a certain
procedure had been performed.!® Such
actions might prevent accurate records,
making it difficult to find an accurate medical history of the patient in the
future.!%

Patients can be harmed as well when hospitals refuse to provide full
information regarding their medical choices or access to certain procedures.
Often, patients do not know that religious restrictions at a hospital can
prevent them from receiving the type of care they need or desire, creating
a barrier to informed consent and successful decision-making regarding
reproductive health.'”” Some HMOs have what is known as a “gag rule”
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ligious hospitals

fu in conflict with a
widely accepted medical
standard, and patients should
be informed of this fact before
they choose a hospital at which

to receive care.

which effectively prohibits doctors from letting their patients know what
negative effects a merger might have on access to reproductive services;
this is especially damaging given that many women are not even aware that

a religiously-affiliated institution can deny them certain care.'®

Many religious hospitals function in conflict with a widely accepted
medical standard, and patients should be informed of this fact before they
choose a hospital at which to receive care.'” One example of this involves
sterilization. ACOG advises that the best time to perform a desired
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sterilization on a woman is right after delivery.'?

When religious hospitals refuse to perform sterilization
because of religious directives (very common in
Catholic hospitals), women are forced to have the
sterilization done at another time and at another facility,
thereby increasing the risk of health problems such as
side effects and infection.!! Religious hospitals should
at least be forced to disclose this sort of information
to patients, so that potential patients are aware of the
possible restrictions on the services they can receive.

c. Religious Hospitals Should Not be Saved
by Conscience Clauses

In the aftermath of Roe v. Wade in 1973, the Catholic
Church was at the forefront of the anti-choice movement,
working to overturn Roe, and doing everything possible
to limit women’s access to abortion. Congress passed
the “Church Amendment,” named after its sponsor,
Senator Frank Church (D-ID), in an effort to allow
health care providers to “opt out” of performing certain
reproductive services like abortion and sterilization.!?
At first, the Church Amendment allowed only opting
out of abortion and sterilization, but one year later
Congress enlarged the opt-out to include any service that
might conflict with religious or moral beliefs."* This
“conscience clause,” allowed entire hospitals to refuse
to provide reproductive health care, which resulted in
fewer hospitals, religious or not, performing abortions.'*
Some states have gone even farther, enacting legislation
that allows providers to not only refuse certain care
based on religious grounds, but also to refuse to provide
information or counseling about such procedures.!'’
These sorts of provisions undoubtedly limit women’s
access to reproductive health services and unjustly put
the religious interests of hospitals before the interests,
rights, and needs of patients.

One disturbing example of a conscience clause at the
federal level that prohibits low-income women from
receiving vital information regarding their health care
is the Balanced Budget Act of 1997 (BBA). The BBA
includes an extensive conscience clause that allows
MCOs serving Medicaid recipients to refuse to cover
counseling, referrals, or costs of procedures that the
MCO might object to on “moral or religious grounds.”!®
The result of this conscience clause is that many
women enrolled in Medicaid might be refused essential
information regarding their reproductive health.

This is especially problematic when a religious hospital
might be the only health care provider in a given area
and women, therefore, have no where else to seek
information regarding their reproductive health.!”
Given the consolidation of providers and hospitals in
the health care industry, many people no longer have

a choice about where they receive their care.''® Since
women’s health is at stake, women’s access to basic
reproductive health care services should be protected
over the religious interests of hospitals.!"”

iii. Charitable Trust Theory

The charitable trust theory is an additional theory under
which one could challenge a merger or proposed merger.
Charitable trust laws can potentially prevent mergers or
result in the “divorce” of two hospitals if upon merging
the mission of one or both institutions is altered.’® If
providing full reproductive health services was part
of an institution, the loss of such services as a result
of a merger could be illegal under the theory that the
public is the “beneficiary” of the hospital’s charitable
contributions, and thus has a right to its hospital
preserving its stated mission.””! Likewise, if part of a
hospital’s mission is to follow the tenants of a religious
institution, like the Catholic Church, the merger with a
secular institution could alter the religious mission in
such a way that charitable trust law does not allow.

Some argue that every merger between a secular and
religious hospital results in some loss of reproductive
services. If this is the case for a hospital whose original
mission includes providing access to reproductive health
services, a challenge under charitable trust law could be
successful.’? The use of charitable trust law is limited
by the fact that not all states have such laws apply to
hospitals and often if a state does have charitable trust
law, it applies only to non-profit entities.'*® Still, if a
state has applicable charitable trust law, it can be an
effective tool in challenging a merger.

A good example of charitable trust law forcing the
dissolution of a merger is in the Optima Health case in
New Hampshire, discussed in more detail below. The
charitable trust theory is one of the main arguments
the Attorney General used to prove that the merger
between the Elliot Hospital, a secular institution, and
Catholic Medical Center (CMC), a Catholic institution,
to form Optima Health was not legitimate. According
to the Attorney General, each hospital was “bound
by a social contract with the community” under New
Hampshire law,'* as charitable non-profit institutions,
these hospitals had a fiduciary duty to ensure that the
“fundamental charitable mission” of each hospital
remain the same.'” In the case of Optima Health, the
Attorney General found that Optima Health failed to
reconcile the opposing commitments of each hospital
—CMC’s commitment to being a Catholic institution,
and the Elliot’s commitment to providing women with
reproductive health services.'?® If mergers elsewhere also
alter the mission of a hospital, challenging such mergers

under charitable trust laws is a viable option.'?’
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In 1994 the two largest hospitals in New Hampshire struck a merger deal.
The result of the merger between the Elliot Hospital and CMC into Optima
Health resulted in years of costly litigation, and an eventual dissolution
of the newly merged hospitals in 1997. Large amounts of time, money,
and energy were wasted on a deal that seemed flawed from the beginning.
This case exemplifies what can happen when finances get in the way of
sound policy and decision-making, and when secular hospitals merge with

religious institutions.

The Elliot Hospital and CMC both functioned as two of the most important
health care institutions in Southern New Hampshire, serving the city of
Manchester and its surrounding areas. The Elliot, founded in 1881 by an act
of'the New Hampshire legislature, has been exempt from property taxes as a
public charity for as long as it has existed—something the New Hampshire
legislature has continued to reaffirm.'”® In 1974, two Catholic hospitals
formed CMC, established as a nonprofit corporation with the intention of
carrying on the Catholic mission of the two predecessor Catholic hospitals.
One of the main goals under CMC’s Articles of Agreement is to “maintain
its identity as a Catholic Hospital,” and to follow the “ETHICAL AND
RELIGIous DIRECTIVES OF THE CaTHOLIC HEALTH FACILITIES as promulgated

by the National Conference of Catholic Bishops.”'*

After a time of antagonistic competition between the Elliot and CMC, the
management of the respective institutions began talks of a merger between
the two. The management claimed that the initial express reason for the
merger was to enable the two hospitals to continue to function as charitable
institutions. They also reported projected savings of $150 million if the
merger were to go through—savings, management claimed, would help the
two hospitals continue in their role of providing quality health care to the
Manchester area.'*® Throughout all of the negotiations, the management of
both the Elliot and CMC claimed repeatedly that the two institutions would

continue to function as self-regulating and independent institutions.'*!

In 1994, Optima Health took over management of the Elliot and CMC, and
after the merger gave itself complete control over the two hospitals; Optima
Health modified the by-laws of the Elliot and CMC and made the two hospitals
subsidiaries of Optima Health.’> Optima Health also unilaterally decided
to discontinue acute care at CMC and to consolidate all acute care at the
Elliot campus—an unanticipated move.'** Also, and perhaps most troubling,
Optima’s Articles of Agreement included a requirement to preserve CMC'’s
Catholic identity.'** This is the decision that ultimately would contribute to
the dissolution of the merger between the Elliot and CMC.

In New Hampshire, the Attorney General is statutorily charged with
overseeing the state’s charitable trusts. As such, the AG produced a report
on the Elliot and CMC merger—both nonprofit charitable institutions,
bound by a social contract with their respective communities.'> The
report began by stating that the hospitals, as public charities, owed to their
communities a certain level of honesty and openness in their dealings and
could not, in good faith, exclude the AG or the community from important

decisions that may affect the functioning of the hospital.!*

Among other failures, Optima Health did not fulfill its “duty of candor,”
as it neglected to include the community in the decisions regarding the
merger, did not inform the community of the impact of the merger’s affect
on the functioning of the hospitals (i.e., did not inform the community that
Elliot and CMC were stripped of their independence and became controlled
by Optima Health) and did not disclose the inconsistent and opposing
ways that each hospital viewed certain reproductive health services (e.g.,
practices regarding terminating pregnancies).'*’” The failure to address the
role Catholic doctrine would play in regards to the merged hospitals. This
omission seems the most glaring; rather than devising a policy making
the secular and religious parts of each institution compatible, Optima
Health essentially ignored the problem. Optima Health went ahead with
an “unfocused, incomplete and confusing” policy vis-a-vis Catholic moral
doctrine and how it would affect the day-to-day operations of the merged
institution rather than devising a clear policy on whether or not the Directives

would indeed dictate the practices of the newly merged entity.'

Prior to the merger, the CEO of the Elliot, Phillip Ryan, had alluded to the
fact that the Elliot’s policy regarding abortion was the same as CMC’s (i.e.,
that the Elliot did not generally perform abortions). This, in fact, was not
true.'” The Elliot had clinical records documenting abortions that the Elliot
doctors had performed.'** These were clearly procedures that could not
have occurred under the Directives of CMC. Despite Ryan’s representation
to Catholic representatives that the Elliot’s policy on abortion mirrored
that of CMC’s, it did not, and Elliot doctors were unaware that a major
change regarding abortion policy would take place after the merger.'*! The
Chairman of the Obstetrics Department at the Elliot, Dr. Robert Cervenka,
asked Ryan specifically if the merger would affect the ability of Elliot OB/
GYNs to perform abortions.'*> Ryan told Dr. Cervenka that the Directives
“would apply only within the four walls of CMC” and would not have an
affect on the actual practices of Elliot doctors.'** This, too, was untrue.

Optima Health neglected to address significant and crucial issues for
reproductive health, such as policies affecting family planning, sterilization,
and abortion—issues that are treated entirely differently by CMC and the
Elliot. One doctor who continued to work at the newly merged Optima
Health hospital reported that Optima Health assured doctors that they would
be allowed to continue to perform medically necessary abortions and tubal
ligations. An anti-choice group, known as “Save CMC,” found out that the
Elliot had scheduled a medically necessary abortion, and began to “rally”
around the issue of abortion, demanding that abortions not take place in
the hospital.'** Clearly, the policies regarding abortion at the Elliot did not
mirror the policies of CMC: subsequently the Catholic Church demanded
that such procedures cease, or it would threaten dissolution of the merger.'#
In response, and in order to ensure the merger went forward, the Trustees
of the Elliot adopted a policy that effectively banned abortions at the Elliot
for any reason other than saving the life of a woman.!#

At that point, both of the original identities of each hospital had been
significantly altered. Doctors at the Elliot were concerned that the Directives
forbiddance of any abortions, including medically necessary abortions,
was inconsistent with generally accepted medical treatment.'¥’ The merger
compromised the Elliot’s “traditionally secular approach to medicine” by
forcing its doctors to follow the Directives of the Catholic Church and by
essentially ending all abortion services.'* Additionally, CMC’s mission as



a Catholic hospital, following the Directives of the Catholic Church, had

not been maintained either.'®

Eventually, the newly merged Optima Health divorced and the hospital
became two separate entities as they had been prior to the merger. By
June 2000, Optima Health officially dissolved, a process which reportedly
cost about $10 million, with expected losses in revenue equaling nearly
$20 million over five years.”*® This is a fine example of the harm that can
arise from hospital mergers, especially mergers that are not done properly.
Optima Health failed to adequately assess whether CMC and the Elliot
could retain their independent charitable missions upon merging, and in
regards to reproductive health, it was clear neither of them could. The
merger forced the Elliot’s doctors to abide by Catholic Doctrine, denying
their patients acceptable levels of reproductive health care. Similarly,
the merger forced CMC to compromise part of its mission as a Catholic
institution as some Elliot doctors continued to provide some level of
reproductive health services.

The pitfalls of this troubled merger could have been avoided had Optima
Health executives adequately addressed the issue of maintaining each
hospital’s identity and mission. Paradoxically, both hospitals lost their
identities in a unique way. CMC lost much of its mission as a provider of
health care, as most acute care services were moved to the Elliot’s campus
in Manchester, and though the Elliot maintained its acute care services,
its mission changed as Optima Health forced the Directives on it.'>' This
failed merger demonstrates the importance of addressing which hospital’s
identity will prevail in a merger—the secular or the religious. Additionally,
in a state with applicable charitable trust laws, the issue of the individual
hospital missions must be addressed. Under New Hampshire law, since
each hospital had a fiduciary relationship with the community as a result of
charitable trust law (both the Elliot and CMC were non-profit institutions),
each had to maintain its contract with the community. The Elliot as a
secular provider of health care by including a wide-range of reproductive
services, and CMC as a Catholic hospital, was bound by the Directives of
the Catholic Church.!®

When a merger involves two completely different health care entities, each
with a duty to the community it serves, the public must be included in the
decision-making process. Optima Health failed to do this, as it inaccurately
represented the situation to the community. Ultimately, huge cost-savings
from the merger never actually came to fruition. The public should have
reviewed the merger. Ultimately, the effected community held Optima
Health accountable for the problematic merger.'”®

The Optima Health merger and its subsequent dissolution exemplifies the
way in which a community can have a real impact in fighting mergers that
adversely affect them. Under New Hampshire law, as charitable trusts,
both hospitals had a fiduciary duty to their communities to “protect their
charitable assets and to ensure that those assets are used for purposes
consistent with the fundamental charitable missions of the respective
institutions.”’** Additionally, as charitable trusts, each hospital owed its
community the duty of “candor and inclusion,” but this they did not do.'**

This aspect of the charitable trust law deserves emphasis because it shows
that the community being served must be included in the decision-making

process regarding mergers, and the mission of a newly merged hospital
must reflect the principles and standards of the community in which it
functions.® When Optima Health failed to fulfill its duty to the community
in Southern New Hampshire served by the Elliot and CMC, the respective
communities of each hospital stood up for the values the hospitals had
previously fostered. The charitable trust laws of New Hampshire gave
the communities of the respective hospitals the legal right to keep their

hospital’s stated mission intact.

Challenging a merger that has already taken place under the charitable
trust laws of a state can clearly be an effective way to fight a merger that
results in the elimination of women’s reproductive health care. In many
states, if a hospital is a non-profit, charitable trust laws will apply.'s’ If the
merging of a religiously-affiliated hospital and a secular hospital would
fundamentally alter the mission of a hospital, or prevent the hospital from
fulfilling its fiduciary duty to the community, then the merger might be
forced to dissolve, as in the case of the Elliot and Optima Health.

Trying to stop mergers before they actually occur is also an effective way
to prevent the loss of reproductive health services. Since federal agencies,
such as the FTC and DOIJ, have the ability to block a proposed merger
before it is carried through, they are a good place to begin.'*® This potential
“merger-stopper” would require the use of antitrust laws. One would have
to have a strong case for the fact that a merger, once completed, would
significantly lower the competition in a certain area. If one can also prove
that a merger would not only result in the loss of women’s reproductive
health care, but other health care as well (perhaps, for example, end-of-life

care), then the case for anticompetitive results would be even stronger.'®

Many hospitals merge, not because they have to but for financial gain and
greater market power.'®® If the public is aware of a possible merger that
could adversely affect reproductive health care, it must work within its
community to prevent the merger. In the case of the Optima Health merger,
that so fundamentally altered the mission of the Eliot, eventually it was the
public and the doctors at the Elliot who came together to fight the merger.
The public can work at the grassroots level to prevent mergers, in addition
to working on a larger scale, by pressuring their representatives in Congress
to be aware of the possible threats of mergers.

Communities can also come together to lobby local government officials
to remove tax-exempt status from non-profit hospitals that deny women
adequate health care.'! Religiously affiliated hospitals reap the rewards
of tax-exempt status, which results in huge savings on property and sales
tax.'®? As the Optima Health merger exemplifies, often mergers end up
costing their communities millions of dollars in higher medical costs. It
seems unjust that these institutions should enjoy tax-exempt status. A
Catholics for a Free Choice poll showed that 78 percent of people think
that hospitals should lose their tax-exempt status if they refuse to provide
adequate medical care.!® If hospitals had to either comply with certain
standards and provide full reproductive health services or risk losing their
tax-exempt status, perhaps they would do more to accommodate the health
needs of women.

At the federal level, there have been attempts to pass legislation that
would require hospitals that receive federal money to provide adequate
reproductive health services. Senator Barbara Boxer (D-CA) and House



Speaker Nancy Pelosi (D-CA) proposed legislation that
would have conditioned the receipt of public funds on
providing a wide range of reproductive health services,
including abortion.'®* Though this legislation did not
pass in Congress, it represents a type of law that the
public should be pressuring members of Congress to
enact. The more awareness people have of the threat
of mergers to women’s reproductive health care, the
more likely they will be able to effectively prevent such
mergers.

V. Conclusion

In a time in which the political climate is hostile to
women’s reproductive health, now more than ever
it is vital to ensure that women have access to full
reproductive services at hospitals. Non-profit hospitals
that receive federal money should not be allowed to
evade provision of these services merely because they
follow religious teachings, such as the Directives. If
the hospital functions as a public institution, the
medical needs of women should trump a religiously
affiliated hospital’s desire to follow religious directives.
Especially in the scenario of low-income women,
or women who live in rural areas who already have
limited access to care, hospitals must provide adequate
reproductive health services, for they are often the only
choice of health care provider.

Mergers of secular and religious hospitals particularly
threaten access to abortion. As a practical matter, it
has become increasingly difficult for women to obtain
abortion services in certain parts of the country due to a

diminishing number of clinics.'6s

This lack of availability forces many women throughout
the country to rely on hospitals for abortion procedures.
Additionally, women with certain health conditions,
such as diabetes, might only be able to obtain an
abortion in a hospital if overnight stays are necessary
due to possible health complications.'¢¢

Given the recent Supreme Court decision in Gonzales
v. Carhart, where the so-called “Partial Birth Abortion”
ban was held constitutional, it is clear the assault on
women’s reproductive rights continues. The need for
reproductive services, such as birth control and abortion,
is abundantly clear. In terms of public policy, it seems
obvious that health care providers should be offering
comprehensive reproductive health services to women,
no matter where they live or their socio-economic
status. Since so many issues involved with women’s
reproduction have become so politicized, and limiting
reproductive rights has become such an integral part of
the religious right’s political agenda, women’s health
tends to get lost in the shuffle.

If religiously affiliated hospitals are going to hold
themselves out to the public as providers of health care
and receive public funds, they must not be permitted
to deny women basic reproductive health care. When
hospitals receive public money, they should be required
to follow generally accepted medical standards,
which include providing adequate reproductive health
services.'”” Policy makers and government officials
must not allow hospitals that use public funds, and
function as many people’s only provider of health
care, to continue to deny women reproductive health
services.'®

The interests of doctors and patients should outweigh
a hospital’s desire to better its bottom line; rather,
access to health care must be a top priority. Access to
contraception, abortion, and sterilization are services
that should be considered an essential part of basic
health care. It is disingenuous to imagine that women’s
health care can be complete without access to such
services. Yet, under the protection of whichever church
a hospital may be affiliated with, hospitals deny such
necessary care every day. When hospital mergers result
in the loss of critical reproductive health services, it is
another disconcerting example of how willingly people
in power deny reproductive rights, and trivialize the
health needs of women. If hospitals have the capacity
and technology to provide women with reproductive
health services, it is an intolerable injustice that they can
so easily deny women such basic care.
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DEAFNESS: A DISABILITY OR A DIFFERENCE?

Erica R. Harvey*

I. Introduction

Depending on the source and time at which data is
collected, between 28.6 million and 31.5 million people
in the United States describe themselves as having
“hearing difficulty.”” These hearing difficulties range
from age-related hearing loss to profound deafness. A
smaller group of people within the group of individuals
who are profoundly hearing impaired or deaf considers
themselves to belong to a social minority group or
subculture known as “Deaf Culture” or the “Deaf
Community.”

The Deaf Community takes the seemingly paradoxical
position that society (and individuals) should not define
deaf people as impaired or as having a disability.> The
Deaf Community believes that, rather than having a
disability, its members are merely “different.” Yet, at
the same time, they want to receive the legal benefits
and accommodations that persons who fit within
the characterization of individuals with disabilities
receive.’ Thus, the Deaf Community desires to obtain
the protections and benefits afforded to those with
disabilities while rejecting the notion that members
of the Deaf Community have a disability that gives
rise to the legal protections and benefits that they seek
to enjoy. This philosophy and other paradoxes that
surround Deaf Culture lead to difficult issues, including
the extent to which people who deny having a disability
should be able to take advantage of laws designed to
afford rights to persons with disabilities, and whether
the government should modify or expand existing laws
to accommodate the views of this minority group.

The Deaf Community should not be able to reject the
views of individuals who do not subscribe to their
belief system, create their own communities separate
from the rest of society, and still expect society to
willingly accommodate them on the same basis that it
accommodates those persons who acknowledge having
conditions generally considered to be disabilities. The
Deaf Community’s rejection of the label of disability
and rejection of deaf persons who do view themselves
as having disabilities, while demanding the protections
and special rights granted to persons with disabilities,
raises a difficult question of whether disability is defined

*Erica R. Harvey is J.D. Candidate, May 2008, at
American University Washington College of Law. She
will be joining the law firm of Womble Carlyle Sandridge
& Rice, PLLC as an Associate in the Real Estate
Development Practice Group in September 2008. She
would like to thank Professor Robert Dinerstein for his
help in writing this article.

by society or by the person who has a physical or mental
condition. Federal legislation to date seems to opt for
the former, while the Deaf Community advocates for
the latter.

The approach taken by federal disability rights law is, on
balance, the better approach. This approach avoids the
potential abuse of individuals proclaiming themselves
as having disabilities in cases where an individual has
neither physical nor mental conditions that limit the
ability to live and function in society, and where society
as a whole does not view the individual as having a
disability.*
have historically suffered from discrimination in

Also, since individuals with disabilities

the general society, this approach links the rights
afforded to the individual to the societal cause of the
discrimination.’ The Americans with Disabilities Act®
(ADA), the landmark federal legislation in the field of
U.S. disability rights law, adopts a three-pronged test
which defines disability either as physical or mental
conditions that interfere with an individual’s daily life, a
record of impairment, or physical or mental conditions
other individuals perceive as a disability.’

Like other people with disabilities, individuals with
hearing impairments® find themselves at a disadvantage
when attempting to live and function in a society that
does not automatically accommodate their needs. This
disadvantage begins at birth for those who are born deaf,
or who become deaf very shortly after birth, since babies
learn speech largely through aural input.® Children who
are born deaf, or lose their hearing shortly after birth, do
not receive this critical input. Much of the information
people receive comes though auditory channels such
as everyday conversation, radio, television and other
entertainment media, and warning sounds such as horns
and sirens. Individuals with hearing impairments have
limited or no access to information that comes through
these media without special accommodations. To obtain
auditory information, either the deaf must accommodate
themselves to the society in which they live, or society
must make accommodations for them.

Yet many individuals with impaired hearing often
are otherwise physically indistinguishable from those
without disabilities, making their disability invisible.
The inability to receive information through sound
creates a group of people who appear the same as
others, but who have additional needs because of their
difference. This invisible difference creates a potential
tension between physical appearance and actual needs.
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Deaf people find themselves subjected to what has

been termed “unintentional barriers,” meaning that
the systematic design of features of modern life, such
as the telephone, are inaccessible to the deaf without
modification.'

Individuals who are deaf clearly fall within the definition
of disability which entitles those individuals to the
protections of U.S. disability rights laws, regardless
of whether those individuals consider themselves as
having a disability."" This makes the Deaf Community’s
position that deafness is not a disability irrelevant in the
determination of the legal rights of the deaf. However,
it is neither wise nor appropriate to adopt legislation
granting separate and special treatment to the deaf that
would separate their treatment from that given to other
individuals with disabilities.

II. Background

A. The Evolution of Models for
Understanding Disability

Individuals with disabilities have been subject to
discrimination and mistreatment throughout history.'?
Until recently, society dealt with persons with
disabilities under what is commonly referred to as the
medical model. The medical model is a paternalistic
model which focuses on attempting to “cure” disabilities
rather than protect individual human rights."* Under this
model, government or society viewed individuals with
disabilities as objects who were acted upon, rather than
as equals who participated in determining their own
needs and enforcing their own rights. The medical model
also views individuals with disabilities as exhibiting
This
deviation makes them appropriate subjects for medical

a deviation from what is considered normal.'*

intervention and cure.'”
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In contrast, the social, or human rights-based model
of disability, views a person’s disability not as the
individual’s problem, but as a problem with the way
that the society perceives of and treats the person who
has a condition that society considers to be a disability.'®
The individual with perceived disabilities is empowered
to be an active participant in determining how he or she
is treated by society.!”

The “equal opportunity” or rights model emphasizes the
willingness and ability of individuals to assert their rights
and establish their place in society.”® Under the rights
model it is the government’s duty to assist individuals in
asserting their rights and establishing their equal place
in society.'” However, the individual is empowered as
a partner with the government to be an advocate for his
or her own rights. This empowerment of the individual
fits best if the individual subscribes to the societal view
that he or she, in fact, has a disability.

At least in theory, under the medical model, if society
views the individual as having a disability, the individual
is an appropriate subject for “cure” regardless of his or
her self-perception.’® On the other hand, the situation
is problematic if the individual does not believe that
he or she has a disability. Generally, to gain the rights
that legislation grants, an individual must openly accept
society’s perception that he has a disability, regardless
of his own personal beliefs about his condition. On the
other hand, if the government or advocacy groups assert
the rights for an individual who denies that he or she has
a disability, society has regressed to the medical model
where the individual is an object that is acted upon.

The ADA represents a departure from the medical
model since it is premised on a social or human rights
model of disability. The ADA attempts to bring
individuals with disabilities on to a level playing field
with individuals without disabilities.’ The goal of the
ADA is to permit individuals with disabilities to share
in the same opportunities in society to the maximum
extent possible and on the same basis as individuals
without disabilities.?> Thus, individuals with disabilities
become participants in the process rather than objects of
treatment.

The ADA has attempted to adopt the rights model
by permitting individuals with disabilities to avail
themselves of the benefits of the ADA regardless
of their subjective view of their physical or mental
condition. However, the concept of disability in the
ADA, which is based on impairment or society’s view
that the individual is impaired, still carries with it the
medical model’s concept that disability is a variation

from “normal.”?




Segtion 504 empowered

individuals with disabilities to
become advocates for their own
rights, rather than having to sit
passively and wait

for the government to act on their

behalf}

B. Existing Legislation Affording Rights to
the Deaf

The United States is often viewed as one of the first
countries to adopt national legislation dealing with the
rights of persons with disabilities.>* The U.S. approach
to granting these rights is a civil rights model, which
attempts to assure that persons with disabilities enjoy
the same rights and opportunities as other persons, and
that in employment and areas that are considered public
accommodations, physical facilities or systems are
available to permit persons with disabilities to effectively
use those public accommodations.”> However, disability
rights legislation in the United States is general in
nature, focusing on assuring rights and access to all
persons with disabilities in a given context, such as
public accommodations, employment, or education, or
assuring access or opportunity in a specific context such
as air transportation or voting, rather that addressing
the particular challenges faced by individuals with a
specific disability. While the approach dictating equal
access and opportunity established a general framework
for disability rights, it is up to the individual with
disabilities, or the government or an advocacy group
acting as that person’s proxy, to apply the general
principles of U.S. disability law to the specific person
and situation.

There are at least ten separate federal laws that seek to
grantrights or protection to individuals with disabilities.?
Many of these laws focus on specific activities and
attempt to assure that persons with disabilities have the
ability to fully participate in the activities on which the
laws choose to focus. These focused laws deal with
everything from access to air transportation,?” to assuring
that persons with disabilities can vote.”® However, the
Rehabilitation Act and the ADA are the key pieces of
legislation relating to the rights of individuals with
hearing impairments because of their historical contexts
and broad implications for everyday life. These federal
laws seek to prevent discrimination against those with
disabilities, including the deaf, and assure them access
to society in a broad range of activities and locations,
both private and public.

i. The Rehabilitation Act

Although the Rehabilitation Act’s primary focus is
on discrimination in areas where federal funds are
involved, its enactment was a significant step in the
development of U.S. disability rights law.”
504 of the Rehabilitation Act prohibits discrimination
against individuals with disabilities in activities and

Section

programs carried on by any federal executive agency,
the Postal Service, or by any group or entity receiving
federal financial support. Not only did the Rehabilitation

Act facilitate access to areas such as employment and
education for people with disabilities, it also empowered
people with disabilities to enforce the rights granted to
them as independent actors in the judicial system.*

The Rehabilitation Act forbids discrimination based
on disability
those businesses which are working under federal

in federal employment (including
contract), in programs receiving federal funds, or in
programs sponsored by federal agencies.’! Section
504 of the Rehabilitation Act prohibits discrimination
and encourages non-discrimination by conditioning
the receipt of federal funds on compliance with the
statute.’> Section 503 of the Rehabilitation Act goes
beyond merely prohibiting discrimination and requires
affirmative action by government contractors and certain
subcontractors to include persons with disabilities.*

The Rehabilitation Act established the definition of
disability used in other federal laws, including the ADA.
Both acts adopt a three-prong definition of disability.
When originally enacted, the regulations used the
term “handicap.” This obsolete and prejudicial term
has since been changed to “disability” in describing
Both the

ADA and the regulations adopted under it use the

individuals who are under its coverage.

functional definition of an individual with a disability
as an individual who: “(i) has a physical or mental
impairment which substantially limits one or more of
such person’s major life activities; (ii) has a record of
such an impairment; or (iii) is regarded as having such
an impairment.”*

The Rehabilitation Act was the first federal legislation
that prohibited discrimination against persons with
disabilities.®> However, its scope was limited—it only
prohibited discrimination by the Federal government
and by other groups that either contracted with the
Federal government or received federal funds.’
Limiting the scope of the Rehabilitation Act to the
Federal government and federally-connected groups
excluded a large number of businesses and organizations
from the Rehabilitation Act’s coverage.’” Despite this
shortcoming, the Rehabilitation Act has had at least
two further positive effects. First, Section 504 of the
Rehabilitation Act is viewed as a model for drafting
multiple employment policies dealing with the hiring
and treatment of individuals with disabilities.*® Section
504 of the Rehabilitation Act also created a private right
of action under which individuals with disabilities are
able to sue on their own behalf if they believe they were
the subject of disability discrimination.*

While the Rehabilitation Act’s focus on discrimination
against people with disabilities in employment was a
major step in eliminating discrimination in one aspect

Health Law & Policy



of the lives of persons with disabilities, the creation of a private right of
action for individuals with disabilities was even more significant since it
opened up a means to effectively enforce rights of persons with disabilities
in a broad range of activities. Section 504 empowered individuals with
disabilities to become advocates for their own rights, rather than having to
sit passively and wait for the government to act on their behalf.

ii. The Americans with Disabilities Act of 1990

The Rehabilitation Act served as the precursor to the ADA and provided a
base from which the ADA expanded the rights it grants.** Although they
were not always successful, individuals with disabilities used Section
504 of the Rehabilitation Act in an attempt to gain access to education®!
and to gain or retain employment.*? Even after the Rehabilitation Act’s
enactment, persons with disabilities were subject to both conscious and
inadvertent exclusion and discrimination, due to the limited applicability
of the Rehabilitation Act and enforcement limitations within its sphere.
As a result, people with disabilities and their advocates undertook a grass
roots campaign and generated publicity to pass legislation that would
assure broader application of the rights of individuals with disabilities.*
The National Council on the Handicapped (now, the National Council on
Disability) developed a draft law.** The proposed congressional bill was
the subject of numerous hearings held in every state. Despite opposition
from groups such as small business owners, insurance companies, and other
special interest groups, Congress passed the ADA on July 26, 1990.%

The ADA purports to assure civil rights to individuals with disabilities.*
It extends the prohibition on discriminating against individuals with
disabilities into areas where no federal employment or funds are involved.*’
In addition to broadening the Rehabilitation Act’s prohibition against
discrimination, the ADA attempts to extend the obligation to accommodate
those with disabilities in numerous public places where individuals with
disabilities were otherwise excluded because of accessibility or other
existing limitations.*®

While the standards used in determining employment discrimination under
Title I of the ADA are the same as those used under the Rehabilitation
Act, Title I of the ADA prohibits discrimination on the basis of disability
in employment by any covered entity or employer that regularly employs
15 or more employees.” Thus, the ADA broadened the prohibition against
discrimination from only the Federal government and entities doing
business with it to most medium-sized and large organizations. Title I of
the ADA similarly extends the prohibitions on discrimination against those
with disabilities to state and local governments and their instrumentalities
and activities, as well as to certain forms of public transportation.® States
and localities may adopt their own laws prohibiting discrimination against
people with disabilities provided they are consistent with the ADA.5! Title
III of the ADA prohibits discrimination in public accommodations and

certain commercial facilities.”

The ADA adopted its structure from Title VII of the Civil Rights Act of
1964.3 Tt borrows provisions from and defines disability the same as it
is defined under the Rehabilitation Act. Significantly, the ADA went one
step further than previous laws, such as the Civil Rights Act of 1964, and
extended coverage against discrimination in the private sector to prohibit not
only discrimination, but to also affirmatively require accessibility in an effort
to avoid indirect discrimination as a result of lack of physical access.**
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The ADA adopted the three-pronged approach described above to define a
disability that invokes the ADA’s protections.’ This definition was adopted
from Section 706 of the Disability Act and, by reference, Section 504 of
the Rehabilitation Act.® Courts also adopted this definition in applying
the acts.’” Deafness fits within this definition of disability. However, the
definition of disability is not universal. Groups such as transvestites,*
users of illegal drugs (other than former drug users who have completed
rehabilitation),® homosexuals and bisexuals, and people who suffer from
certain other psychological disorders® are not considered to be individuals
with disabilities and, thus, do not receive protection under the ADA.

The ADA also contains enforcement mechanisms that go far beyond
anything contained in the Rehabilitation Act. Courts interpreted Section
504 narrowly in line with its scope, which applies to federal programs and
organizations receiving federal aid. Congress intended broader protections
for persons with disabilities and incorporated these protections into the
ADA. The Act designates specific federal agencies that have enforcement
powers and responsibility for implementing the Act.®! Further, the ADA
prohibits discrimination or retaliation against an individual who has alleged
a violation of the Act and creates a private right of action under Titles I and
I1.%

The ADA also loosens the standard of when an action may be brought
under the ADA. A person may bring a proceeding under Title I of the
ADA when he or she has “reasonable grounds for believing” that he or she
will be discriminated against because of new construction or modification
to public accommodations.®* Thus, a person with disabilities need not wait
until a public accommodation is constructed and he or she faces actual
discrimination before seeking a remedy. If an individual has a reasonable
basis to believe that the design of a public accommodation will discriminate
against him or her, the person may intervene before construction begins to
require modification to the facility.* This right potentially makes persons
with disabilities active participants in the design and planning of public

accommodations.

iii. Individuals with
Disabilities Education
Act (IDEA)

In order to ensure a

A attempts to

...the

“free igation to

appropriate public education”
for all students with disabilities,
Congress

mmodate

those with disabilities in
enacted the .
Individuals with Disabilities numerous public places
in Education Act (IDEA).®
The IDEA requires public

schools to provide children

where individuals with
disabilities were otherwise

. L . excluded...
with disabilities appropriate
learning environments and

assistance to promote their

education.®® States, and more

particularly school systems, are

periodically required to work with students and their parents or guardians to
develop an Individualized Education Program (IEP) for particular students
with disabilities. The IEP is developed by a team of professionals, as well
as the child’s parents, the teacher, and where appropriate, the student with
the disability. The IDEA provides a method by which parents of children
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oppositionto educating deaf
children in general education
classrooms and prefers, or
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with disabilities and schools can address disagreements
over the terms of the IEP and concerns about the student
and the program.

The IDEA requires periodic re-evaluation, allowing
for changes and using different approaches to find the
best way to help the individual student.”” In the case of
deaf individuals, assistance for children with disabilities
may include hearing aids or interpreters for the student
in class, since otherwise the child may not be able to
participate or learn from class lectures and discussion.

The IDEA requires that children with disabilities
(including those in institutions or care facilities)
be educated with children without disabilities,
when possible, in the least restrictive environment
reasonable.®® The least restrictive environment for an
individual is the environment most identical or similar to
that in which children without disabilities are educated
which still enables the child with a disability to flourish.
The environment includes the physical location and
facilities where the child is taught, as well as the means
and approaches used to teach the child. Further, if
possible, children are to be taught and participate with
children without disabilities in as many class activities
as is reasonable.

Implementation of the IDEA has led to numerous
disputes between parents and school systems since
the IDEA does not, and cannot, contain hard and
fast rules or explicit guidance on how to meet the
IDEA’s aspirational criteria.® Naturally, parents
want maximum assistance and benefits for their
children, while school administrators may view the
child’s needs or situation differently and may also be
constrained by available resources and funds. Whether
“mainstreaming” is reasonable and how much, or what
activities the child will participate in are determined
on an individual basis.”® Often the type of placement
for a student will depend on the child’s individual
disability. There is a wide continuum of what may
be considered the least restrictive environment for a
particular child. This environment may range from
full-time participation in general education classes
with supplemental aids to education in special
educational facilities or schools.”

The Deaf Community appears opposed to the least
restrictive environment when it is applied to place
a deaf student in general education classes. The
Deaf Community has exhibited forceful opposition
to educating deaf children in general education
classrooms and prefers, or insists, that deaf children
be segregated into special schools only for the deaf in
order to surround them with Deaf Culture.”

The IDEA is a complement to the Rehabilitation Act
and the ADA. It is consistent with the approach of
the other two acts because it permits persons with
disabilities access to a “free appropriate public
education”” so that the child has a chance to achieve
the maximum educational benefit that the child’s
Like the ADA, the IDEA
permits the individual with a disability, or at least

disability will permit.”

their parents in the case of children, to be a partner in
advancing the interest of the person with a disability.

The Rehabilitation Act, the ADA, and the IDEA are
important not only because of the rights that they
create for persons with disabilities. The acts also
reflect an underlying shift in the view or model
by which society and government understand the
individual with a disability and that individual’s relation

to society.”

C. The Emerging Movement of Deaf
Culture Among the Deaf

The deaf do not have a uniform view of their condition.
One deaf commentator has described the situation as,
“[t]he world of deafness often seems Balkanized, with
a warlord ruling every mountaintop.””® At its simplest,
the deaf fall into two basic groups characterized as the
“deaf” and the “Deaf.” The deaf view their condition
as a physical or medical condition and as a disability
or impairment.”” The Deaf do not consider themselves
to have a disability and view their condition as a label
of a separate subculture to which they voluntarily
subscribe as members.”® They do not view themselves
as medical cases and, instead of labeling themselves as
individuals with disabilities, believe that the Deaf are
“different.”” Rather than finding this difference to be
a negative factor, Deaf Culture aggressively asserts that
the Deaf may be different but they are equal.®® In its
extreme form, this assertion leads to a desire to create
a separate but equal classification for the Deaf. This
clearly is at odds with the goal of current U.S. disability
rights laws that seek to create equality for individuals
with disabilities by integrating them into society.

Even within the group of individuals who classify
themselves among the Deaf, there is a range of attitudes
toward the deaf and the Deaf. The most extreme of the
Deaf have been referred to as “absolutists” by I. King
Jordan, the past President of Gallaudet College, the
preeminent university for the deaf.®! This group believes
that a person either supports American Sign Language
(ASL) or they are not Deaf.®? This diversity in beliefs
has led to friction within the Deaf Community. Recently,
Jane K. Fernandes was ousted as President of Gallaudet
College because of student and faculty opposition.®
The opposition was based, in some quarters, on the fact
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that she was not “deaf enough,” having only learned ASL when she was
in her twenties.® This controversy highlights the varying approaches to
deafness within the deaf community.

Under the traditional medical model of disability, which views functional
ability on a scale of normality, deafness was characterized as a disability.®
Deafness was viewed as an individual shortcoming that needed to be
corrected or cured. However, the Deaf Culture movement, or the Deaf
Community, adopted the view of disability as a social construct.* Contrary
to the medical model that mandates changing an individual or helping the
individual to adapt, the Deaf Culture movement believes that mainstream
society should modify social and environmental factors to allow the full
participation of individuals with disabilities, including individuals with
hearing impairments.’” Yet, at the same time, it advocates self-segregation
in educational facilities, such as Gallaudet College, and the avoidance of
treatments or devices that may enable the deaf to regain some or all of their
hearing.®

The Deaf Community goes one step further than the social model of
disability. Deaf Culture rejects deafness as a disability in its entirety,
viewing Deafness as a subculture existing within American culture.
This Deaf subculture is entitled to exist as a recognized classification or
minority similar to an ethnic or racial group. As a result, Deaf Culture is
strictly opposed to “correctional” methods to improve hearing.® The Deaf
Community views deafness as a characteristic that should be appreciated and
valued,” and believe that deafness is only a different way of life.”! Further,
they believe that any effort to cure Deafness would be a repugnant attempt
to eradicate a culture, with some individuals going so far as to consider it an
attempt at genocide.”

Deaf Culture views discrimination against deafness, or audism, as a form
of discrimination similar to racism, based not on perceived physical
limitations of the individual, but rather based on the perceived difference
in the characteristics of the individual.”> While race is generally physically
apparent, deafness is not necessarily visually apparent. Further, the Deaf
differentiate themselves from individuals with other physical impairments
such as blindness.” Advocates for the proposition that the Deaf are different
from other individuals with disabilities assert that their Deafness makes
them “ineradicably different” because of their inability to receive and

process auditory signals and learn speech.”

This argument is weak, since the blind suffer from the same ineradicable
difference since they cannot receive and process visual signals. The Deaf
Community does not answer the question as to how auditory signals are
different from or more important than visual signals, except by the implicit
assumption that sound is more important than sight.”® The only answer that
the Deaf Community proposes to this argument is one that implies that a
person must be Deaf to understand the difference. They point out that while
an individual can simulate blindness, one cannot truly simulate deafness
since a hearing person who simulates deafness still has the knowledge of
what sound is.”

The language of Deaf Culture is sign language, and specifically American
Sign Language (ASL) within the United States.”® The Deaf Community
views itself as a natural environment for not only deaf children, but all Deaf
individuals. The Deaf Community not only welcomes those whose ability

to hear is impaired, but also any individuals accepting their cultural beliefs
and norms and associate themselves with the Deaf Community.” Not all
individuals who are unable to hear are considered Deaf or members of the
Deaf Community. Those individuals who have taken steps to assimilate
within mainstream hearing society are not considered to be a part of the
separate Deaf Culture.'” In the recent past there has even been talk by some
members of the Deaf Community of creating a Deaf Town.'?! This separate
town would replicate deaf enclaves that existed in the past and would

provide a home for what the advocates see as the unique Deaf Culture.!??

While society has made great steps and advances towards “curing” deafness,
the Deaf Community is adamantly opposed to taking steps to “correct”
hearing impairments. One such technological advance is the cochlear
implant, an electronic device that is surgically implanted in the ear to create
electronic stimulation of hearing nerve fibers. Cochlear implants allow
sound to be transmitted to the brain.!®® The Deaf Community is ardently
opposed to such devices, calling them “the ultimate invasion of the ear,
the ultimate denial of deafness, the ultimate refusal to let deaf children be
Deaf.”! The more extreme elements of Deaf Culture even oppose further

research into cures for deafness.'%

The Deaf do not believe that deafness is something that needs to be, or
should be, cured.! Instead, they believe that deafness is a characteristic
that should be embraced.!”” Deaf adults have the ability to make decisions
for themselves as to whether they want treatments that may “cure” or lessen
their deafness, such as cochlear implants. However, children who are born
deaf, or become deaf, do not have this decision-making right. Parents
generally make the decisions as to a child’s health care and treatment.
Since the vast majority of deaf children are born to hearing parents,'®
in many of these cases, the decision as to whether to attempt to treat a
child’s deafness will be made by parents who are not members of Deaf
Culture. It is unlikely that courts will give standing to members of the Deaf
Community who are not a child’s parents in determining a child’s medical
treatment. Thus, the choice between being Deaf and deaf will be made for
the individual.

Deafness is clearly defined as a disability under the ADA, as major life
activities include hearing,'” and hearing impairments are clearly specified
as a physical or mental disability.!"® While this resolves the issue for most
individuals and entities, the Deaf Community takes a different view. The
Supreme Court has highlighted ambiguities in the definition of disability

under the ADA and its implementing regulations.'!!

The Deaf Community and its supporters feel strongly that being deaf is not
a disability. Yet, consistent with the other paradoxes that surround the Deaf
Community, it has been a leader aligning itself with the disability movement
in supporting the passage of the ADA."? Historically, both those living with
other disabilities and those who are deaf experienced the same oppression.
In the United States, persons living with physical and mental disabilities,
including the deaf, have been institutionalized and segregated from the rest
of mainstream society, and have even been faced with attempts to be wiped
out of the future through the eugenics movement.'"?



Undeniably, there are commonalities between those who support the
disability movement and those in the Deaf Community. Both groups
attempt to change the perception of what it means to live with a disability,
moving away from the idea of impairment or the idea that an individual must
conform to society, and instead, toward a concept that individual variability
is desirable and worthy of respect.!"* Further, both groups believe in the
right to self-determination.'"

The Deaf Community takes pains to separate itself from other disability
advocates and points out the differences between itself and those accepting
the concept of their disability. Unlike other people with mental or physical
disabilities, the Deaf often point out that simulations of being deaf are not
the same because temporary loss of hearing is not the same as everyday life
without hearing.!"® While the disability movement believes that persons
with disabilities should be indistinguishable from the rest of society, the
Deaf Community thrives on its “differentness” and attempts to segregate

itself and exist as a separate group or minority within society.!"’

The dichotomy between the disability movement’s efforts to integrate
individuals with disabilities in society and the Deaf Community’s efforts
at self-segregation are clearly seen in their diverging views on education.
The Deaf Community has created segregated education facilities for the
deaf, establishing their own schools to teach ASL and reject audism. At
the same time, the disability movement is a strong proponent of inclusive
education and accommodations to allow individuals to be accepted in

society.!®

The Deaf Community’s goal of separate education goes far
beyond deaf pride, since pride in deafness does not mandate that the deaf

be separate from the general population.

The Deaf Community also has some striking similarities to groups that
have faced past discrimination based on race or gender. Many ethnicities
such as Hispanics and African-Americans have been in an inferior or
minority position in American society. The Deaf Community compares
itself to these groups. Like Hispanics, the Deaf Community identifies
itself as a linguistic minority or subculture that ought to be honored.'?
Like characteristics of an individual’s race and gender, deafness is an
uncontrollable characteristic.

However, in City of Cleburne v. Cleburne Living Center,'™ the United
States Supreme Court distinguished the category of persons with
disabilities from race and gender when it comes to analyzing governmental
action under the Equal Protection Clause. While governmental actions
based on classifications of race received the highest scrutiny and gender
classifications receive intermediate scrutiny, in reviewing governmental
actions relating to people with disabilities, the Supreme Court declared
that these actions need only to be analyzed to determine whether the
governmental action is a rational means to serve a legitimate end.'?! This is
a very low standard of judicial scrutiny because as long as the government
demonstrates a legitimate state interest and the classification or treatment
is rationally related to this interest, the classification is constitutional and
passes muster.'? Interestingly, although the Supreme Court granted great
deference to governmental actions and established a very low standard of
judicial scrutiny, the Court in Cleburne nonetheless invalidated the City
of Cleburne’s action denying the living center’s application.!'?

This low standard of scrutiny affords states “wide latitude” in social and

economic legislation.'* Tt does not support affirmative action to level
the playing field for deaf individuals or place them in a favored position
to make up for past wrongs. While the Cleburne Court determined that
persons with disabilities, namely individuals with intellectual impairment,
had a “non-suspect” status, it acknowledged that physical disabilities

«

often have a relation to an individual’s “ability to perform or contribute to
society.”'? The Court noted two factors that applied to the individuals with
intellectual disabilities, but that are equally applicable to all individuals
with physical or mental disabilities. The first factor is a “reduced ability to
cope with and function in the everyday world.”'?¢ The second factor is the
variability among individuals who have the same disability.'”” Although
Cleburne dealt with intellectual disability, the general principles are

equally applicable to the deaf.'?

This distinction between disability and race and gender in applying equal
protection criteria also emphasizes two additional pragmatic points. First,
it highlights the need for a thoughtful analysis of the applicable general
legal standards to various groups of individuals in determining their
similarities and differences when it comes to applying equal protection

concepts.'?

Second, it argues against the Deaf position that the Deaf are
a separate subculture. Based on the Cleburne analysis, Deaf Culture’s
claim to be a subculture or linguistic group becomes irrelevant. Courts
are unlikely to grant any special consideration to Deaf Culture other than
under the low standard of actions furthering a legitimate governmental

interest.

Perhaps the Deaf Community is most similar to the homosexual community,
in that deaf individuals, more often than not, do not share this distinct
characteristic with their parents.!*® Therefore, both homosexuals and Deaf
individuals may join their respective cultures later in life and do not learn
the “ins and outs” of their community at home but rather at school or from
others outside of their family."*! Further, disability appears to receive
similar judicial treatment to that given to the homosexual community.
Classifications based on sexual orientation have only been given “rational
basis” scrutiny and therefore, the treatment of homosexuals in courts has
been very similar to that received by individuals with disabilities, including
those individuals who are deaf. ' But the ADA specifically excludes
homosexuality as a disability that falls under the ADA’s protection.'**

To a large extent, the argument as to whether deafness is a disability and
whether Deaf Culture is a subculture or minority is irrelevant. Because
both the Rehabilitation Act and the ADA provide that a person is defined
as having a disability if that person is generally perceived by others as
having a disability, people who are deaf are able to obtain the protection
of both acts based on society’s perception of deafness as a disability
independent of an individual’s willingness to admit that he or she has a
“disability.”

Case law under the ADA validates the position that, if a person or
organization covered by the ADA regards an individual as having an
impairment, that belief, whether or not correct, is sufficient to bring the
individual within the protection of the ADA."** The Equal Employment
Opportunity Commission has interpreted this “regarded” test in its
regulations to provide that impairment includes physical or mental
conditions that do not substantially limit “major life activities” but
are regarded as doing so by a covered entity. Impairments also include



conditions that limit major life activities only because of
the attitudes of others, and conditions, outside of certain
enumerated conditions under the regulations, that are
treated by a covered entity as a “substantially limiting
impairment.”'* This approach to the “regarded” test
focuses not on the individual’s self-perception, but on
how others perceive the individual.

Under this analysis, the individual’s perception of his or
her condition is a sociological issue rather than a legal
issue. This approach also has the added benefit (along
with the logical paradox) of permitting individuals to
determine both how they perceive themselves and
whether they will choose to seek the protections and
benefits granted by disability laws regardless of that
self-perception.

B. The Conflict Between Self-Segregation
and Integration: The Puzzle of Education

No area highlights the conflict between the goals of
Deaf Culture and disability law better than education.
The goal of the IDEA is to mainstream children with
disabilities to the maximum extent consistent with
This reflects
an underlying desire to provide both equality of

their abilities and educational needs.'*

opportunity and integration of children into society to
the maximum extent feasible.'*” The prevalent theory
is that children with disabilities placed in integrated
classrooms will not only personally benefit, but children
who do not have disabilities will also benefit by seeing
human diversity and learning tolerance.'*® In this sense,
mainstreaming under the IDEA is analogous to racial
integration of schools.

Deaf Culture opposes this integration, however, it also
wants to coexist within society as a separate subculture.
In a movement that can be compared to resegregation,
Deaf Culture advocates separate education for the deaf
Members of the
Deaf Community want their children to be like them.
The Deaf Community seeks to liberate the Deaf from
what it sees as oppression by setting up an alternative

and exclusive reliance on ASL.'®

community and alternative education. It vigorously
asserts the positive attributes of being deaf while
largely denying the negative drawbacks. These values
of the Deaf Culture are best preserved and passed on to
future generations by teaching them to deaf children in
an educational setting that is separate from the general
population.!®® Rather than focusing on the problems that
come from deafness in a hearing society, they often feel
that since they have had the experience of being deaf,
they will be able to assist their children.'! The Deaf see
separate, residential education as a way of preserving
Deaf Culture.'? They downplay the costs of separate
schools, where it is dramatically more expensive to

educate a child than it is to educate the same child in a
mainstreamed environment.'* Since funding for public
education is limited, establishing separate schools and
universities for the deaf reduces the funding available
for all other children, whether or not those children are
living with a disability.'*

Parents make the educational decisions for their minor
children.'* The model under the IDEA is that, to the
maximum extent feasible, children who are deaf will be
given special assistance and mainstreamed with hearing
children.'** However, mainstreaming runs directly
contrary to the position of Deaf Culture. Parents,
educators, and specialists develop an IEP for the child.
Unless the parents and the educators determine that
segregated education in a special facility is in the best
interests of the child, the Deaf Community’s goal of
separate education is unlikely to be achieved. In fact,
the position of the Deaf Community likely will not be
heard or considered in developing an IEP for the deaf
child unless the parents subscribe to Deaf Culture. This
is consistent with the general approach that parents have
the right and power to make decisions for their minor
children.

C. Evaluating Existing Disability Laws

Regardless of whether Deaf Culture chooses to view
the Deaf as having a disability, a system of laws is in
place that prohibits discrimination and requires a broad
range of public and private parties to make reasonable
accommodations for individuals with disabilities.
Even if the Deaf choose to reject the position that the
deaf suffer from a disability, they nonetheless seek the
benefits of laws protecting persons with disabilities.
Laws that prohibit discrimination against individuals
with disabilities and that assure them rights to the
facilities enjoyed by society as a whole also protect those
who are deaf but who do not accept the positions taken
by the Deaf Community. The key issue is whether the
existing provisions of the ADA are sufficient to protect
the deaf or whether further legislation is advisable.

Importantly, it is possible and feasible to enact
federal and state legislation that requires or prohibits
particular conduct. The ADA is a clear example of such
legislation. The ADA both prohibits discrimination
against persons with disabilities and requires broad
classes of governmental bodies and private interests
to make reasonable accommodations for people
with disabilities, including individuals who are deaf.
However, the modification of attitudes is a more
gradual process, but by mandating conduct, legislation
can modify attitudes over time. The Civil Rights Act
of 19647 and subsequent civil rights legislation have
generally modified societal attitudes. Similarly, the ADA
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has created societal changes that do not automatically
create acceptance of persons with disabilities but that
do facilitate the integration of those individuals with
disabilities who do want to participate in society.'*®
While these laws do not require participation, by
requiring reasonable accommodations for people with
disabilities and prohibiting discrimination based on
disability, they facilitate participation in society.'*

Evaluating the status of individuals who are deaf and
determining whether they receive adequate protection
under existing disability laws involves issues of both
law and sociology. Disability laws focus on the ability
of individuals to function within society on a basis that
is equal with people without disabilities.'® Further,
American disability law adopts the rights model so as
to empower individuals with disabilities to assert the
legislative rights granted to them.'”' Deaf Culture takes
the approach that the Deaf are a separate subculture and
a minority group. The implication of this approach is
that Deaf Culture is a group that is protected not just
by the ADA but also by civil rights legislation. The
initial determination is whether Deaf Culture is really
a culture. The secondary determination is whether it is
possible or desirable to treat the Deaf as a minority.

Regardless of whether Deaf Culture is a subculture
or minority, existing disability laws provide certain
protections for persons with disabilities. It is appropriate
to evaluate whether existing provisions of these laws
achieve the goals of preventing discrimination against
the deaf because of their condition and facilitating their
ability to function on equal footing with persons without
disabilities. If existing disability law is not adequate
to achieve these goals, it is appropriate to determine
what legislative provisions would be necessary to do
so. Finally, as a policy matter it is appropriate to ask
whether adopting special laws or treating Deaf Culture
as a culture is a regressive step toward the discredited
doctrine of separate but equal.

D. Determining Whether Deaf Culture is
a Subculture May Be Sociologically Useful,
But is Legally Irrelevant

Deaf Culture is often seen as a response to society’s
“rejection” of deaf individuals, which leads these deaf
individuals to establish their own unique subculture.'>
The Deaf Community believes that they are entitled
to legal and social recognition as a minority linguistic
culture based on their use of ASL.'®> The Deaf view
their minority group as disadvantaged only relative to
the rest of hearing society due to the construction and
structure of majority society around the needs and

abilities of people who are able to hear.!>*

Critics have disputed this identification of the Deaf
Community as a subculture. These critics view Deaf
Culture as a lifestyle choice that is adopted by the
Deaf.'> Therefore, these critics do not view the Deaf as
a separate ethnic, religious, or racial group.'*® Deafness
affects members of all ethnic, religious, and racial
groups. Further, if the deaf are a minority linguistic
group, there is ample precedent for meeting their needs.
Spanish-speakers also comprise a linguistic minority
that has been accommodated in the United States.
Many of the materials that are supplied by the federal
and state governments are made available in Spanish
and other languages as an alternative to English. The
same accommodations are made available to the deaf
through the availability of facilities such as teletype,
relay, assistive devices, and ASL interpreters.

Determining whether Deaf Culture is a culture or
subculture or minority group starts with determining
exactly what comprises a culture or subculture.
Culture is a concept which mixes both legal and
sociological concepts and has many definitions.!”’
The sociological concept of culture may be useful as
a starting point for developing a legal definition of a
culture or subculture since it provides a framework
for applying the concepts of what a culture is to the
facts that relate to a specific group, such as the deaf.
However, based on cases such as Cleburne, although
the concept of culture may have some relevance in
criminal law, it seems to have little value in the field
of disability rights law.'>$

While the deaf share tendencies toward certain
behaviors, deafness does not occur based on any one
characteristic.’®® Clearly, deaf persons must rely more
heavily on visual input than hearing persons do. To
the extent that they cannot receive auditory signals,
they must compensate through the use of sight. ASL
also can provide a common characteristic.'® Putting
aside the opposition of Deaf Culture to their use, the
availability of cochlear implants permits many people
who otherwise would remain deaf to gain some form
of hearing.  Deaf persons also tend to marry other
deaf individuals more frequently than they marry
hearing individuals.'®" The current estimate is that 90
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percent of deaf people marry other deaf people.

Deafness occurs throughout all nations and cultures
and is found in all races and religions and among both
men and women.'®® Ninety percent of deaf children
are born to hearing parents and 90 percent of deaf
parents have hearing children.'® Many deaf persons
suffer from other societally-imposed disabilities that
can subject them to multiple discriminations. Like
other members of the racial group to which they
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belong, members of minority racial groups may
suffer from both audism and racial discrimination.!®
An African-American woman who is deaf may suffer
from three forms of discrimination: racism, sexism,
and audism.

One author has commented on the similarities between
the negative stereotypic terms that the Belgians used
to describe the Africans that they colonized and the
stereotypic terms used to describe the deaf when
training teachers, doctors and social workers to
work with the deaf.'® But negative stereotypes and
discrimination do not create a culture or a subculture.
They may be evidence of a suspect classification upon
which legal protections are based, but not evidence of
a distinct culture or subculture.

Despite the similarities shared by the deaf and the
differences among them, the key question is whether
a group of people “manufacture” a subculture by their
conduct. An individual cannot elect to become African-
American, Hispanic, or [talian-American. An individual
acquires this racial or cultural status by birth. While the
deaf may be born deaf or become deaf, this should not
be seen as creating a subculture. While a person cannot
change races, a person can either embrace or reject their
cultural heritage. In the same manner, people may be
born into a religious group but either choose to remain
in that faith or leave it of their own volition. And while
it is possible to embrace a culture even if an individual
is not born into it, doing so does not create a new ethnic
identity.

E. Deaf Culture Attempts to Create a New
Subculture.

While it may be a cultural movement, Deaf Culture
should not be considered a culture or subculture.'” Deaf
Culture clearly is a minority group within American
society. Its members express a sense of solidarity, at
least within a range of general attitudes. Deaf Culture
embraces ASL as a medium of communication and
rejects “curing” deafness by means such as cochlear
implants.'® Tt is difficult to consider ASL as a separate
language instead of a means of communication based
on American-English. Nor have the deaf universally
adopted ASL as a means of communications.'® Unlike
other cultural or racial groups, the members of the Deaf
Community do not share “communal characteristics”
like race, national origin, or other commonly recognized
cultural characteristics.'”” The Deaf may be subject
to multiple characteristics that may potentially lead to
discrimination, such as race, gender, or other physical
or mental disabilities. Any one of these traits may be
a basis for discrimination, but not all of these traits

are communal characteristics. Physical impairment

is fundamentally different from race or gender. The
only universal trait that the deaf share is their deafness.
Except for this one common trait, the deaf represent a
cross-section of society as a whole. Acknowledging
Deaf Culture as a culture is, in essence, acknowledging
that any group of like-minded people can create a
subculture.

However, Deaf Culture may be a movement within
a larger group that is gaining recognition — disability
culture. Persons with disabilities have been subjected
to discrimination and, in some cases, persecution for
all of recorded history.!” Disability culture is difficult
to define precisely, but one commentator has noted
that it is a group identity that is based on a common
history of oppression and common toughness that
allows for the formation of cultural artifacts such as
art, music, and literature which allow individuals with
disabilities to express their life experiences.”” This
approach is sociological. Disability culture can also be
viewed as a psychological phenomenon, because it is a
psychological response by a minority population to the
majority’s treatment of that minority group manifestred
in attitudes and responses.'”

Classifying Deaf Culture or even disability culture
as a subculture or culture is sociologically and
psychologically relevant, but not necessary to assure
that the deaf are afforded the protection of disability
laws. The deaf fall within the definition of disability in
the ADA. An individual has a disability when he or she
have “a physical . . .impairment that substantially limits
one or more major life activities . . . .”!™ Paradoxically,
Deaf Culture rejects the notion that the Deaf have a
disability because of their deafness, while they also
want protection of disability laws so they have both
protection from discrimination and accommodations
for their condition.!” Despite this logical inconsistency,
Deaf Culture does have a legal basis for this position.
The ADA definition of disability does not require that an
individual acknowledges his or her disability. The ADA
definition of disability includes individuals who are
“regarded as having such impairment [that substantially
limits one or more major life activities].”'’® Under the
ADA definition of disability, the test is a dual-pronged
one. An individual can have an objectively observed
physical or mental condition that interferes with major
life activities, or he or she can be perceived by others as
having an impairment.'” Deaf Culture does not argue
that the non-deaf world does not perceive the Deaf as
having a disability. Members contend that the Deaf do
not perceive themselves as having a disability.

The other possible field in which the treatment of Deaf
Culture as a culture or subculture may have relevance
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is in international human rights law. If Deaf Culture
could convince the international community that the use
of devices such as cochlear implants and mainstreaming
children into schools with hearing children amounts to
eugenics, then they could make the argument that Deaf
Culture is in danger of being eliminated and is being
subjected to the same treatment as other repressed
minorities.'” This argument overlooks the fact that in most
other situations, the repressed minority is distinguished by
factors such as race, ethnicity, or religion.

Further, the United States historically has not ratified
Notably, the
United States has announced that it will not adopt the
pending U.N. Convention on the Rights of Persons with
Disabilities.!® This Convention would be most relevant to

international human rights treaties.!”

the rights of individuals with disabilities. However, given
the U.S. position that it will not join in such international
agreements, should Deaf Culture succeed in convincing
even part of the international community of its position,
international comment alone will not likely change to
position of the U.S. Government.

Based on the current state of disability laws in the United
States and the U.S. position on international human rights
law, the concept of Deaf Culture is a legal irrelevance.
Based on the Supreme Court’s ruling in Cleburne, Deaf
Culture will likely not receive special protection under civil
rights law or an equal protection argument.'$! While the
concept of Deaf Culture may have sociological relevance,
it does not provide the basis for expanding the rights or
protections of the deaf. Further, the position of the Deaf
that they are different and not living with a disability, and
the drive of some in the Deaf Culture for resegregation,
does little to advance their political goals.

F. Additional Laws Applying to the Deaf
Community are Not Necessary

Existing disability rights laws are not perfect, nor are they
The ADA requires that public

accommodations include reasonable accommodations for

universally applicable.

individuals with disabilities."® However, every location
and facility is not a place of public accommodation, nor
can all accommodations be considered reasonable.'®
Economics enters into the analysis of what is a
reasonable accommodation.'® Determining reasonable
accommodation involves a complex analysis of the cost
of modifications or an analysis of the financial ability of
a small employer to provide such facilities. Nor does
the ADA require that employers hire individuals with
disabilities for jobs for which they are not qualified.'®

There also may be a range of technological solutions
to afford reasonable accommodation that are viable
but which may be more or less attractive to owners

and individuals with disabilities. For example, to

permit deaf individuals to understand the audio portion
of motion pictures, it is possible either to use open
captioning (i.e. subtitles) or a rear-window captioning
system.'® However, some hearing moviegoers object to
open captioning because they find it intrusive.

These sorts of issues illustrate that laws such as the
ADA are imperfect.
disabilities, including individuals who are deaf, involves

Accommodating persons with

compromises that respect the rights of individuals
without disabilities, commercial and social interests,
and individuals with disabilities. Also, individuals
with disabilities, including the deaf, are not monolithic.
They have individual needs and varying situations. The
rights of the majority must also be considered when

considering the rights of individuals with disabilities.

Despite the imperfections in laws such as the ADA, it is
not advisable to adopt disability laws targeting people
with specific disabilities unless there is a compelling
reason to do so. Targeted disability laws create several
risks. First, they will create even more regulations,
litigation, and conflicting requirements than generic
disability laws such as the ADA. Lawmakers must
consider the interests of employers and owners along
with the interests of people with disabilities. Multiple
sets of requirements impose additional burdens on
employers and owners. Second, singling out people
with a specific disability creates the possibility that one
group of people with disabilities will be pitted against
another. Creating separate classes can only weaken
the chances of unified action to further the rights of
persons with disabilities. Advocates for the deaf were
early supporters of the ADA and played a major role in

obtaining its passage. ¥’

In contrast, it is equally dangerous to adopt legislation
that would codify the positions taken by Deaf Culture.
The Deaf Community is a subgroup among the deaf and
does not represent the positions of all deaf persons.'®
Adopting legislation that satisfies the desires of the Deaf
Community would both undo federal disability law and
create further fragmentation of the deaf. Requiring or
encouraging separate deaf-only education and mandating
use of ASL would go against the goals of the IDEA,
which is intended to permit students with disabilities to
participate in regular educational settings to the extent
that they can benefit from being mainstreamed, even
when this requires extra accommodations and cost.
Giving representatives of Deaf Culture a role in the
medical treatment and development of IEPs of deaf
children other than their own would run against the
existing general rights of parents to determine the health
care and education of their children.
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III. Conclusion

Whether deaf individuals consider themselves to be living with a disability
or merely view themselves as being “different,” as Deaf Culture advocates,
these individuals still fit within the definition of having a disability under
existing disability rights laws such as the Rehabilitation Act, the ADA, and
the IDEA. Thus, they are entitled to the protections and benefits of these
laws, if only because they are regarded by others as having a disability.
While the question of whether Deaf Culture is a linguistic minority or a
subculture raises debatable sociological issues, the answer to this question
does not create any unique rights for the Deaf Community that set it apart
from other individuals with disabilities. Based on present law, it is not
advisable to adopt additional legislation granting different treatment or
special rights to individuals who are deaf in addition to the rights and
accommodations the law gives to all other people with disabilities.
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States face the
decision of whether to

mandate a vaccine for a

sexua”y transmitted infection

or notdesrequire citizens
to receive a vaccine that

prevents cancer.

MANDATING HEALTH: COMPARING DIFFERENT

STATE APPROACHES TO THE DISTRIBUTION OF THE
HPYV VaAccINE

Jessica Kennington™

1. Introduction

The American Cancer Society estimates that in 2008, over
11,000 women will develop cervical cancer and roughly
4,000 will die from the disease.! About 70 percent of
cervical cancer cases result from human papilloma virus
(HPV) types 16 and 18.2 In 2006, the Food and Drug
Administration (FDA) approved the first HPV vaccine,
Gardasil, which prevents not only cancer-causing HPV,
but also HPV types 6 and 11, which cause genital warts.?
The Center for Disease Control and Prevention (CDC)
estimated that 6.2 million people contract a genital form
of HPV each year, infecting over half of all sexually
active men and women at some point in their lives.*

‘While drug companies test the HPV vaccine to determine
if it can provide protection for men, in the meantime,
legislatures must determine what to do with a single-sex,
sexually-related vaccine.® States face the decision of
whether to mandate a vaccine for a sexually transmitted
infection or not to require citizens to receive a vaccine
that prevents cancer.®

This article analyzes and compares the different legislative
approaches to Gardasil by examining traditional
vaccination methodologies and exploring how state
approaches expand upon and violate those methodologies.”
The second part of this article examines the legal basis
for mandatory vaccinations and the arguments against
compulsory immunizations.® The third part of this article
analyzes how Virginia, New Hampshire, and Texas have
responded to Gardasil and determines how each state
approaches the legal arguments for vaccination.” Finally,
this article identifies one approach as being the most
effective and responsible method of distributing Gardasil
to a state’s population.'

I1. Background

A. Different State Approaches to the HPV
Vaccine

States generally take one of three different approaches
to vaccinating schoolgirls with Gardasil."! The first
approach, taken by Texas, neither provides nor requires
HPV immunization, leaving all vaccination decisions
to parents.’> The second approach, exemplified by

* Jessica Kennington is a J.D. Candidate, May 2009, at
American University Washington College of Law. She
would like to thank her mom and Tom.

Virginia, requires schoolgirls to receive the vaccination,
but allows parents to opt-out of the vaccination for any
reason.'* New Hampshire introduced the final approach
by not requiring vaccination, but providing the vaccine
to all girls in the state free of cost.™*

i. Texas

Texas exemplifies a conservative approach to Gardasil
by not mandating, recommending, or arranging for the
distribution of the vaccine.”® The Governor of Texas
signed an executive order, directing the state Department
of Health and Human Services to adopt the required
vaccination of 11-12-year-old girls.! In response, the
state legislature immediately passed an amendment
overruling the executive order, breaking from traditional
immunization legislation by requiring parents to opt-in
for their children to receive the vaccination, rather than
requiring them to opt-out of mandatory vaccination.'”

ii. New Hampshire

Taking the middle ground between Texas and Virginia,
New Hampshire side-stepped the issue of mandating
a controversial vaccine when the state Department of
Health and Human Services (HHS) announced that it
would distribute Gardasil free of cost.'® New Hampshire
has a comprehensive state immunization program
to provide children with vaccinations for numerous
diseases, including HPV, free of cost.!” Because
the inclusion of the HPV vaccine did not change the
overall budget for the immunization program, the New
Hampshire legislature had no role in approving the
distribution of Gardasil.*® Since the initial dispersal of
Gardasil in January 2007, more than 14,000 doses have
been administered in the state.”!

iii. Virginia

Virginia introduced a new approach to vaccination
by mandating the vaccination of schoolgirls, but
allowing parents to forego the vaccine for any reason.?
Beginning in October 2008, Virginia will require
schoolgirls entering the sixth grade to receive a HPV
vaccine.?® The addition of this vaccine required the state
legislature to amend the state vaccination plan, which
currently allows families to opt-out of vaccinations if
the vaccination would be medically detrimental to a
child, or if families’ strong religious beliefs prohibit the
administration of a vaccine.” Traditionally, if a family
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claims a medical exemption, the school board must receive a statement from
a physician or nurse practitioner verifying the reason for the exemption.”
When Virginia begins to require the use of the HPV vaccine in October,
parents and guardians will have the right to refuse that vaccination for
their child on any grounds because HPV is not communicable in a school
setting.?

States’ authority to mandate vaccination originates in their police power, as
vaccinations protect public health and public safety.?” Airborne diseases,

Eduardo Pezo, MPH"
For a mandatory vaccination program to succeed, the partnership between
the private and public sectors needs to work well so the clients as well as the
providers become educated. Education is a vital part of any comprehensive
vaccination program, particularly for something as new to the public as
Gardasil. Acceptance among gynecologists and physicians is generally
high, depending on factors such as a patient’s gender, age, and sexual
history, as well as efficacy of the vaccine.! A review of a research study
regarding HPV and HPV vaccine acceptability also indicates that health
care providers and professional health organizations play a large part in
a parent’s decision to vaccinate his or her child.> Parents are more likely
to follow the recommendations and information put forth by health care
providers, and health care providers are more apt to follow a professional
health organization’s endorsement of a vaccine.®* Thus, health care providers
will likely play a pivotal role in relaying information about HPV and HPV

immunization in order to ensure the targeted population is vaccinated.

Surveys have shown that when the HPV vaccine is presented under the
umbrella of sexually transmitted disease-protection, females are less likely
to be inoculated.* Researchers at the University of Pennsylvania observed
that the way in which the vaccine is represented by the media influences
opinion toward vaccination among females. They surveyed 635 adults over
the age of 18, about half of whom were females, assigning each to read
one of three paragraphs about the vaccine (each emphasizing a different
perspective):

a) The vaccine protects against cervical cancer.

b) The vaccine protects against cervical cancer and sexually transmitted
infections.

¢) The vaccine protects against cervical cancer, sexually transmitted
infections and may or may not lead to increased sexual promiscuity among

those vaccinated.’

More than half had heard of HPV, but 80 percent expressed that they had
never spoken to a health-care provider about the virus. When females read
that the vaccine protects only against cervical cancer, 63 percent explained

like smallpox once presented a serious health and logistical problem to
cities and states when quarantine was the only option for combating the
spread of the disease.® Using state police power, states could require
widespread vaccination and quarantine.”” The Supreme Court has defined
“police power” as everything essential to public safety, health, and morals
that the state has legitimate authority to remedy.*

In Jacobson v. Massachusetts, the Supreme Court held that states have a
fundamental interest in preventing the spread of communicable diseases,
and, as such, have the police power to mandate vaccinations and require

they were “very likely” or “somewhat likely” to get vaccinated, compared
with 43 percent of those who read the vaccine protects against cervical
cancer and a sexually transmitted infection.® Doctor Susan Towns, head
of the Department of Adolescent Medicine at the Children’s Hospital in
Westmead, Maine, explains that, “This is confronting because it’s associated
with sexual activity, which most parents aren’t thinking of in their 11- and
12-year-olds. It’s a hard one because you don’t want to be framing it as
though you’re giving permission for early sex.”” One possible effective
way to approach the mandatory HPV vaccination campaign is to respect
religious and cultural sensitivities and differences by promoting it to be an
anti-cancer vaccine rather than as a STD-related vaccine.

Campaigns mandating the new vaccine holds great promise for millions
of females. Not only can the HPV vaccination greatly reduce deaths and
morbidity attributable to cervical cancer, but it also has the potential to
reduce the economic, emotional, and psychological burdens that women
may experience from the diagnosis through the progression of this chronic

disease. The key to the success of this new vaccine will be in how

policymakers, health care providers, community leaders, media, educators,
parents, females, and the general public respond to ensure that all those
who can benefit from this new technology have access to it and understand
its value for society. The elimination of cervical cancer could be the first
major medical and global health accomplishment of the 21%* century. The
HPV vaccine can save lives and improve the quality of life, both nationally

and worldwide.
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quarantine when vaccinations are not used.’’ Jacobson argued that
required vaccinations were “unreasonable, arbitrary, and oppressive,” and
thus violate an individual’s right to care for one’s own body and health.®
However, the Court rejected Jacobson’s argument and mandated that states
have the power to enact laws for the common good and welfare of their

citizens, especially when the laws relate to health.*

C. The Balancing Test Between State Interest and Parental
Control

Gardasil presents a unique situation because it protects against a sexually
transmitted disease, which may conflict with traditional sexual education
and religion.* The Supreme Court has consistently defended parents’ right
to determine the upbringing of their children without state interference.*
In Meyer v. Nebraska, the Court ruled that a state government must
respect the right of parents to determine the upbringing of a child.’® In
that case, the Court determined that Nebraska’s ban on teaching children
foreign languages was unconstitutional and had no reasonable relation to
a legitimate state interest.’” The Supreme Court used Meyer to clarify that
under the Constitutional promise of “liberty,” individuals have the right to
establish a home and bring up children without undue interference from
the state.*®

In Pierce v. Society of Sisters, the Supreme Court extended its ruling in
Meyer by overturning an Oregon law requiring compulsory public education

60

for children between the ages of eight and sixteen.** The Court stated that
although the state has an interest in educating children, Oregon could not
require the standardization of upbringing because parents have the right
and duty to prepare their children for society.*

In Wisconsin v. Yoder, the Supreme Court held that the Amish do not need to
send their children to school after the eighth grade, in accordance with their
religious beliefs.* The Court reasoned that because the First Amendment
guarantees the freedom to practice religion, forcing Amish children to attend
schools against their religious beliefs violated that fundamental freedom.*
Additionally, the Court held that parents have the obligation to prepare their
children for the future, which Amish parents do through education based on
religious beliefs and practices.*

D. Equal Protection and Medical Treatment for Women

In addition to determining whether the state police power extends to
mandating the distribution of Gardasil, a court must examine the validity of
the vaccine as a single-sex medical treatment. The Supreme Court has ruled
on the validity of single-sex medical coverage in past cases.* In Geduldig
v. Aiello, the Supreme Court held that a failure to take into consideration
differences between men and women does not necessarily constitute sexual
discrimination.®® In Geduldig, a California disability insurance plan failed
to cover disabilities attributable to pregnancy, a condition that only affects
women.* The Supreme Court held that the failure to provide coverage was
not gender discrimination because there was no risk from which men were
protected and women were not.*’

ITI. Analysis

A. By Neither Changing Precedent Nor Ignoring Women’s
Health, New Hampshire’s Approach to Gardasil Presents
the Most Effective Public Health Measure

New Hampshire’s approach to distributing Gardasil serves as the best model
for the distribution of the vaccine.* Since New Hampshire provides the
vaccination free of cost, but does not require anyone to receive the vaccine,
this approach neither erodes the principles of mandatory vaccination nor
ignores the value of the vaccine as an important medical advancement.*
New Hampshire recognizes the difference between HPV vaccines and
other immunizations by providing the inoculation, but not requiring it.%
New Hampshire does have required vaccinations, but by leaving Gardasil
off of that list, New Hampshire has recognized the fundamental differences
between HPV and other diseases.

New Hampshire stays within the strictures of Supreme Court decisions
by reserving parents’ ability to make fundamental decisions about the
upbringing of their children.’! HPV differs from the other diseases prevented
by vaccination because it requires intimate contact for contraction, making
it distinctly different from the smallpox discussed in Jacobson.> Giving a
child a vaccine to prevent a sexually-transmitted disease might be construed
as condoning the child’s sexual behavior, which may be related to religious
beliefs states are precluded from infringing upon.® In Wisconsin v. Yoder,
the Court decided that religious beliefs trumped state interest in education.>
Like education, public health remains a state concern, but in the situation
with HPV vaccines, religion and the issue of sexuality cannot be separated
from health, creating a balancing test states must address.”> By allowing
parents to choose to vaccinate their daughters without forcing such a
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decision, New Hampshire respects both the rights of
families and the health of women.*

B. Public Health Police Power: Gardasil
Fails the Jacobson Test

The Jacobson Court relied on the fact that smallpox is
an airborne disease and to prevent the contraction of
smallpox, the state needed to either vaccinate prior to
infection or isolate the disease.”” The smallpox vaccine
could be given to every member of society through state
planning, allowing the state to reduce the threat of a
widespread smallpox outbreak until the threat ceased to
exist.”® HPV differs from smallpox as it requires intimate
contact, raising the question of whether Jacobson would
apply to HPV vaccinations.”

Whether a court would find that a state has inherent
police power to protect against the spread of a sexually
transmitted disease remains unclear. In Jacobson, the
Court relied upon the principle of self-defense to hold
that “a community has the right to protect itself against
an epidemic of disease which threatens the safety of
its members.”®® Because cervical cancer threatens the
health of members of society and is spread through
human contact, HPV seems similar to the smallpox
discussed in Jacobson." However, an analysis based
on Jacobson would most likely not recognize the police
power of the state to require an HPV vaccine.? Unlike
smallpox, HPV does not pose a traditional health risk:
quarantine could not prevent against the spread of the
disease because once a person contracts the disease,
they can never be rid of it and over 50 percent of the
population is infected.®

Jacobson also addressed the idea that strict quarantine and
immunization would eradicate smallpox.** Neither Merck
nor the CDC has expressed a belief that the strands of HPV
targeted by Gardasil will cease to exist.”* However, if all
women were vaccinated, incidents of cervical cancer would
decrease by 70 percent; since men are asymptomatic for the
strands that cause cervical cancer, no method of prevention
exists besides strict abstinence.®

Some states have held that vaccination laws can only
be upheld when a disease is present or threatening in
a community.”” Due to the pervasive nature of HPV
and the estimates that most adult Americans have some
form of HPYV, the disease satisfies the requirement of
presence in a community.® However, HPV would
probably fail to threaten a community because it cannot
be deemed dangerous on an everyday level, such as
polio or smallpox.® In states requiring that a disease
threaten a community in order for vaccination laws
to apply, the HPV vaccine laws would probably not
receive enforcement.”

C. Equal Protection Claims Do Not Apply to
Gardasil

The varying responses to the HPV vaccine also raise the
issue of equal protection, as addressed by the Supreme
Court in Geduldig v. Aiello.”" Like the post-pregnancy
treatments discussed in Geduldig, the HPV vaccine
currently offers benefits only to women.” In Geduldig,
the Supreme Court specifically noted that men did not
receive any treatments that women could not receive, just
as in the case of HPV, men do not receive attention that
women do not receive as well.” The Court recognized
that existence of medical treatment does not equate with
a right to that treatment, meaning that failure to receive
medical care does not equal discrimination.”* Following
this reasoning, any argument that a vaccine preventing
against a disease that occurs only in women, but is not
mandated for women, does not win an equal protection
argument.”

If Merck or another pharmaceutical company discovers
that Gardasil or other HPV vaccines can prevent against
HPV and subsequently penile cancer in men, states that
have refused to require or offer vaccinations will be
precluded from later offering the vaccine.” If a state
were to change a policy because the vaccine could
prevent diseases in men, undoubtedly questions of equal
protection would be raised.” While a state government
could argue that requiring a vaccination for an entire
population is fundamentally more equal than requiring
it for a subset, it would appear that the government is
worried more about the health of men than of women.”
Nonetheless, a state government could again point to
the decision in Geduldig and argue that at no point did
the government require medical care for treatment that

it did not require for women.”

D. Just as Parents Have the Right to
Determine the Education and Religion of
Their Children, So Too Should They Have
Discretion Over Non-Necessary Medical
Treatment

As parents have the right under Yoder to determine how
to educate their child, it should follow that parents also
have a right to determine which non-necessary medical
treatment their child ought to receive.® In the case of
Gardasil, vaccination and education are entwined, as
girls who receive the vaccination are told that they are
protected against a sexually transmitted disease, raising
the issue of education and religion as discussed in
Yoder®' Abstinence until marriage has a long-standing
history in religion, as family education did for the
Amish, and in both situations, religious principles clash
with legitimate state interests.? Like in Yoder, where
the Amish were deemed to have a legitimate religious
interest that overrode a state law, other groups could
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claim to have a legitimate religious interest in boycotting
a vaccine that could be deemed to promote sexual
behavior.® Unlike the polio vaccine, which prevents the
contraction of all polio, the HPV vaccine only protects
against certain strains of the disease, meaning that girls
must continue to learn about and understand the dangers
of engaging in behaviors that lead to the contraction of
the disease.®

Similarly, in Meyer, the Court held that parents have a
fundamental right to determine the upbringing of their
own offspring.*> Which vaccination a child receives
could fall under Meyer because, like education and
language,
involve fundamental and religious beliefs.*

non-necessary medical procedures can
Even
parents, who do not want their daughter to receive
Gardasil for religious reasons believing that it might
encourage loose morality, might not want to object
to all vaccinations, as a religious exemption might
otherwise call for.®” A decision that involves morality
relates directly to the parental duty of raising a child
and is protected primarily under the Meyer and Pierce
decisions.®® 1In this situation, Texas, Virginia, and New
Hampshire’s approaches would all respect the parents’
desire to refuse the Gardasil vaccination.®

Most state legislatures allow parents to opt out of
vaccinating their child on the basis of religion or some
philosophical belief so long as parents understand that
their child cannot attend school during any kind of
epidemic.”® By doing this, states follow the dictates of
Yoder, Pierce, and Meyer that reserve for the parents the
right to determine the upbringing of their own child.”!
Legislation has been proposed in West Virginia to require
an HPV vaccination for all schoolgirls entering the sixth
grade, and as the state lacks a religious exemption to
vaccinations, such legislation could inspire a court case
addressing the right of the parent to determine non-
necessary medical care.”

E. Texas Fails to Provide Protection Against
Cervical Cancer

When Governor Rick Perry announced that he would
mandate the inoculation of all school-aged girls in the
state of Texas, the conservative state legislature viewed
the immunization as unnecessary, effectively ignoring
the health of women in favor of following a conservative
agenda.”® The Texas legislature adopted a policy of
distributing information at the time of adolescent
inoculation so that parents could decide whether or not
to vaccinate their daughters.”

Some interest groups argue that Texas’s failure to
mandate the Gardasil vaccine does not matter, as
the vaccine will still be available to those who desire
it.” In Texas, Virginia, and New Hampshire, young

girls and their parents have the option of vaccinating
against HPV. Should their parents choose to inoculate,
girls in Texas would receive the same vaccine as girls
in New Hampshire and Virginia do.** However, with
nine million uninsured children in the United States,
it is naive to assume that all children receive the same
medical treatment and inoculations, even within a single
state.”

Texas does not outlaw the distribution of the vaccine
and requires the distribution of information regarding
vaccination to parents at the time of other vaccinations.”®
Additionally, on July 16, 2007, all 55 immunization
projects in the country adopted the distribution of
Gardasil, including centers in Texas.” This adoption
means that all girls who are uninsured, on Medicaid,
of Native American descent, or enrolled in the State
Children Health Insurance Program (SCHIP) will
While the state will still not
require the vaccination, many girls will receive it

receive the vaccine.'®

regardless, as states receiving federal money for the
Vaccines for Children (VFC) program are required to

implement the vaccine. 1!

Despite this step towards preventing cervical cancer
throughout the state of Texas, VFC neither vaccinates
all eligible children nor assists children with private

insurance to receive the immunizations.'®?

Even though
parents will have the right to determine whether or not
to vaccinate their child, those receiving the incentive
of a free and recommended vaccination from VFC
will face a different decision than those simply offered
information.'” Schoolgirls who cannot receive vaccines
through the VFC program will lose out in this situation
because, unlike the girls in the VFC program whose
parents will have to opt-out of the vaccine, girls with
private insurance will need their parents to opt-in to
receive the vaccination.'™ The largest group of women
who will fail to receive the vaccine will be adults without
private insurance as few uninsured women will pay the
$360 for the three shot plan.!®

F. Virginia Reinvents Public Health Policy
by Allowing a New Exemption

Allowing parents to opt-out of the administration of
the HPV vaccine allows Virginia to remain within the
framework of the Meyer, Yoder, and Pierce decisions, in
that the parents have the primary position of determining
non-necessary medical treatment for their children.!
As in those cases where parents have the power to
determine how to raise their child, the issue of a non-
necessary vaccination against a sexually transmitted
disease can be seen simply as an issue in rearing a child,
and not a medical decision.!” Virginia addressed this
issue by distinguishing the HPV vaccine from other
vaccines through changing the exemption rules.!®®
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Virginia’s immunization law requiring Gardasil, but providing parents with
a simple method of refusing the vaccination, presents a radical change

for immunization statutes.'®

By traditionally requiring an affidavit of
waiver of recommended treatment, legislatures have ensured widespread
vaccination.” The amended statute removes the physician’s role in
recommending medical treatment for minors, leaving decisions in the
hands of parents, who, according to previous court cases, have the primary

role in determining the upbringing of their children.™

Despite the Court’s reluctance to limit parents’ discretion, there remains
a role for the state in decisions to immunize children.”> In numerous
Virginia cases regarding child abuse or determining custody, the issue of
whether or not a child has received his or her immunizations and is up-to-
date with the immunization schedule serves as a factor in the outcome of
the case.® While not the most compelling proof of child abuse, the failure
to immunize a child can be viewed as neglect, as in the case of Welch v.
Commonwealth."* In Welch, a mother argued that she did not purposefully
murder her child, but rather the child died from neglect because she failed
to provide proper medical care.!'> Welch shows that failure to immunize
a child can have legal ramifications, which will be weakened when the
state implements varying levels of importance for vaccines because both
the defense and prosecution will have to become familiar with a more

complicated immunization scheme.''®

By changing the state statute to allow for a new parental waiver of a
vaccine recommended by the CDC, the state of Virginia set a dangerous
precedent for the future of required immunization in the state.!” Parents
could make a logical argument that just as an HPV vaccine is not strictly
necessary, neither is a vaccine for antiquated and rare diseases like polio
and measles.'"® Essentially, the approach to vaccinations adopted by the
new Virginia policy has never been the appropriate role of vaccinations.!"
Rather than weakening the entire vaccination program by allowing an opt-
out to a “mandatory” vaccine for any reason, Virginia and states adopting
Virginia’s plan, like South Dakota and Washington, ought to think of a
new procedure through which to vaccinate adolescent girls.'*® Mandatory
vaccinations ought to remain for diseases that pose a serious health threat
through which the state can exercise its police power.

IV. Policy Recommendations

A. Changing Public Health Tradition and Failing to
Encourage the Prevention of Cancer are Questionable
Public Policies

Many arguments remain for not requiring a vaccination of a non-airborne
communicable disease. Since the introduction of vaccinations, people have
had reservations about receiving immunizations.'?! Claims range from the
argument that vaccines violate the Fourteenth Amendment and interfere
with a parent’s right to determine the upbringing of her own child, to the
current belief that vaccinations cause autism.'”? However, the CDC has
largely ruled out the argument that vaccinations cause autism, choosing
to cite to the numerous research studies conducted to show the lack of a
correlation between immunization and autism, rather than citing to the few

showing a tenuous connection.'?

The reason that the HPV vaccine ought to be freely offered to citizens lies
in the fundamental reason for vaccinations: the more people who receive
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vaccinations, the more protected the community becomes from infection.'*
Studies have suggested that there is a significant difference in the rate of
infection when only one percent of the population abstains from vaccinations
versus when four percent of the population abstains of vaccinations.'” By
offering vaccinations to school-age children at the time they receive other
vaccinations, the rate of children exempted from vaccinations remains at
about one percent.”® Evidence points to the fact that more people receive
vaccinations when immunizations are required than when they are simply
recommended. However, Virginia’s policy of requiring a vaccination but
allowing an opt-out for any reason could fail to serve as an effective means

of vaccination because it threatens all vaccination by calling attention to

exemptions.'?’

V. Conclusion

The invention of Gardasil presents an opportunity for the country to
prevent needless deaths from cervical cancer. If every girl were to receive
vaccinations before engaging in sexual activity, the incidence of cervical
cancer would decrease significantly. New Hampshire has dealt with the
threat of cervical cancer most effectively by not reinventing public health
laws and recognizing the hope offered by the HPV vaccine. However, the
vaccination of nine-, 10-, and 11-year-old girls for a sexually transmitted

disease remains understandably contentious. Nonetheless, the states

are attempting to successfully confront the advancement in medical

technology.
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PATIENT-PHYSICIAN RELATIONSHIPS
IN THE MILITARY

Harlye Maya*

The essence of military service “is the subordination of

the desires and interests of the individual to the needs
Bl

of the service.’

I. Introduction

Military law and custom prohibit many acts that most
civilians would categorize as normal human behavior
under the catch-all justification “for the good order
and discipline of the military.”? Internal orders and
the Uniform Code of Military Justice (UCMJ) alike
impose restrictions on dress and personal appearance,’
speech, homosexual activity,’ and even everyday
relationships.®  While military personnel maintain
many of the same rights and burdens as members of

the civilian community, there is simply not the same
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autonomy within the military as there is in the larger
civilian community.” However, should that fact hold
true when it comes to one’s medical decisions and the
relationships between patients and physicians in the
military?

When the law enters the field of bioethics, it provides
a rich language for exploring bioethical issues and
provides the tools for action and the means for dialogue.®
As the environment surrounding the meeting of the
physician and patient in the military changes, so does
the dynamic of the relationship and the parties’ options
for action. This article begins with an overview of the
patient-physician relationship and how it functions in
both the civilian and military world. Next, it discusses
the military health care system and how members of
the military are barred from initiating malpractice suits
against the U.S. Government and individual military
physicians, and the possible impact this restriction has
on the patient-physician relationship. It then discusses
how the patient-physician relationship changes due to
the varying importance of the stakeholders and interests
present under different specific circumstances.

Throughout this article, the phrase “military patient” is
used as the generic term applying to a sick, injured, or
wounded member of the military who receives medical
care or treatment from medically-trained personnel
who make medically substantiated decisions based
on medical military occupational specialty (MOS)
specific training.” The term “physician” refers to the
medically-trained personnel who administer treatment
and make medical decisions based on their medical
MOS training.'’

I1. The Patient-Physician
Relationship in the Civilian and
Military Worlds

A. The Patient-Physician Relationship in the
Civilian World

Generally, afewmainprinciples comprisetherelationship
between physicians and their patients — or patients and
their physicians, depending on your perspective. These
issues include veracity and disclosure of information,
The first,
veracity, is important in a patient-physician relationship

privacy, confidentiality, and fidelity."!
because it is a part of the respect physicians owe to their

patients. Consent is not informed unless it is based on
truthful communication, and it invokes obligations of
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fidelity and promise-keeping, and the trust necessary
for successful interaction and cooperation.!? Veracity
is not absolute, however as nondisclosure, deception,
and lying will occasionally be justified when veracity
conflicts with other obligations.'

The second principle, right to privacy, refers to
protection against unauthorized access to and reports
about a person.'* The rule of privacy can often conflict
with concerns for the safety and welfare of others.!> For
example, physicians are concerned with issues of privacy
when an HIV-positive patient refuses to inform family
members or lovers of his or her condition.!® The third
principle, confidentiality, is related to privacy in that
while patients lose some of their privacy when they grant
physicians access to their bodies and personal histories,
they maintain some degree of control of the information
generated about them through the confidentiality of their
physicians.” When one person divulges information
to another with the implicit promise that the receiver
will not reveal that information to any other person,
the receiver should respect that implicit promise.'®
The difference between a breach of confidentiality and
a breach of privacy in the medical setting is that an
infringement of confidentiality occurs when a physician
with the duty to protect information fails to protect
that information or deliberately discloses it without the
consent of the patient.!® A breach of privacy, on the
other hand, would occur if someone merely broke into
the hospital and stole the information.?

Lastly, rules of fidelity or promise-keeping are rooted
in respect for autonomy, and provide a strong warrant
for an individual’s obligation to keep promises.>! Upon
making a promise, one creates an expectation on the
part of others who then rely on the promise and have
a valid claim to its being kept.?> Promises, such as the
promise to think of the patient’s welfare and the related
promise that the physician will not abandon the patient,
are important to the patient-physician relationship.?

There is another extremely important aspect of the
civilian patient-physician relationship: the tort. One of
the law’s oldest aims is to resolve disputes. American
law fulfills this aim partly through the law of torts,
settling the dispute between the injurer and the victim
and restoring the victim to his or her prior well-being.*
Building on tort doctrines, courts have developed the
principle of informed consent, which serves three
bioethical goals: (1) to help resolve disputes over
injuries caused by a doctor’s failure to inform a patient
adequately; (2) to recompense — however crudely — the
injured patient; and (3) — more ambitiously — to improve
the way doctors treat patients.?> Tort law’s loftiest goal
in the medical realm should be to improve the way
doctors treat their patients.?® The possible consequences

for neglectful or reckless acts give doctors an incentive
to provide patients with the best care possible.

B. Military-Specific Challenges of Patients
and Physicians

Even in the civilian world there is an inherent
imbalance of power between the patient and the
physician. Within the military, unique pressures only
accentuate this imbalance of power, as the military is
a hierarchical organization and its operation is based
on the presumption of obedience.?” Because of this,
both military physicians and patients face challenges
different from their civilian counterparts.

i. Military Patients

The discipline and “order-centric” nature of the military
inherently reduces a military patient’s autonomy in
comparison to a civilian patient’s autonomy. Like the
physician, a military patient must answer to the military
command which has its own set of expectations for
the cooperation of the soldiers on medical matters. A
soldier on active duty will usually be required to accept
medical care considered necessary to protect his own
life or the life of those around him.?® Additionally,
unlike their patient counterparts in a civilian setting,
patients in a military setting may suffer from numerous
psychological illnesses, which can occur from the
stresses of combat or from the guilt associated with a
medical evacuation from the combat zone.? There is
also a pre-existing reduced state of autonomy when it
comes to medical decisions involving vaccinations,
as the President of the United States may mandate
vaccinations despite the patient’s refusal.’® The level
with which the command and nation’s interests come
before that of the patient varies depending on the stage
of military life.

ii. Military Physicians

The Manual for Courts-Martial defines the term
“medical officer” as “an officer of the Medical Corps
of the Army, an officer of the Medical Corps of the
Navy, or an officer in the Air Force designated as a

medical officer.”!

Health care professionals serving
in the military play a variety of roles, including,
for example, pathologists, primary care physicians
and nurses, battlefield clinicians, and advisors to
interrogators.’? However, what separates military from
civilian physicians is that once he or she is a member
of a military branch, the physician is subject to the
same chains of command, rules, restrictions, and bodies
of law as all other members of the military, including
criminal consequences for failing to follow orders.™
These competing interests give rise to the issue of “dual

loyalty,” which transpires when the physician feels
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Patients.in.the mi|itary are
bound to follow orders, and
certain federal provisions
make it lawful to

put the (needs ofithe nation

before those of the patient.

caught between the obligation to help another human
being under his or her care and a demand (formal or
informal, explicit or implicit) to act on behalf of some
other entity.’* This dual loyalty conflict between the
practice of medicine, the interests of the patient, and
pressures from the military and command produces the
majority of biomedical issues and highlights the inherent
conflict between patients and their doctors throughout
different stages of one’s military career.>

iii. Military Patient-Physician Interaction
Many challenges of the military patient-physician
relationship present themselves differently as the
military setting around the meeting of the patient and
physician change. For example, on one hand, the
military patient may not be as eager for the physician
to release him as a civilian would be if it meant a swift
return to the battlefield. On the other hand, a patient
may be more inclined to lie about symptoms and
pains if he is eager to perform his duties and wants to
return to the battlefield. Depending on which interests
the patient holds highest — either his own interests or
those of the patient’s unit, mission, or nation — the
patient may make medical decisions and requests that
a civilian in the same situation would not make. These
include decisions such as requesting release to return
to battle before medically-ready or asking to remain
in the hospital after fully healing to avoid the same
result. In turn, the issues put pressure on the military
physician that he would not face in the civilian world.
It is not likely that a determination of whether to release
a patient or not has such drastic consequences on the lay
patient in a civilian hospital. Outside of certain medical
conditions that require extra attention from the doctor
after the patient leaves, the possibly extreme character
of the location of the release has an impact on both
the military patient and the military physician in their
relationship and decision-making.

C. Bioethical Issues

In the study of bioethics there are a few recurring
terms and, arguably, four main principles: Autonomy,
beneficence, nonmaleficence, and justice.3* Autonomy
is the principle usually assigned to the patient,
indicating that independent actions and choices of the
individual should not be constrained by others.’’” To
act autonomously, the patient must act intentionally,
with understanding, and independently of controlling
influences.® Autonomy is the foundation for rules
relating to disclosure of information on the side of
the physician, and consent on the side of the patient.*’
Paternalism on the part of the physician is in constant
conflict with the autonomy of the patient, and may
include actions such as withholding information from
the patient or going forward with a procedure despite

the wishes of the patient if the doctor believes it is in the
patient’s “best interest.” Informed consent is important
to the promotion of autonomy in medical decision-
making,*’ and requires the doctor to disclose material
information to the patient such as risks, discomforts,
benefits, side effects, alternatives, risks if left untreated,
and personal interests unrelated to the patient’s health
prior to treatment.*! Additional-and equally important
—concepts are the related non-maleficence and
beneficence. Non-maleficence is the principle that one
has a duty not to inflict evil, harm, or risk of harm on
others while beneficence is the principle that one has a
duty to help others by doing what is best for them.*

D. Stakeholders and Competing Interest

Those who exercise command authority over military
personnel have an obligation to protect the rights,
dignity, and autonomy of their subordinates to the
greatest extent possible without jeopardizing the
military mission or the welfare of military personnel
as a whole.* That said, in addition to conflicting
bioethical principles, a physician in the military will
confront the simultaneously competing interests of
multiple stakeholders throughout his career. First, the
physician has a duty to the patient. Depending on the
circumstances that bring the soldier into contact with
the physician, the physician may experience varying
relationships with the soldier. These canrange from peace
time to on the battlefield, and even in the courtroom.*
Additionally, not only does the military physician see
the soldier as his patient, but also as his or her fellow
soldier. Second, the physician has an obligation to the
medical community’s general standards and practices.
Despite the military physician’s — at times — special
circumstances, the medical community has standards
and practices that it does not feel are ever appropriate
to compromise.** Third, the physician has a duty to the
military command and superior officers. Command
is the authority that a commander exercises over his
subordinates by virtue of his rank or assignment.** One
cannot become a military doctor unless he or she is in
the military and accepts the obligations that come with
it. This subjects the physician to the same rules and
laws as any other soldier; physicians face the same
consequences for failing to follow orders. Fourth, the
physician has a responsibility for society, as a whole,
and the state’s dependence on the proper functioning of
the military for safety and order. Because of the special
nature of the military and the importance of maintaining
good order, the military has its rules, regulations, and
disciplines to provide for a proper defense of the nation.
By joining the military, the doctor makes a promise to
put the needs of the command and society before his or
her own.*?
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From the patient’s point of view, his or her autonomy is already compromised
for the sake of the armed forces and national security. For example, “the
[Department of Defense], through administrative,*® legislative,* and
executive™ action obtained its own exception to the consent requirement,
which has been upheld despite constitutional challenge.”® Under civilian
standards, consent to a drug or treatment is of the utmost importance. A
person of adult years of sound mind has the right, in the exercise of control
over his own body, to determine whether or not to submit to lawful medical
treatment.>> Patients in the military are bound to follow orders, and certain
federal provisions make it lawful to put the needs of the nation before those
of the patient.

A major selling point for the military is its well-known and highly regarded
health care system.™ Congress took steps to create and maintain high
morale in the uniformed services by providing an improved and uniform
program of medical and dental care for members and certain former
members of those services and their dependants.®* The health care program
serving active duty service members, retirees, their families, survivors,
and certain former spouses is called TRICARE.>> On its website, the
TRICARE program states that it “brings together the health care resources
of the uniformed services and supplements them with networks of civilian
health care professionals, institutions, pharmacies, and suppliers to provide
access to high-quality health care services while maintaining the capability
to support military operations.”® The program covers a wide range of
services, including medical, dental, vision, mental health and behavior, and
life events®” using both military and civilian physicians.

As previously mentioned, the law of torts is an important aspect of
resolving disputes which stem from claims of medical malpractice
and negligence between patients and their physicians.®® The medical
malpractice system has two primary goals: to compensate injured patients,
and to deter physicians from careless behavior.>* Allowing patients to
seek redress for the negligence of their physicians has forced changes in
the attitudes and behaviors of physicians, and led them to become more
accommodating to the needs of their patients. Knowing that their actions
could produce a liability has even led some hospitals to manage risk by
setting policies.®® Furthermore, while in traditional negligence cases, the
duty not to act negligently applies among all persons regardless of their
relationship to one another, the idea behind medical malpractice liability
is that by undertaking the voluntary role of physician, the doctor creates a
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special relationship between him or herself and the patient
profession, the relevant standard of care is objective and looks to whether
the practice conforms to the standard of care practiced by another member

of the medical profession.®

Military doctors are different from most civilian doctors in that they are
not private individuals but employees of the federal government. In
fact, perhaps no relation between the government and a citizen is more
distinctively federal in character than that between the government and
members of its armed forces.®* While the Federal Tort Claims Act mandates

that the government shall be liable to the same extent as a private individual
under similar circumstances,* the statute also makes certain exceptions that
take away this privilege from members of the armed forces. The Supreme
Court in Feres v. United States held that the U.S. Government is not liable
under the Federal Tort Claims Act for injuries to servicemen where the
injuries arise out of or in the course of activity incident to service.%5 This
means that a soldier has no means for redress from the negligence of his or
her military physician if the injury arises from activity incident to service.®
In Feres, the Court held that the service members fail the test for applicable
claims against the government because: (1) the plaintiffs could not point
to the liability of a “private individual” even remotely analogous to their
claims; and (2) there is no liability “under like circumstances.”®’ The
Court’s analysis for the first reason said there was no analogous private
individual because the Court “knew of no American law which ever has
ever [sic] permitted a soldier to recover for negligence against either his
superior officers or the Government he is serving.”® As for the second
reason, the Court said that there are no like circumstances because ‘“no
private individual has the power to conscript or mobilize a private army
with such authorities as the Government vests in echelons of command.”®
It is important to note that in the Feres opinion, the Court did not mention
the patient-physician relationship or the standard for a medical breech, two
factors typically discussed in medical malpractice cases in civilian realm.

A key aspect under the Feres doctrine is that the outcome of the case varies
according to the status of the member of the military at the time of the
alleged injury. For example, in Madsen v. U.S. ex rel. U.S. Army, Corps
of Eng’rs,”° the plaintiff was a Captain in the regular Air Force who was
on terminal leave expecting to retire in a month.”' He sustained injuries in
a motorcycle accident and sued the United States for the negligent acts of
Army medical personnel.”> The suit was barred under the Feres doctrine
because the court concluded that the treatment was incident to military
service and that the plaintiff was on active duty status.” The court looked
to the fact that during his terminal leave and while on medical hold status,
the plaintiff was, in fact, on active duty status because he received active
duty pay, accrued annual leave, and accumulated credit for active duty time
later used in computing his military retirement pay.”* It did not matter that
the plaintiff was on terminal leave because, like other forms of military
leave, it could have been cancelled at any time and the service member
could have been ordered to return to duty.” Correspondingly, the active
duty service member under medical care remains subject to the orders of
the hospital commander and the Uniform Code of Military Justice.”® These
are some of the factors considered by courts when determining the status
of the plaintiff and whether a negligence suit should be barred under the

Feres doctrine.

In United States v. Johnson, the Supreme Court upheld the Feres doctrine
and articulated three of the doctrine’s underlying factors:”’

First, the relationship between the Government and members of its Armed
Forces is ‘distinctively federal in character’; it would make little sense
to have the Government’s liability to members of the Armed Services
dependent on the fortuity of where the soldier happened to be stationed at
the time of the injury. Second, the Veterans’ Benefits Act establishes, as
a substitute for tort liability, a statutory ‘no fault’ compensation scheme
which provides generous pensions to injured servicemen, without regard

to any negligence attributable to the Government.”



While'the nature of the military
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Of note is the third factor, “the peculiar and special
relationship of the soldier to his superiors, the effects
of the maintenance of such suits on discipline, and the
extreme results that might obtain if suits under the Tort
Claims Act were allowed for negligent orders given or
negligent acts committed in the course of military duty

.7 The third factor carries the most weight, as
the Supreme Court specifically stated that the first two
rationales are “no longer controlling.”%® This makes the
strongest justification for the Feres doctrine consistent
with the UCMJ’s rational for many of its laws — “for the

good order and discipline of the military.”s!

Congress and the military made their priorities clear
by barring medical malpractice suits for the good order
and discipline of the military. Essentially, the military
holds barring suits on superior officers and good order
and discipline above the two main reasons for allowing
medical malpractice suits: redress for victims and
maintaining proper standards for medical personnel.
If one looks at the two rationales side by side, they do
seem to conflict. On one hand, if the military wants
efficient military functioning, it cannot allow soldiers to
question, second guess, and bring suit against superior
On the other hand, if society wants the
medical community to maintain the utmost standards

officers.

of medical practice possible and provide redress for
those who are injured, it must allow patients to sue for
negligence. Faced with these two rationales for and
against malpractice suits, the Court in Feres chose the
option that ensured the good order and discipline of the
military.

C. Relief Barred Against the Individual
Military Doctor Under 10 U.S.C. § 1089

In case there were any questions left regarding whether
amember of the military could collect a remedy alleging
medical malpractice, in 1976 Congress enacted 10
U.S.C. § 1089(a). The Act’s purpose is to fully protect
medical personnel from any potential personal financial
liability that might arise from the performance of official
medical duties.®? Its effect is to provide complete
immunity for individual military doctors, even where it
leaves servicemen without remedy.®* It protects against
suits for personal injuries, including death caused by
a negligent or wrongful act or omission, and protects
the following persons: physicians, dentists, nurses,
pharmacists, and paramedical or other supporting
personnel, including medical and dental technicians,
nursing assistants, and therapists if they are in the
armed forces, National Guard (under specified times),
the DOD, the Armed Forces Retirement Home, or the
Central Intelligence Agency.®

The plaintiff in Howell v. United States, outlined the
“Catch-22” situation in how 10 U.S.C. § 1089, when

combined with the Feres doctrine, left her without the
possibility of a remedy. 3 She made this argument
on the basis that 10 U.S.C. § 1089 makes the Federal
Tort Claims Act action against the United States the
exclusive remedy for negligence of military medical
personnel, yet Feres bars suits by servicemen against the
United States.®® While she argued that this contraction
indicated Congress could not have intended such a result
and urged for an alternate interpretation of 10 U.S.C. §
1089, the court ruled that the interpretation she sought
was not persuasive when viewed in light of the case
law developed prior to the enactment of the statute.®’
Furthermore, aside from wanting to maintain the good
order and discipline of the military by preventing
military personnel from suing for medical malpractice,
there was also a more practical reason why Congress
enacted 10 U.S.C. § 1089, which was to eliminate
the need for personal malpractice insurance for all
government medical personnel. %

IV. The Fluctuating Patient-
Physician Relationship

A. Peacetime

Peacetime is when the nation is not at war® and the
soldier and physicians have no notice of an impeding
deployment. Times of peace are the instances when
a military patient-physician relationship most closely
mimics that of the patient-physician relationship in
the civilian world. While the military physician still
has duties to the command and nation, those interests
are lower than what they might be during a time of
war which, in turn, means peacetime indicates the
heightened interests and autonomy of the patient. Some
of the situations that may cause a military physician
to compromise principles for the good of the nation,
such as confidentiality or privacy in disclosing medical
information to superiors, are not present, and forced
vaccinations or treatment are not as necessary as they
might be if a soldier were preparing for war. The
environment is more stable and the soldier likely goes to
the medical officer on the base or near vicinity to where
he or she is stationed. While the nature of the military
requires military personnel to travel and move often,
during peacetime it is possible for the patient and the
physician to maintain a relationship that extends beyond
a passing check-up, and it is more likely that they can
build a long-lasting, trusting relationship.

The Feres doctrineand 10 U.S.C. § 1089 still bar medical
malpractice suits for soldiers, even during peacetime,
so long as the soldier is acting in the course of duty.
However, the lack of a hectic situation may reduce
the need for such suits in the peacetime environment.
During peacetime there are less immediate needs, fewer
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battlefield injuries, and fewer excuses for proceeding
with treatment without informed consent or for acting
with negligence. Yet, these same reduced stressors may
also be the reason that lifting the bar on malpractice
suits may be more appropriate at this stage. The lack of
hectic situation, the reduced interests of the command
and nation, and the raised autonomy of the military
patient make it less necessary to hold the physicians to
a different standard than their civilian counterparts. It
is more reasonable that a military physician working
in a hospital, while still subject to chains of command
and orders, could be held to the same objective standard
of care to which civilian doctors are held. Granted,
allowing malpractice suits in this peacetime setting
could result in a snowball effect of suits. Even in
peacetime, it is not in the nation’s best interests to allow
soldiers to sue superiors because of orders. However, it
is worth considering that many of the factors that justify
overriding a military patient’s autonomy in a battlefield or
pre-deployment stage are not present during peacetime,
so a suit may be more justified. While these reasons to
lift the bar make sense in the civilian world because of
the goals of malpractice law (i.e. redress and upholding
proper medical standards), it still would not override
the interests of the military and the rationale behind
the Feres doctrine and 10 U.S.C. § 1089’s enactment —
avoiding suits against superiors for negligent orders.

B. Pre-Deployment

The pre-deployment setting lasts from when the
soldier is alerted that he or she will deploy to the date
of deployment. As a nation moves closer to war, the
interests of the command and nation begin to rise
and, as a result, the interests of individuals fall. One
example of this is the Military Selective Service Act,”
which signs certain qualified individuals up for military
service and possibly war whether or not they consent;
it is the means by which the United States administers
military conscription. These actions on the part of the
government are constitutional,” and the government
sees service in the Army as duty owed to the state.”” At
these times a soldier can undergo treatment he or she
does not desire, be given vaccinations he or she does
not consent to, or receive unapproved drugs that he or
she did not know about nor give consent to receive. The
ever-conflicting paternalism of the military physician

rises and the autonomy of the soldier-patient falls.

Informed consent for vaccinations and treatments is one
clear principle of autonomy that the government will
compromise to achieve military success. For example,
prior to commencing Operation Desert Storm, the
combat phase of the Persian Gulf War, the DOD sought
and obtained a one-time waiver of informed consent

requirements, known as Rule 23(d), to permit the use
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of investigational drugs and vaccines on American
Forces serving in the Persian Gulf.** In persuading
the Food and Drug Administration (FDA) to waive
their requirements on the use of investigational agents
without obtaining consent from the soldiers, the DOD
argued that obtaining soldiers’ informed consent was

“not feasible” in the exigencies of war.”**

By following
the orders of the command and administering these
vaccinations without the informed consent of the
soldiers, the physicians showed increased paternalism,
and the military patients were subject to decreased

autonomy.

Additionally, it is arguable whether the physicians were
upholding or contradicting the important principles of
beneficence and nonmaleficence. On one hand, if the
vaccination saved a soldier’s life, then the physician
may feel that he acted for the good of the patient while
simultaneously feeling that he harmed the patient by
administering the vaccine without the soldier’s consent.
This is likely in contradiction with the Hippocratic
Oath, which every doctor must take, and is another
If the
situation arose where the patient was demanding that the

pressure exerted onto the military physician.

physician not administer the vaccine, but the physician
received orders to administer the vaccine — adding
in the fact that it is a lawful order due to the waiver
obtained by the DOD — the physician would likely
have to administer the vaccine. This would tarnish the
autonomy of the soldier and, depending on how much
the military authorized the physician to reveal about
the vaccination, it may diminish the truth and veracity
principles for the physician.

In the civilian world, if a doctor performs a surgery
without the informed consent of a patient, it is
considered an assault, an unlawful touching, and the
patient would be able to seek redress through the court
system. In the military setting, however, there are two
issues that run contrary to the interests of the patient.
First, it is not always unlawful for a military physician
to administer treatment to a patient without his or her
informed consent as seen through the directives, orders,
and statutes enacted by Congress and the Executive
Branch. The military allows and sometimes orders
its physicians to administer vaccines, treatments, and
experimental drugs without the informed consent of
the patient or any consent at all from the soldier-patient
under certain narrow circumstances, in effect making
it a lawful touching. In the pre-deployment stage,
many of the environmental factors discussed in the next
section about the battlefield are not present, decreasing
the military necessity for such actions. However,
since the interests of the military and society are still
in heightened state and because the soldier is likely
deploying to a battlefield environment, the command
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could still argue that it was militarily necessary to
administer the compulsory treatment.

Second, even if the touching was considered unlawful,
the military patient would still be barred from bringing
suit because of the Feres doctrine and 10 U.S.C § 1089.
While the soldier is in a pre-deployment position there
is little room to argue that the soldier is not on active
duty or acting within the course of military duty while
receiving compulsory treatment. Therefore, the courts
and Congress have effectively barred all personal injury
suits in order to maintain the discipline the military
so heavily relies upon to achieve the success of the
mission. The knowledge that a doctor is safe from a tort
action may further make it easier for him to administer
non-censual treatment or vaccinations, which further
keeps the physician and patient from achieving a well-
balanced relationship.

C. Battlefield

On the battlefield, it is common for the greatest medical
ethical dilemmas to arise.

Indeed, it is impossible to imagine a more challenging
environment in which to practice medicine than on a
battlefield. It is the antithesis of the ideal medical
setting. It is violent. It is noisy. It is chaotic. It is
in a constant flux. And it is unpredictable. Lack of
creature comforts is the least of the problems faced.
Noise levels prevent normal aspects of patient care.
Rapid movement, often on little or no advanced notice,
requires treatment facilities to be set up and taken down
very quickly. Patients can arrive before preparations
are completed. Medical personnel, as well as patients,
suffer from the fatigue and filth. %

In addition to the challenging physical environment
surrounding physicians and patients, the physician has
the legal obligation to place the interests of society
(and the military mission of protecting and defending
that society) above those of the military patient.”® In
situations of military necessity, such as on a battlefield,
military physicians must give absolute priority to
military needs, and therefore, will also give priority
to protecting and defending society when not doing so
would greatly sacrifice society’s interests.”” In fact, the
Secretary of the Army may direct the medical care of
any individual on active duty and may determine that
the needs of the Army are so significant that they must
override those of the soldier-patient.”® At this point, it is
likely that the strength of the autonomy of the patient is
at its lowest and the paternalism of the physician is at its
highest. This reduction in patient autonomy is in direct
correlation to the heightened interests of the command
and society during this time of war.

On the battlefield, the military physician faces issues
such as battlefield triage,” limited supplies, injured
enemies, questions of whether to administer euthanasia,
and return-to-duty considerations.'® For almost all of
these issues, the doctor must make decisions with the
interests of the military command and society in mind
first, and the individual soldier second. This is not to
say that the physician is not without any guidance. On
the battlefield, the physician applies the following rules,
listed in order of precedence, when priorities are in
conflict: (1) maintain medical presence with the solider;
(2) maintain the health of the command; (3) save lives;
(4) clear the battlefield; (5) provide state-of-the-art care;
and (6) return soldiers to duty as soon as possible.!"!
Military physicians have the duty to be as concerned
with the success of the military mission as they are with
their patients, and although returning soldiers to duty as
soon as possible is the lowest priority, there are likely
times when national interest may allow the military to
require soldiers to undergo life-saving or other medical
care to return to the front lines.

It does not always follow that it will hurt the military
patient if the military physicians obey their orders.
Oftentimes, due to the extreme nature of the battlefield
setting and the injuries brought to the attention of the
military physician, the physician may make risky
decisions to help save the soldier’s life without his
or her first thought turning towards the military
mission or society as a whole. For example, in Iraq,
Army surgeons have become aggressive users of a
controversial drug called Factor VII, which promotes
clotting in cases of severe bleeding.'” Like in the
pre-deployment stage where soldiers may have to take
vaccines that the FDA has not yet approved, Factor VII
is still in a trial stage.'®> However, the urgency of saving
a soldier’s life in Iraq takes priority over possible ethical
conflicts.'™ Furthermore, to improve the trauma care
which is a leading cause of death in war zones and is
the third leading cause of death in the Untied States,'®
top trauma surgeons strongly advocate conducting
clinical trials to improve trauma.'® These trials can be
ethically tricky “because trauma research can involve
trying novel treatments on severely injured patients

who cannot give informed consent.”!%’

However, the
dire situation in which many of the physicians find
themselves often justifies the use of risky, potentially

life-saving treatment.

Military physicians in a battlefield setting can also go the
opposite route with their paternalism and send soldiers
home using medical reasons as an excuse if they feel
that they can save a soldier’s life by getting him or her
out of harm’s way. This is most common with combat
stress disorder and was often experienced during the
latter stages of Vietnam.!® A physician’s willingness to
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send soldiers home early could result in the physician diagnosing a soldier
with a more serious psychological disorder, and further leave the soldier
with a sense of guilt for leaving his comrades because of the questionable

diagnosis.'” Furthermore, knowing of the existence of this less-than-
truthful option may leave the physician with a sense of guilt if he chooses

not to exercise that option.

The battlefield stage is also where the Feres doctrine and 10 U.S.C. § 1089
likely affect the patient-physician relationship most. Due to the loud and
hectic nature of the administration of medical care on the battlefield and
in clinics near the front lines, there is already a compromised relationship
between the military patient and the physician. It is possible to see how an
injured military patient would desperately look to the physician to save his
life or ease his pain with any means available. However, without the time
and opportunity to become familiar with one another, it is more likely that
the physician will also have to make snap decisions without consulting as
carefully with the military patient or the medical community as would be
expected in the civilian world. As a result, issues such as the administration
of treatment with less than perfect trial results, without informed consent,
or with a reduced standard of care could occur more easily. Congress has
already barred the ability of soldiers to seek redress from the government
and individual health care administrators for medical malpractice for the
good-order and discipline of the military. It has also made clear that if
a physician has orders to act a certain way in certain situations that may
impede the autonomy of the military patient, he or she must do so to avoid
violating orders and may do so without the fear of a medical malpractice
suit.

At the same time, in this setting, the Feres doctrine and 10 U.S.C. § 1089
restrictions may make the most sense from the physician’s standpoint.
After all, it seems unfair to hold the same objective standard of care to
military physicians with conflicting orders in a hectic, dangerous, and often
dirty battlefield environment as is held to civilian doctors in hospitals and
office buildings. In this situation, it may be more appropriate to hold the
doctors to a “reasonable-under-the-circumstances” standard. It is also in
this situation when it is the most important for military personnel, both
soldiers and physicians, to follow orders immediately and without question.
Therefore, it is more likely that a physician on the battlefield will need
to follow standing orders to perform a certain operation or administer a
certain drug without receiving the informed consent of the military patient.
Here, the physician should feel the most secure that her actions are for the
good of society and the command, and further, that she does not have to
face a possible malpractice suit in the future. The thought that following
an order under these circumstances may eventually cause the physician to
face a malpractice suit would likely dampen the resolve of the physician
to follow that order and may compromise the success of the mission. This
would produce negative consequences for the physician, the command, and
society.

The fourth setting is in a post-deployment stage, which is arguably very
similar to the peacetime setting in terms of the levels of autonomy and the
importance of the interests of varying stakeholders. In comparison to the
battlefield setting, in post-deployment, there is likely an increased level of
autonomy of the military patient due to the diminished immediate concerns

of the command and nation. There is also a reduced opportunity for
paternalism on the part of the doctor as compared to the battlefield because
the post-deployment setting lacks the immediate and stressful nature that
was present on the battlefield. Unless the physician is working in an
emergency room setting, many of the hectic theater-of-war elements are
not present. For instance, the physician does not have to make immediate
decisions regarding whether the soldier can and should return to the front
lines.""” There is more time to sit and discuss options with the military
patient, and at this stage, the doctor has the opportunity to listen more
closely to the needs and desires of the soldier who has just returned from the
battlefield. There are many resources available to post-deployed soldiers,
and the military and medical communities are sensitive to the issues that a

returned soldier may face.!!!

In this stage, however, there are also additional needs and concerns that are
not present in the previous settings because the soldier has just returned
from a high stress and dangerous situation. There is a substantial possibility
that the soldier is dealing with injuries in this quiet and not-urgent setting —
both physical and mental injuries — that the physician did not have to deal
with in the previous stages except when on the battlefield.''? One example
is post-traumatic stress disorder (PTSD) that, by definition, occurs after a
stressful event. PTSD is a unique diagnosis in that use of the term requires
determination of an external gatekeeping condition: exposure to an event
through “direct encounter or witness that involves actual or threatened
death or serious injury combined with a response involving intense fear,

helplessness, or horror.”!!?

At this stage, the relationship between the
patient and his physician would likely depend on trust, veracity, privacy,

and open communication.

There is also the possibility of the issue arising that the soldier returns from
the front lines to be treated by a physician who had never deployed. In this
case, a soldier may not have the same trust in the physician that he might
have if the physician had been at battle and experienced the same stresses
and injuries as the military patient. It is possible that the military patient
feels he has more answers and experience than the physician, which may
make it more difficult for the soldier to accept the advice of the physician,
resulting in a conflict in their relationship. This is especially likely in the
cases of PTSD where the soldier may feel more comfortable with the person
administering his mental health plan if he or she has experienced the same

issues that the military patient is currently feeling.''*

It is in this post-deployment stage that the most mental harm could
result from a barred medical malpractice suit. After all, if a physician is
negligent in the treatment of an injured military patient who just returned
from a battlefield, the resulting injury may compound the stresses already
experienced by the military patient. She may feel that she did her part by
following orders, doing her job, and returning safely from enemy lines. It
would likely be mentally devastating for a soldier to have an injury with
no chance of recovery occur due to the negligence of her physician once
she made a safe return. In post-deployment, the soldier, in most cases,
remains on active duty, so the same concerns and desires for good order and
discipline still override the needs of the individual soldier and enforcement
of medical standards when in reference to the Feres doctrine and 10 U.S.C.
§ 1089’s bar against medical malpractice suit.

In this stage, the physician should take the care and time to understand
the difficulties experienced by the military patient. There is a high chance



that the soldier just returned from the hectic situation described in the
“battlefield” section where her autonomy was at its lowest ebb. While it
is in the nature of the military for personnel to rotate duty stations every
so often, physicians and patients in this stage should do everything in their
power to maintain a stable atmosphere, as post-deployment is likely a
“healing” stage which requires consistency. In the post-deployment phase
it is important for the physician to understand the desires and concerns of
the patient to best meet those needs and develop a trusting and truthful
relationship.

V. Conclusion

This article outlines the bioethical issues facing the patients-physician
relationship in the military. Both parties have challenges and pressures that
are foreign to those in the civilian world. While military physicians must be
as equally qualified to practice medicine as their civilian counterparts, they
are subject to different standards and have loyalties not only to the patient,
but also to the military command, society, and the medical community.
Military physicians should be cognizant of the fact that military patients’
level of autonomy rises and falls depending on the state of the military and
nation, and adjust his or her treatment behavior accordingly. In the cases
where the interests of the military override the wishes of the individual
soldier, the physician should do everything in his or her power to, at the
minimum, fully explain the treatment the soldier is about to receive.
Barring the ability of members of the military to collect damages from
instances of medical malpractice lowers the autonomy of the military
patient even further, and could possibly compromise the patient-physician
relationship. While the brunt of the responsibility falls on the physician to
ensure the welfare of the patient, the military physician is not the only party
here that should take extra precautions. Military patients should remember
that, while limited at times, they still have a say in their medical future.
It should be the goal of both the military patient and physician to discuss
issues of autonomy, paternalism, and conflicting loyalties, and to promote
an open dialogue about these sensitive issues.
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COMPENSATION FOR EGG DONATIONS TO STEM
CeLL RESEARCH: COERCION OR CHOICE?

Diana M. Santos*

I. Introduction

In local newspapers, university publications, private
websites, and even on airplane banners, advertisements
seeking egg donors abound, each advertisement offering
higher compensation than the next.! In exchange for
giving the “gift of life,” egg donors can receive upwards
of $50,000.> Egg donors to In Vitro Fertilization (IVF)
clinics may be compensated handsomely without having
their altruism questioned. In contrast, women seeking
to donate their eggs to stem cell research centers are
prohibited from receiving compensation in a few states.
Currently, California, Connecticut, and Massachusetts
have laws prohibiting compensation beyond direct
expenses for women donating their eggs to stem cell
research facilities, while not even placing a ceiling on
how much IVF clinics can compensate egg donors.?

The stated purpose of these statutes, banning
compensation for women seeking to donate eggs to stem
cell research, is to protect women from being coerced
into undergoing a painful, medically unnecessary
procedure.* Accordingly, women can be reimbursed for
medical, travel, and miscellaneous expenses, but cannot
receive compensation beyond those expenses when
donating to stem cell research facilities. This dichotomy
in compensation is motivated by the rationale that
paying women to donate their eggs to stem cell research
facilities is coercive while paying women for donating
eggs to IVF clinics is apparently not. This article argues
that the opposite is true. Given the “repronormativity of
motherhood™ that exists in our society, if women who
donate to IVF clinics are considered altruistic, what
prevents healthy, young women from being pressured
into donating their eggs to help an infertile friend or
family member conceive?

What motivates the assumption that when a woman
donates to an IVF clinic and gets compensated beyond
the expenses she incurred, she acted out of altruism, yet
if a woman undergoes that same medical procedure®
in order to donate to a stem cell research facility, her
donation is deemed the product of coercion or ignorance?
Alternatively, is this differential compensation scheme a
reflection of the social value placed upon IVF versus
stem cell research? The dichotomy in compensation
seems to presuppose that egg donors, and society as a

* Diana M. Santos is a J.D. Candidate, May 2008, at
American University Washington College of Law. She
would like to thank Professor Pamela Bridgewater for
her guidance and support in writing this article.

whole, should or in fact do believe that the utility of
IVF clinics is far greater than that of stem cell research.
Accordingly, this article posits that while a woman’s right
to receive compensation for the time and inconvenience
of egg donation might not be a constitutionally protected
privacy right, this differential compensation scheme is
nevertheless void under the Equal Protection Clause of
the Fourteenth Amendment.

Section II of this article discusses the framework of
these various state statutes. Section III examines the
social utility of stem cell research, focusing first on the
potential benefits that stem cell research could provide
for people suffering from genetic diseases ranging
from juvenile diabetes to Parkinson’s disease. This
article also examines the potential financial benefits
of attracting private companies to invest in stem cell
research and discuss the fact that everyone involved
in stem cell research, with the exception of egg donors
themselves, are compensated for their time. Finally, this
article contends that in light of the expected social and
financial benefits associated with embryonic stem cell
research,” egg donors should be compensated for their
donations. Since the current ban on federal funding for
any stem cell research facility using embryos leftover
from IVF treatments limits the availability of embryos
available, and given the importance of egg donations for
stem cell research, there is no reason that women should
not be compensated for their time.®

Section IV focuses on the potential drawbacks of IVF
of which egg donors, patients, and the public at large
may be unaware. This Section analyzes the eugenic
underpinnings of IVF clinics since fertility clinics can
cherry-pick patients according to criteria such as sexual
orientation, marital status, race, and ethnicity, and then
use pretext for such discrimination in order to avoid
liability.” Moreover, through mechanisms such as pre-
implantation genetic diagnosis (PGD) and sex-selection,
patients themselves can select character traits of their
children-to-be. Section V discusses the actual process
involved in donating eggs and the short and long-term
side effects of the procedure. Section VI uses a feminist
lens to critique this differential compensation scheme,
discussing the “repronormativity of motherhood” and the
value and definition of motherhood. Lastly, this article
examines whether these statutes violate a woman’s right
to privacy and whether the statutes violate the Equal
Protection Clause of the Fourteenth Amendment.
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California allows egg donors to be reimbursed for direct expenses if
women are donating for stem cell research purposes, but does not prohibit
compensation for egg donors seeking to donate their eggs to IVF clinics, or
even for sperm donors seeking to donate to stem cell research.!® In addition,
Proposition 71 provides $3 billion in funding for stem cell research and
creates a state agency, California Institute for Regenerative Medicine
(CIRM)."" Looking at the legislative intent of this statute reveals that state
legislators hope to promote embryonic stem cell research while promoting
women’s health and ensuring that women are not coerced into donating
their eggs for stem cell research purposes. The California statute does not
provide criminal sanctions for either institutions or individuals engaging in
the selling or purchasing of human eggs.

Though Connecticut also prohibits payment to egg donors seeking to
donate for stem cell research, unlike California, they similarly prohibit
compensation for sperm donors when donating to stem cell research
facilities.!> Moreover, Connecticut has authorized $10 million in funding
each year from 2006 to 2015 for grants-in-aid to eligible institutions
conducting embryonic or human adult stem cell research.'®

Massachusetts, like California, includes a preamble explaining its intent
to promote regenerative medicine and acknowledging the considerable
chance regenerative medicine has of yielding advancements in biological
knowledge that could lead to therapies to relieve disease and injury.'* The
statute explicitly states that no such compensation prohibition applies to
donors seeking to donate to IVF clinics, and that the legislature does not
intend to regulate IVF clinics.”> Moreover, it carries criminal sanctions that
provide for imprisonment for no less than one year, and no more than two
years in jail, or imprisonment in state prison for no more than five years, or
a fine of not more than $100,000.'

Somatic Cell Nuclear Transfer (SCNT) is a form of embryonic stem

17 In order to

cell research that requires a ready supply of human eggs.
understand the implications of these state prohibitions on compensation for
egg donation, it is necessary to first explain the potential medical benefits
of SCNT. Second, this article will explicate the reason that ova are required
in order for SCNT to realize these potential benefits. Third, this article
will discuss the anticipated financial gains of SCNT research, examining
the disparities of a no-compensation rule for egg donors while virtually all

other research participants are compensated for their time.

SCNT has great potential to cure genetic and neurodegenerative diseases.
Unlike adult stem cells and other cell types, human embryonic stem cells
can develop into any type of cell in the human body.'® In fact, human
embryonic stem cells can multiply without differentiating'® for a significant

period of time, allowing scientists to investigate the process by which
human beings develop into healthy adults. Because of this special ability
to postpone differentiation, human embryonic stem cells provide scientists
a unique opportunity to discover the causes of many diseases, including
heart disease, juvenile diabetes, Lou Gehrig’s Disease, Parkinson’s disease,
and Alzheimer’s disease, to name a few.’ In addition to finding the causes
for many of these diseases, embryonic stem cells could potentially provide
their cure. According to the preamble of the Maryland Stem Cell Research
Act 02006, an estimated 128 million Americans currently suffer from these
chronic, degenerative diseases.?! Unlike other types of stem cell research,
SCNT allows scientists to target specific diseases to increase knowledge of
genetic diseases, develop new treatments, create cell-based therapies, and

grow immuno-compatible transplant tissues.

In SCNT, two cells are combined in order to grow one cell with particular
genetic characteristics. Scientists remove the nuclear DNA from an oocyte,
leaving an “ovaplast.”?? Scientists then extract the nucleus of a specialized
somatic cell and insertitinto the ovaplast, creating a genetically reconstructed
ovum. Instead of creating an embryo, this ovum is programmed to create
somatic cells. Once scientists stimulate this ovum, it begins dividing cells,
forming a blastocyst.?* In contrast to blastocysts formed when a sperm
fertilizes an egg, a blastocyst created by SCNT is genetically identical to the
somatic cell from which nuclear DNA was extracted earlier in the process.
Once the ovum has developed into a blastocyst, scientists then interrupt

further development in order to use the blastocyst for research.

Because ova are pluripotent,” largely capable of self-renewal, and can
proliferate extensively, there are currently no adequate substitutes for
human egg use in SCNT. While scientists have proposed using eggs from
other animals, eggs created by the manipulation of stem cell lines, or using
eggs derived from fetal cadavers, each of these alternatives present their
own problems. First, eggs from other species would cause an interspecies
mixture of DNA which scientists have been unable to resolve.® Second,
creating human eggs by manipulating human stem cell lines is not yet
scientifically feasible.”” Third, because abortion would constitute at least
one source of fetal cadavers, this procedure would likely cause more
controversy than the use of human eggs.?® Since no feasible alternative to
human egg donation exists, these compensation prohibitions will greatly
impede the progress of SCNT and the promise of treating and curing

numerous genetic diseases.

While indicating that the benefits of embryonic stem cell research are
“uncertain,” thus justifying a no compensation rule for egg donations
made to stem cell research centers, both California and Connecticut have
pledged significant state funding for stem cell research. In 2004, California
committed to donating an astounding $3 billion in state funding for
embryonic stem cell research.”’ Connecticut has promised to donate $10
million a year from 2006 until 2015, a total contribution of $ 1 billion.*® The
fact that Connecticut and California have contributed such a considerable
sum belies the rhetoric that egg donors should not be compensated because
they would be coerced into donating in exchange for uncertain returns.
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In addition to expected improvements in regenerative
medicine, states also anticipate receiving a share of the
prospective profits of embryonic stem cell research.
For example, in California, besides authorizing $3
billion in funding, Proposition 71 created the CIRM to,
among other things, “make grants and loans for stem
cell research, for research facilities, and for other vital
research opportunities to realize therapies, protocols,
and medical procedures that will result in the cure for,
or substantial mitigation of, diseases and injuries.”!
Non-profit institutions receiving CIRM funds own any
resulting patents.> However, for revenue over $500,000
generated from any ensuing patents, California can claim
a share of the profits.>> Moreover, states are interested
in placing as few restrictions on stem cell research as
possible to attract biotechnology companies to create
new jobs and help stagnant economies.**

Virtually the only participants that would not have
a financial interest in stem cell research would be the
egg donors themselves. Besides state governments,
researchers, universities, biotechnology companies,
the pharmaceutical industry, lawyers, and health care
providers all stand to profit from stem cell research and
regenerative medicine.®® “Only the providers of the
necessary tissues, without which the research cannot be
done and new medical treatments cannot be developed,
who are singled out for remuneration prohibitions.”¢
No vocal opposition seems to exist in regard to anyone
else being compensated for their time.

IV. Hidden Pitfalls of In Vitro
Fertilization

Because approximately 12 percent of all IVF procedures
performed in the United States use donated eggs,” it
is important to examine the problems inherent in IVF
clinic procedures. Although the rhetoric behind in
vitro fertilization clinics is that egg donors are helping
infertile women create loving and caring families,
donors may not know who is actually benefiting from
in vitro fertilization. In a survey conducted by Fertility
and Sterility, 122 prospective egg donors were given
various scenarios. Some of these scenarios include
having a donor’s eggs be given to recipients of different
ethnic backgrounds, recipients who are HIV positive,
and women over 50.** Once informed of the various
possible destinations of donated eggs, a significant
number of prospective donors were ambivalent.®
Furthermore, six percent of those surveyed were
unwilling to proceed altogether.* This section explores
the eugenic undertones of IVF clinics, both at the hands
of clinics themselves, and at the behest of patients.

A. Discrimination in Access to In Vitro
Fertilization

Presently, only seven states mandate that health
insurance companies cover IVF treatments.*! At the
average cost of $12,400 per cycle of IVF, and at an
average total cost of $100,000, only wealthy, middle
class women can afford to undergo IVF treatment.®
In addition to being prohibitively expensive, fertility
clinics are also selective as to whom they sign up as
patients based on a variety of criteria that runs the
gambit from age and marital status to sexual orientation.
For example, when Guadalupe Benitez and her partner
Joanne Clark attempted to obtain in utero insemination*
from North Coast Women’s Care, located in California,
they were rejected because they were lesbians and the
director of the clinic thought it morally reprehensible
to help lesbians beget children.* Ms. Benitez sued the
clinic claiming discrimination on the basis of her sexual
orientation and won at trial. However, on appeal, the
clinic successfully argued that it refused to treat Ms.
Benitez on the basis of her marital status, not on the
basis of her sexual orientation.*® Although the clinic was
motivated by the fact that Ms. Benitez was a lesbian, it
was nevertheless able to avoid liability by providing an
alternate justification for refusing to treat her.*’

In an interview with Dr. Geoffrey Sher, the founder and
medical director of the biggest chain of fertility clinics in
the world, the Sher Institute of Reproductive Medicine,
Dr. Sher was asked the following questions:

“How much selecting is going on?”
“Alot.”

“How much is a lot?”

“Alot.

During this interview, Dr. Sher admitted that a great deal
of screening and selection takes place behind closed
doors. A study conducted by Fertility and Sterility
showed similar findings.* When asked about a doctor’s
prerogative to decide who is a fit parent, 56 percent
polled responded that they thought doctors had a right to
determine who is fit for parenthood.*® Moreover, when
asked whom specifically doctors would object to having
as patients:

Forty-eight percent of responding directors said
they were very or extremely likely to turn away a
gay couple seeking a seeking a surrogate, 38 percent
said they would turn away a couple on welfare who
wanted to pay for ART [Assisted Reproductive
Technology] with Social Security checks, 20 percent
said they would turn away a single woman, 17 percent
would turn away a lesbian couple . . . . 5 percent said
they would turn away a biracial couple.”!
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Both the interview with Dr. Sher and the results of this
survey demonstrate the prevalence of impermissible
discrimination. So long as fertility clinics can provide
legitimate reasons for their illegitimate preferences,
these organizations can continue to discriminate against
prospective patients freely. >

B. Eugenics-Based Practices of Patients

Selection of character traits of future offspring by
patients receiving IVF treatment allows patients to
practice “positive eugenics” in addition to the “negative
eugenics™3 practiced by some IVF clinics. Because
the IVF industry is not federally regulated™* and due
to the dearth of statutory and case law regulating egg
donation,> clinics can honor requests by patients to
create offspring with specific character traits which can
be accomplished by selecting egg donors with a specific
eye color, hair color, height, 1Q, etcetera. Egg donors
can either be recruited directly by the patients, through
independent fertility clinics, or by private egg brokerage
firms catering to medical centers associated with fertility
centers.®® In California and New York, egg brokerage
firms have flourished in order to meet the demand for
“‘desirable’ donors.”’

To illustrate this point further, the profile of a typical
woman using IVF is a white, upper-middle class woman
in her late 30’s who is college-educated.®® The typical
profile of an egg-donor at one of the nation’s leading
fertility clinics is that of a young, white woman with
some college education.* This is no coincidence. If
women are unable to conceive their own biological
children, they at least want to have children who
resemble them and have similar phenotypes. However,
nothing prevents these women from taking it a step
further and attempting to create super babies.

i. Sex-Selection

In in vitro fertilization, three different procedures for
sex selection are available in which the sex can be
selected or determined before fertilizing the egg, once
an embryo is formed, and once the embryo has been
successfully implanted in utero and has developed into
a fetus.® Spinning sperm in a centrifuge can separate
Y-bearing sperm from X-bearing sperm, allowing
patients to choose which sperm to use in fertilizing the
egg.! Moreover, pre-implantation genetic diagnosis
(PGD) allows doctors to test an embryo’s chromosomes
for sex. Finally, selective reduction allows a woman to
terminate a fetus or fetuses on the basis of sex.®

Why do patients choose to engage in sex-selection?
Some patients have genetic diseases which are only
transmitted to a specific sex. Others are lesbian or gay
couples who believe it would be easier to raise children of

Spring 2008

their same sex.®* Some families want to strike a balance
between the number of boys and girls they have.* Still,
others are motivated by cultural perceptions of gender.
Dr. Mark Evans, an obstetrician-geneticist shares, “[f]
or years . . . the majority of sex-selection requests came
from Asian and Indian parents, who tended to want to
keep the boys.”® Though Dr. Evans refuses to honor
such requests motivated by clear gender bias, he will
nevertheless honor requests for gay and lesbian couples
seeking to have boys and girls, respectively.*

Still, other clinics will honor all requests for sex-
selection and even go so far as to advertise sex-selection
services in upscale magazines.”” Sex-selection, when
used in order to prevent passing on genetic anomalies
to offspring, may not seem like a troubling use of sex-
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selection, but this too raises serious concerns about
creating “designer babies.”

Clearly, in some places around the globe, the preference
for male children is so strong that the use of ultrasound
and other technologies for sex-selection has strongly
skewed the usual ratio of boys to girls. It is not
uncommon for American and European specialists
in fertility and reproductive technology to point with
horror at the declining numbers of girls in China and
India. We, the Westerners claim in righteous tones, use
the technology for good, medical reasons; they use it for
bad, social reasons.

Activists and others concerned about disability rights are
less clear about the difference. Do Western parents who
are given the option already decide not to have children
who would be mildly retarded, need a wheelchair, or be
blind? Like being a girl in a culture that values boys, is
being disabled a handicap that is best overcome through
changes in society?%

Choosing to create or implant an embryo or terminate
a fetus solely on the basis of sex in order to avoid
creating offspring with genetic anomalies or due to
gender perceptions or gender bias raises concerns about
creating “desirable” children.

ii. Pre-Implantation Genetic Diagnosis

Pre-implantation genetic diagnosis allows patients
receiving IVF treatments to test chromosomes of
embryos for potential genetic defects. PGD involves
extracting a single cell from the embryo and performing
laboratory tests on the nuclear DNA for any genetic
anomalies. Despite the risk that PGD might damage the
embryos when a cell is extracted, patients nevertheless
elect to run these tests to avoid transferring embryos
with genetic defects.®” Through the use of PGD, doctors
can now detect the following afflictions: “hemophilia;
fragile X syndrome; neuromuscular dystrophy; cystic
fibrosis; Tays-Sachs; Down syndrome, and hundreds
of other genetic disorders, some of them fatal, some
of them fatal after months, even years, of suffering.””
In addition, PGD can also detect embryos carrying
diseases that are not apparent until adulthood, such as a
predisposition to breast cancer or Alzheimer’s disease.”
While prevention of human suffering is an honorable
function of PGD, when a genetic anomaly does not
cause suffering or fatality, but instead causes dwarfism,
for example, PGD could be used as a tool to create a
superior breed where differences are marginalized.

Although there is currently no technique which enables
parents to genetically enhance an embryo, advancements
in PGD technology could have profound implications for
the future. The following quotation from Philosopher

Gregory Pence demonstrates the potentially disastrous
consequences of allowing market forces, unregulated by
government, to create designer babies:

Some day soon, when the opportunities arise, we
will see the wisdom of allowing parents maximal
choice about their future children. This is not state-
controlled eugenics (which attempted to take away
such choices from parents) but its opposite. If a
child can be given an extra decade of life by an
artificial chromosome, or 50 percent more memory
through a therapy in utero, then I personally
would feel obligated to give my future child such
benefits.

What T fail to understand is how other people—
or the federal government—could think it just
to prevent a parent from benefiting her future
children in this way—for example by banning such
enhancements. I see no difference between such
a ban and a similar ban on parents sending their
children to computer camps in the summer: both
are intended to better children, both will be done
most by people with money.”

Leaving aside the ethical implications of genetic
enhancement, the difference between banning genetic
enhancement of embryos and sending children to
computer camp has its roots in the history of eugenics in
this country. If the only people who have this “choice”
are upper-middle class families, then the privilege
of being a white child would take on a whole new
meaning, while births of non-white children would be
further marginalized.

V. Procedure Involved in Egg
Donation

Women donating eggs to both stem cell research
facilities and to IVF clinics must first undergo a
screening process in which donors are medically and
psychologically evaluated.” Donors are then subjected
to hormone injections for seven to ten days in order to
stimulate the ovaries. These hormones typically cause
stimulation of five to 15 eggs.” The progress of donors
in both scenarios is monitored by ultrasound.” Once
the eggs have matured, donors receive an injection of
Subsequently,
these matured eggs are removed during an out-patient

human chronic gonadotropin (HCG).

procedure in which donors are given anesthesia.
Doctors remove the eggs by inserting a needle through
the vagina and into the ovaries, where eggs are suctioned
in the needle and deposited into test tubes.”
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Short-term side effects of egg donation can include mood swings, headache,
bloating, nausea, fatigue, breast tenderness, problems sleeping, body aches,
problems with vision, and compulsory abstinence.” Long-term side effects
of egg donation include, among others, the risk of decreased fertility in
the future, ovarian cancer, and ovarian hyperstimulation.”® Women who
receive the highest doses of fertility drugs in order to donate eggs are only
now reaching an age where cancer becomes more common.” Therefore,
studies have not found any conclusive evidence regarding the risks of

ovarian cancer or decreased fertility.*

Unlike egg donors to stem cell research facilities, egg donors for IVF
are usually phenotypically matched to recipients so that the donor has a
“similar look and background as the female recipient of the oocyte.”! An
additional step involved in the egg donation process that is peculiar to
the IVF context is that a donor’s menstrual cycle must be matched with
the recipient’s cycle.®? Accordingly, egg donors to IVF must receive an
additional ten days of hormone injections with concentrated drugs such as
Lupron in order to suppress the function of the donors’ ovaries.®> Women
donating their eggs to IVF then must go a more arduous and dangerous

procedure than women donating their eggs to stem cell research centers.

Given the drawbacks of IVF and the potential benefits of stem cell research
discussed above, and given that the risks involved in egg donation exceeds
the risks inherent in donations to stem cell research, the policy rationale
behind this differential compensation scheme seems questionable at best.
This section examines the underlying presumptions that prompt the no
compensation rule. The first presumption is that payment can constitute a
form of coercion in and of itself. The second presumption is that women
are defined by their fertility and, therefore, donating eggs to an IVF clinic is
inherently altruistic, regardless of how sizeable the compensation received.
This analysis also evaluates whether these statutes violate a woman’s
fundamental right to choose, and concludes that these statutes are likely
unconstitutional pursuant to the Equal Protection Clause of the Fourteenth

Amendment.

Black’s Law Dictionary defines coercion as “[c]onduct that constitutes
the improper use of economic power to compel another to submit to the
wishes of one who wields it.”** The position of state legislators is that
paying women to donate their eggs to stem cell research facilities would
be coercive. However, the very compensation schemes California,
Connecticut, and Maryland have created coerce women to donate to IVF
clinics. Since compensation to women donating eggs to IVF clinics is
unregulated, women who otherwise wish to donate to stem cell research
centers might be coerced into donating for IVF clinics simply for the
financial gain. According to Dr. Mark V. Sauer, the director of the assisted
reproduction program at Columbia-Presbyterian Medical Center, his list

of prospective egg donors has recently doubled to over 500.%° Dr. Sauer
and other fertility doctors believe the surge in interest is correlated with a
recent jump in the amount paid for the services of egg donors.® If the aim
of state legislators is to decrease coercion in egg donations to stem cell
research, then legislators should provide that egg donors to IVF and stem
cell research be compensated similarly. Furthermore, to allay concerns of
undue influence resulting from exorbitant compensation, legislators could
place a ceiling on the amount that egg donors may receive for their time

and inconvenience.

In addition to the coercive compensation scheme which favors egg
donation to IVF, the repronormativity of motherhood also places pressure
on women to donate eggs to IVF centers. By stating that the benefits of
embryonic stem cell research are uncertain, whereas the benefits of IVF
are clear (helping an infertile woman be able to conceive), state legislators
reinforce the notion that a woman’s worth is at least partially connected
to her fertility.®® For example, conceiving biological offspring® is seen
as a social good whereas adoption is only considered as a last resort.
“Reproduction has been so taken for granted that only women who are not
parents are regarded as having made a choice—a choice that is construed
as nontraditional, nonconventional, and for some, non-natural.” Because
motherhood is considered “society-preserving,” altruistic work, to refuse it
seems a selfish lifestyle choice. Motherhood is so sacrosanct in our society
that legislators seem afraid to regulate in this area, afraid to question the
health risks associated with egg donation in IVF, and afraid to consider
whether the exorbitant compensation to egg donors in the IVF context is

coercive.

Having established that payment for egg donations to stem cell research
is not coercive per se, the question remains whether these differential
compensation schemes violate a woman’s constitutional right to privacy, or
right to choice. Roe v. Wade is primarily associated with the holding that the
Due Process Clause of the Fourteenth Amendment protects a constitutional
right to privacy.”’ More importantly, however, Roe held that fetuses and
earlier stages of development up to fertilized eggs are not “persons” within
the meaning of the Constitution.”” Additionally, it held that the state has
an important and legitimate interest in protecting potential human life.”®
Because the state has a recognized interest in the development of potential
human life, the Supreme Court balanced a woman’s right to privacy against
a state’s interests in the potential for life. During the first trimester, a
woman’s constitutional right to liberty and privacy are the strongest, and a
state’s interests are at their weakest.

In Lawrence v. Texas, the Court confirmed a prior Court holding “that our
laws and tradition afford constitutional protection to personal decisions
relating to marriage, procreation, contraception, family relationships,
child rearing and education.”* In this context, privacy rights are primarily
understood as respecting a person’s autonomy in their sexual lives.
Similarly, in Eisenstadt v. Baird, the Court referred to one’s privacy rights
as essential to protect single and married individuals from unwarranted
government intrusion into one’s decision whether or not to “bear or beget
a child.”*



Framed in this manner, the question then becomes
whether the doctrine of privacy will apply in the context
of new reproductive and scientific technologies, much
the same way that courts have asked whether the First
Amendment applies to the Internet.”* The strongest
argument in favor of applying the right to privacy in
the context of embryonic stem cell research is that by
donating eggs to stem cell research facilities, women
are contributing to researchers’ understanding of the
replication of human cells. The very goal of SCNT is to
develop therapeutic cloning in the future. Therapeutic
cloning involves replicating fragments of an individual’s
DNA in order to replace diseased cells. Since cloning
is a form of asexual reproduction similar to the process
involved in reproduction of offspring, interpreting an
egg donor’s right to privacy depends upon the Court’s
rationale for recognizing a right to privacy from
unwarranted government intrusion into the decision
to have offspring. Like the decision to have genetic
offspring, the decision whether or not to donate one’s
eggs for any reason (whether motivated by compensation,
furthering therapeutic cloning, or a combination of both)
involves an individual’s conception of the meaning
of life. Accordingly, the Supreme Court should find a
woman’s fundamental right to privacy encompasses her
right to donate her eggs freely, whether in the context of
stem cell research or in vitro fertilization.

D. Equal Protection

If the Court finds that a fundamental right to privacy
applies to a woman’s decision to donate her eggs, these
state regulations would be unconstitutional unless the
state can demonstrate a compelling state interest.”’
Although these states might argue that they have a
compelling state interest in regulating egg donations in
order to preserve potential life, this argument is flawed
for several reasons. The predominant view is that at the
earliest, human life begins at conception. Therefore,
the state has an interest in protecting an embryo as a
potential person. However, in SCNT, no embryos are
created. Although SCNT is considered a subcategory
of embryonic stem cell research, this is a misnomer
because the eggs are not fertilized by sperm. Moreover,
if one believes that conception occurs in the womb,
then embryos created outside the womb may not be
considered potential human beings. States eager to
promote embryonic stem cell research would have no
incentive to pass legislation that defines conception in
any other manner.

Even if states defined human life as beginning with
a mature egg or before fertilization of an egg, states
would still not be furthering a compelling interest in
prohibiting compensation to egg donors of stem cell
research while leaving compensation to egg donors

of IVF clinics unregulated. The argument that states
are protecting human life is tenuous because, in the
context of IVF, excess embryos are frequently created
and are frozen or discarded. Moreover, because in
vitro fertilization is an emerging field, researchers
do not yet know how many transferred embryos are
implantable in a woman’s uterus. This has led to high
order multiple pregnancies which cause complications
to both mother and child. Thus, patients often undergo
selective reduction in which one or more fetuses is
terminated. ** If one has a fundamental right to privacy
in donating eggs, the differential compensation schemes
in California, Connecticut, and Massachusetts would be
an unconstitutional violation of that right.

Regardless of whether or not the Supreme Court finds
a privacy interest in the donation of eggs, California’s
regulation is likely an unconstitutional as a means
of gender-based classification. Unlike Connecticut
and Massachusetts, California allows sperm donors
to be compensated for donations made to stem cell
research, while prohibiting egg donors from receiving
any compensation beyond direct expenses. Since
all sperm donors are males and all egg donors are
females, the differential scheme necessarily implicates
gender.  Gender classifications trigger heightened
scrutiny of state regulation and will only be upheld if
the government provides “an exceedingly persuasive
justification.” The purpose of the statute is clear: the
process of egg donation is invasive and can cause serious
side effects, therefore the prohibition on compensation
is meant to protect women. So long as prospective
egg donors provide informed consent of the potential
health risks involved, they can decide whether the risks
of donating outweigh the benefits. By “protecting
women,” this statute assumes that women cannot make
informed decisions about their own bodies, a view that

is paternalistic, patronizing, and unconstitutional.

VII. Conclusion

At first glance, the rationale behind statutes that create
differential compensation schemes are concerned with
women’s health. By prohibiting compensation, state
legislators reason that women will not be coerced into
donating their eggs to stem cell research. However,
if concern that compensation will coerce women were
indeed the rationale behind these statutes, legislators
would not leave compensation for egg donations to
IVF clinics up to market forces, where women can be
compensated upwards of $50,000.' A compensation
scheme favoring egg donations to IVF clinics is even
more coercive in light of the repronormativity of
motherhood in this culture. Because motherhood is
viewed as altruistic, potential egg donors will more
likely be coerced into donating for IVF clinics because
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their donation will be viewed as altruistic and they also will be compensated
generously for their time.

Depending on how the Supreme Court interprets reproductive privacy rights
involving technology and cloning, these statutes, besides being questionable
as a policy matter, potentially infringe on the constitutional right to privacy.
Because privacy rights are in a state of flux after Gonzalez v. Carhart,'"
it is difficult to know whether the Court will apply reproductive privacy
rights in the context of reproductive and biomedical technologies such as
therapeutic cloning. Carhart involved a woman’s right to privacy in the
third trimester, when a woman’s interests are much weaker in comparison

to a state’s interests in regulation.'®®  Since egg donation precedes even

the first trimester framework, Carhart does not necessarily indicate how
the Court would decide privacy rights in egg donation.!”® However, new
reproductive technologies challenge the whole trimester framework in Roe
and potentially call for an entirely new approach to reproductive privacy
rights.
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No Standards to Test for Drugs in Water

Until recently, the government and physicians advised consumers to flush

expired pharmaceuticals down the toilet. However, experts now note that this
recommendation was ill-advised. Recent studies have shown that this practice has
resulted in the prevalence of medications, such as antibiotics, anti-convulsants,
mood stabilizers, and sex hormones in the nation’s water supply. Despite this
phenomenon, the Environmental Protection Agency (EPA) does not require
utility companies to test for the presence of pharmaceuticals in the water supply.
Due to the lack of regu|ations, many communities do not test for the presence

of drugs in drinking water, and most fail to inform their customers when these
po||utants are detected. Experts express concern that these po||utants potentia”y

threaten the health of humans, wildlife, and the natural environment.

In response, the U.S. Senate has scheduled hearings to address these concerns,
however, many cities plan to take action before rulings are made in the federal
government. In response to growing pub|ic outcry about the issue, the
pharmaceutical industry has teamed up with the U.S. Fish and Wildlife Service
to devise a strategy to inform Americans about ways in which to dispose of
unused pharmaceutica| products. Experts emphasize the need for the EPA to
expand the list of contaminants for which utilities are required to test to include

pharmaceuticals.

Heparin Contamination Raises Questions
About the Safety of U.S. Drug Supply

Contamination of the blood thinner heparin, which led to drugmaker Baxter to
recall its heparin in early in 2008, has been linked to the source of the supply in
Chinese workshops. The associated deaths are estimated to include more than
60 peop|e and the contamination is spread among all manufacturers of the clrug.
The recall raises questions about drug regulation in an increasingly global market,
when drug supply originates from provinces that do not fall under the jurisdiction
of the FDA’s Good Manufacturing Practices. Indeed, China’s State Food and
Drug Agency responded to the contamination by re|easing a notice requiring
producers of heparin to obtain their supplies only from registered suppliers.
Questions about the FDAs capacity to adequately inspect the United States”
food and drug supply first arose in 2007 after spinach was contaminated in

California, and will undoubtedly continue to be a concern for policymakers.

Celebrity Confidentiality Breaches in Health

Care Records
With a public apology, the UCLA Medical Center in Los Angeles, California

has promised to work closely with state health officials to investigate privacy
breaches of over 30 high profile patients, including Britney Spears, Farrah
Fawcett, and California first lady Maria Shriver. More than several employees

have been implicated, disciplined, or fired for snooping into the electronic

health records of celebrity patients in violation of state and federal laws,
including thirteen individuals who were involved in probing into Britney Spears’s
medical file. At least one employee may face criminal charges under the Health
Insurance Portability Accountability Act of 1996 (HIPAA). Questions have
arisen regarding the time lapse between when the hospital became aware of

the breaches and when it notified the celebrities. This breech has reinvigorated

discussions about the possibility of strengthening state and federal medical privacy

|dWS.

FDA To Issue Decision on the Safety of
Cough and Cold Medications for Children

The over-the-counter drug industry is awaiting a decision from the Food and
Drug Administration (FDA) as to whether it will allow the continued marketing
of cough and cold medicines to children under the age of six. The FDA has
issued two public health advisories since August 2007, warning that, “serious
and potentially |ife—threatening side effects” can occur from use of the products.
The adverse effects include death, convulsions, rapid heart rate, and decreased
level of consciousness. The FDA recommends that the products not be given to
children under two years of age “unless given speciFic directions to do so by a

healthcare provider.”

Prior to the FDA's Nonprescriptions Drugs Advisory Committee public meeting,
the makers of oral infant cough and cold medicines sold under the Dimetapp,
PediaCare, Robitussin, Tylenol, and Triaminic brands voluntarily recalled their

products from store shelves.

As the industry awaits the final decision, stakeholders are debating whether
|abe|ing changes are an adequate solution, or whether the products should be
removed from the market altogether. A Citizen's Petition filed with the FDA

by several health professionals in early 2007 requests that the agency require
nonprescription cough medications be labeled with the following statement: “(a)
These products have not been found to be safe or effective in children under six
years of age for treatment of cough and cold. (b) These products should not be

used for the treatment of cough and cold in children under six years of age.”

The Consumer Healthcare Products Association (CHPA), a trade group
representing the nonprescription drug industry, has told the media that entirely
removing these products from the market could have negative consequences,
cautioning that if cough and cold medications are not available for children,
parents may give their children adult medication and attempt to adjust the
dosages‘ One study revealed that 74 percent of parents reported they would
use whatever medication they had around the house to treat their children. Rather
than eliminating all children’s over-the-counter cough and cold products from the
market, CHPA advocates for keeping the products on the market and educating

parents on administering medicines to their children in safe and proper doses.
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The Citizen’s Petition asserts that the FDA has never formally concluded that
the medications are “generally recognized as safe and effective” for the pediatric
popu|ation. The agency has ac|<now|eo|gec| that there is a paucity of data about

the safety and efficacy of pediatric cold medications.

Funding to Develop Blood Substitute

As the blood-donor shortage in the United States worsens, demand for a
suitable blood substitute increases. Aside from the shortages, problems with
traditional blood transfusion include transfusion-transmitted diseases, the problems
and expense of co||ecting and storing donated human blood, and the demand

for compatibility testing.

According to estimates by the World Health Organization, there are not enough
blood donations to meet the worldwide need of 100 million units (45 million
liters) per year. Thus, a viable blood substitute could save the lives of millions,
and has practical applications in military, homeland security, emergency medicine,
and traumatic brain injury. “Creating an effective substitute for human blood

has been an elusive dream for many decades,” says Dr. Jan Simoni, associate
research protessor in Texas Tech Health Sciences Center’s surgery department

and HemoBioTech Inc.’s acting vice president for research and development.

To this end, the Office of Naval Research has awarded four grants to the
Virginia Commonwealth University Reanimation Engineering Shock Center
(VCURES) for research using the blood substitute Oxycite. VCURES is
Virginia Commonwealth University’s critical injury and illness research group.
The $3.5 million funding will be used to support studies which focus on the use
of Oxycite in decompression sickness, embolisms, traumatic brain injury, and

blast injuries.

Bridget Behling and Rebecca L. Wolf contributed to this column.

93
Spring 2008



PDATE.

The Presidential Race in Health Care
As of mid-April 2008, Senators Hillary Clinton and Barack Obama are still

competing for the Democratic Presidential Nomination, while Senator John
McCain is the Nominee-in-Waiting for the Republican Party. All three of the
candidates have put forth their opinions and proposals for health care reform
with varying degrees of complexity. Each generally advocates for raising the
quality of patient care and chronic disease management, creating health care cost
transparency, broadening the implementation of electronic health information
techno|ogy, and ensuring drug costs and health care coverage are less tied to an

individual’s employer. However, this is where many similarities end.

Hillary Clinton has taken the position that affordable, accessible, and adequate
health care is everyone’s responsibility. Her plan would mandate that individuals
buy into some form of health insurance with subsidies and tax credits tied

to income to assist those who are otherwise unable to afford coverage on

their own. Large employers would be required to either provide coverage or
contribute to coverage for their emp|oyees. Small emp|oyers would be given tax
credits, enabling them to provide coverage to their employees. Senator Clinton’s
plan would allow insured individuals either to maintain their current insurer or
choose another insurance provider. Those who elect to obtain new coverage
would be able to choose between new plans with private options modeled
after the Federal Emp|oyee Health Benefit Program (FEHBP) and a pub|ic p|an
modeled after Medicare.

Barack Obama advocates towards the same goal of universal health care for all
Americans. However, his plan only requires that children receive full coverage.
His plan would also allow individuals to participate in their parents” health care
plan until reaching 25 years of age. Senator Obama would further create a “new
national health plan” with guaranteed eligibility for all Americans that would
include benefits based on FEHBP. For individuals with lower incomes, Obama
would seek to expand Medicare and the State Children’s Health Insurance
Program (SCHIP). His plan would also provide additional subsidies for those
with higher incomes which would otherwise disqualify them from Medicaid and
SCHIP. Senator Obama also advocates for more flexibility for states to institute
reform and for federal health care initiatives targeting areas such as HIV/AIDS,

autism, mental health care, and lead poisoning.

John McCain has been advocating for health care reform that provides for
“personal . . . and economic freedom for everyone.” McCain’s plan includes
tax credits of up to $2,500 for individuals and $5,000 for families, which will
enable them to purchase insurance coverage independent of their employers.
His plan also advocates for medical liability reform, especially to protect those
physicians who follow clinical and safety protocols when treating patients.
McCain has emphasized that families should have autonomy over medical
decisions, so that they may genuinely consider financial constraints and the

individual needs of their family members. Further, he advocates for health care

cost transparency and the use of vehicles such as tax-exempt health savings
accounts. Senator McCain's proposed individual responsibility would be
bolstered by the increased competition created through the freedom for
individuals to seek and for insurers to provide health care across state lines via the

internet and other means.

The national elections are still many months away, and the candidates’ diverse
health care p|atforms will undoubted|y continue to deve|op as Election Day

draws nearer.

Court Rules in Favor of FDA Preemption in
Medical Devices

Preemption by Food and Drug Administration’s (FDA) regulations has been a
prominent issue before the Supreme Court in 2008. Specifically, this issue has
arisen in the context of litigation against manufacturers of pharmaceuticals and
medical devices. In Riegel v. Medtronic, 128 S. Ct. 999 (2008), the Court
issued a decisive 8-1 decision ruling in favor of allowing FDA regulations to
preempt certain state tort actions based on defective medical devices. Justice
Scalia, writing for the majority, concluded that,if a medical device has passed

the FDAs preapprova| regu|atory process, then it should not be subject to any
further litigation in state courts for subsequent defects. The Court held that the
Medical Device Amendments (MDA) of 1976 give the FDA exclusive power
over the premarket approva| process, and thus bar p|aintiffs' from initiating
common law negligence and strict liability claims in state courts which may impose
duties of saFety and effectiveness on manufacturers that exceed the scope of

the FDA regulations. The Court relied on the FDAs administrative expertise in
making final determinations on medical devices after weighting the associated risks
and benefits, and reasoned that jurors cannot be trusted to accurate|y assess the

same risks and benefits.

To date, the Court has not reached a consensus on whether FDA regulations
should also preempt all common law persona| injury suits against pharmaceutica|
manufacturers, The Court reached a 4-4 split in Warner-Lambert v. Kent, 128 S.
Ct. 1168 (2008), the case addressing this issue. The decision did not issue an
opinion, but essentially affirmed the Second Circuit’s view that FDA regulations
did not preempt this particular Michigan personal injury lawsuit against the
allegedly defective drug Rezulin®. Notably, this may not be the ideal test case as

it involved a rather narrow preemption issue.

The Court has expressed its interest in deciding the issue of whether FDA
regulations preempt all pharmaceutical litigation, including defective design,
inadequate warnings, and manufacturing defects. Indeed, in October of this
year, the Court will hear the landmark case of Wyeth v. Levine, 128 S. Ct.

1118 (2008), and possibly preempt the entire realm of personal injury lawsuits
against pharmaceutical manufacturers. In January 2006, the FDA issued a strong

statement in the Federal Register supporting the preemption of all conflicting state
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laws. The ultimate holding of Levine may well hinge on the amount of deference

the Court is willing to yield to the FDAs expertise.

The Third Circuit’s ruling in Colaccio v. Apotex Inc. in April 2008, a case
brought by the families of two people who committed suicide while on
antidepressants, provided a possible preview of the treatment of preemption
in the drug industry. The court held that the drug manufacturer was shielded

from liability under state law for failure to wamn because of the preemption of

established FDA rules.

Proposed Change to Physician Education

about New Drugs

On March 12, 2008, the U.S. Senate Special Committee on Aging Chairman
Herb Kohl (D-\X/D held a hearing to propose changes to the current practice of
pharmaceutical companies educating physicians about their own pharmaceuticals.
Chairman Kohl and Senator Dick Durbin (D-IL) plan to introduce |egis|ation this
spring which will seek to ensure that physicians receive unbiased information
about new pharmaceuticals. The bill will include the provision of grants to

fund the dissemination of neutral information to physicians through educational

materials and medical professionals” personalized visits to physicians’ offices.

This proposed legislation may negatively affect the pharmaceutical industry’s
current marketing strategy since an integra| component of many companies'
marketing schemes relies upon the company’s direct distribution of product
information to physicians. Nonetheless, in the hearing, Chairman Kohl
emphasized the importance of academic detailing, and stated that, “[wlithout
academic detailing, physicians may not have access to information about the full
array of pharmaceutical options, including low-cost generic alternatives. However,
research has shown that when they do, doctors prescribe the best drug — not just

the newest one — and health care spending is lowered.”

The March 2008 hearing was conducted as follow-up to a hearing held in June
9007 in which the Committee evaluated the current relationships between
physicians and drug companies. During the preceding hearing, Chairman Kohl
and Finance Committee Ranl(ing Member Senator Charles Grass|ey (R-|A)
proposed the Physician Payment Sunshine Act (S. 2029), which requires
manulfacturers of pharmaceuticals, medical devices, and biologics to provide
information about money they spend marketing their products to physicians.

The pharmaceutical industry has opposed the Physician Payment Sunshine Act,
claiming that it impedes the industry’s ability to provide information to physicians

about these medical resources.

Updating the Family and Medical Leave Act
The Family and Medical Leave Act (FMLA), enacted in 1993, allows eligible

employees to take up to 12 weeks of unpaid leave due to a serious medical

condition or to care for a new child. Alter the fifteenth anniversary of the law’s
enactment, the Senate Committee on Health, Education, Labor and Pensions
(HELP) held a hearing on February 13, 2008 to discuss the future of FMLA.
Senator Chris Dodd (D-CT), Chairman of the HELP Subcommittee on Children
and Families and drafter of FMLA, discussed a new bill that would provide

paid leave to emp|oyees and new FMLA regu|ations recent|y proposed by the
Department of Labor (DOL).

The DOL has proposed several regulations to amend FMLA. One proposal
would reverse the current provision allowing employees the leeway to call their
employers for up to two days after an absence, eliminating a provision which
protects employees facing unpredictable and sudden family medical emergencies.
The new regu|ations would also allow emp|oyers to ask for documentation
regarding the medical conditions of their employees twice a year, regardless if the

employees’ medical conditions are chronic or permanent.

In addition to the proposed changes related to employees, the DOL also seeks
public comments on a new bill related to veterans (H.R. 3556). This bill would
amend the FMLA to allow e|igib|e emp|oyees to take up to 26 weeks of leave
to care for an ill or injured family member who is on active duty or has active duty
status. The proposed changes also include at least one pro-emp|oyer provision,
which would allow emp|oyers to deny perfect attendance awards or benefits to

employees that utilize FMLA leave days.

Proposed Legislation Aims to Provide

“Sunshine” in Industry Relationships

House and Senate bills titled the “Physician Payments Sunshine Act of 2008”
appear to be moving swiltly through Congress. The legislation (H.R. 5605 and
S. 20929), sponsored in the Senate by Senators Chuck Grassley (R-1A) and
Herb Kohl (D-W1), require quarterly reporting of all transfers of value in excess
of $25 between manufacturers of drugs and devices, including compensation,
gifts, speaking and consulting fees, and physician ownership or investment
interests. The bills make an exception for product samples that are intended for
a patient. The legislation provides for delayed reporting of clinical trials. Penalties
for noncompliance include a fine between $10,000 and $100,000. Some
manulfacturers, such as device maker Zimmer, have provided support for the
bills. The legislation is partly a response to recent media attention to industry
sponsored drug studies where compensation reports have not been proper|y
disclosed. Senator Grassley believes that “a little bit of sunshine will go a long

way” in promoting the best interests of patients in a fair market health care sytem.

Biswaijit Chatterjee, Chandana Kolavala, Thomas B. Sparkman, and
Rebecca L. Wolf contributed to this column.
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With p|easure, the Health Law Project, Program on Law REGISTRATION INFORMATION:

and Government is p|easeo| to announce the establishment 2008 Calendar

of the inaugural Summer Session Health Law and Policy ~©°mpleted Application and Fee Due: May 2

Registration ends: May 15

Institute. This one-week program, which will be held from Classes begin: June 16

June 16-20, 2008, will provide J.D. and LL.M. students  Classes end: June 20

Take-home exams/papers**: July 12

and practitioners with intensive training in a broad spectrum ¥if applying for academic credit

of health law and policy topics. Custom-developed .
Tuition and Fees for Students

courses™ taught by leading practitioners from private practice, Tuition per credit for 2008: $1350

academia, health care organizations, government, and Non-refundable Application Fee: $65

L . . . . Student Activity Fee: $30
non-governmenta| OrgdandtIOﬂS WI” prowde an intensive

Note: Tuition does not include expenses for books and other reading materials.
learning experience for participants. Academic and CLE
credit will be available for program participants. . . .

To inquire more about the program, receive an
official brochure, or request an application,

The Summer Session Health Law and Policy Institute is
please contact:

designed for legal professionals who are practicing or . .
Health Law and Policy Institute,

preparing to practice health care law, and offers training in American University Washington College of Law

theoretical and practical aspects of health law and policy. ATTN: Corrine Parver, Esq.

Health Law Project, Program on Law and Government
4801 Massachusetts Avenue, NW

location in the nation’s capital also provides students with Washington, DC 20016

Tel: 202-274-4136; Fax: 202-730-4709
Email: healthsummer@wcl.american.edu

American University’s Washington College of Law's

an opportunity to combine participation in the Institute with
exciting externships or summer positions that will enrich

their health care law experience.

*Courses may be taken for academic credit or for Continuing Legal Education. These credits can also be applied
toward an LL.M. degree with a Health Law specialization in the Law and Government Program. A Certificate
of Attendance will be presented to participants who do not wish to receive academic credit. Course schedule
and offerings are subject to change. International Participants should apply at least five weeks in advance and bear
the sole responsibility for applying for and obtaining a visa at the American Embassy or Consulate in their country.
Applicants whose first language is not English must submit a minimum TOEFL score of 580 or a written certificate
of proficiency from an accredited language institution, unless applicant holds a degree from an accredited U.S.

institution. Completed application and a $65 non-refundable application fee should be mailed directly to the
Registrar’s Offfice.
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es New Summer Session Program

COURSES

Introduction to International Health, Human Rights and
Public Health

Houeida Saad (1 credit)

Javier Vasquez

Introduces students to the substance and theory of human rights law through a focus on
public health. This course explores the link between human rights, international public
health policy, and international law, and examines the right to health vis-3-vis other human

rights, as framed by international treaties and covenants.

Introduction to Medical Issues for Lawyers

Steve Pavsner, Corrine Parver, select physicians (1 credit)

Provides up-to-date knowledge and information in an introduction to basic medical
principles and practices, and reviews medical negligence law for those students and lawyers

interested in medical liability issues.

Intersection of Intellectual Property and Health Care
Josh Sarnoff; Sean Flynn (tentative), others (I credit)
Provides signiﬁcant exposure to the many re|ationships between U.S. patent, trademark and

copyright laws and health care, including: access to medicines, data privacy, genetics, and

biotechnology.

Legal Issues in Health Care Fraud and Abuse

Carrie Valiant, Jack Boese, Corrine Parver (1 credit)

Examines fraud and abuse in the delivery of health care through discussions of the major
criminal and civil laws and regu|ations combating various forms of health care fraud. Course
includes a False Claims “Boot Camp,” as well as Stark and Anti-kickback Statute issues,

health care anti-fraud enforcement efforts, sanctions, and compliance programs.

Introduction to Health Care and Life Sciences
Fundamentals

Jennifer Geetter, Lewis Grossman, Joel Michaels, Lynn Shapiro Snyder,
Robert Dinerstein, others (I credit)

Addresses the unique issues attorneys face in counseling health industry clients, including:
coding, coverage, reimbursement, billing, compliance and other regulatory matters. Includes
a Washington Insiders” Health Care Update, which analyzes Democratic and Republican
Presidential candidates’ health care reform platforms, Congressional and state legislative

initiatives, and recent Federal government regulatory actions.
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