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Dear Readers,

The world is complicated by day-to-day difficulties that derail our personal consciousness from
observing and criticizing issues of real human impact. We live in a time that is dismantled by hunger
and food crises, economic meltdown, nuclear development, and political tumult. However, on the brink
of important healthcare reform in the United States, bioethics is poised to take center stage in thoughts
and minds across the country, which shows that 2009 is a perfect inaugural year for the publication of
the Rutgers Journal of Bioethics. This issue will stop us in our tracks and focus our attention to bio-
ethics, despite the surrounding adversities. Over the past year, we, along with our editorial staff have
worked continually in creating the journal that you hold in your hands.

In these pages, you will find various topics covered from Posthumous Sperm Procurement to
the ethical issues involving the use Dwarfs in the Entertainment Industry. Our goal was to include a
wide breadth of topics in order to appeal to a large audience. We also thought it was important for the
reader to understand the opinions of Rutgers students, because it is that backdrop that frames our
own perceptions of bioethical issues. As such, you will get a sample of how the Rutgers University
undergraduate population feels about clinical trials of new drugs in underdeveloped countries and also
unbalanced funding for medical programs (HIV vs. Cancer funding). Bioethics is not confined to our
university nor is it confined to our country. Although health care reform has only recently reached our
attention, other parts of the world have been grappling with their own bioethical contentions. We urge
our readers to stay tuned into global affairs. You will find a Bioethics without Borders section in-
cluded in this journal to satisfy just that.

Finally, we would like to thank our hard working faculty advisors, associate editors, and editorial
staff. Without their commitment to editing, review, research, creativity and design, we could not have
assembled the journal we have today. We would also like to extend our gratitude to our dedicated au-
thors for joining in our cause for bioethical awareness and spending their time reviewing with
us. Being as though this is our first jump into the world of journal publication, we have a strong feeling
of pride in what we have accomplished over the past year. We hope that you will not only enjoy the
articles and features that we have published, but mostly, our hope is that we challenge you to think
critically about the issues in front of you. So without further pomp and circumstance, we proudly pre-
sent to you the premier issue of the Rutgers Journal of Bioethics.

Sincerely,

Ami Amin Nathaniel Jones Sajel Shah
Molecular Biology & Biochemistry, Cultural Anthropology Psychology
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Should We Help Them Die?

Stephanie Golubic, University of Pennsylvania, Graduate Student?

Physician Assisted Suicide (PAS) has been, and continues to be, a common topic of ethical and political debate.
People tend to have very passionate stances on the topic, often rooted in personal experience and influenced by the
frequent media coverage of end-of-life family feuds and court proceedings of physicians accused to carrying out
PAS. In this article, an argument opposing the legalization of PAS is presented.

Physician Assisted Suicide has been subject to
ethical and political scrutiny for many years. The
United States has been very critical towards the legali-
zation of Physician Assisted Suicide (PAS) as is at-
tested by the fact that Oregon is the only state in the
country that has legalized the practice thus far. There
are certain scenarios which support the legalization of
PAS; however, the potential risks of legalizing the
practice overwhelm the benefits of providing the op-
tion.

Proponents of legalizing PAS claim that doing so
would provide patients with the option of dying with
dignity. Palliative care is not always successful in
managing pain and PAS would offer patients the op-
tion of relieving their suffering when palliative care
fails. Legalization of PAS would also provide ac-
countability; thus allowing the practice of PAS to be
more highly regulated. Therefore, legalization of Phy-
sician Assisted Suicide would minimize the number of
unreported and unregulated incidents of PAS.

Despite the validity behind some of these claims, it
is important to consider the risks associated with le-
galizing PAS. One of the most common potential dan-
gers foreseen by those in opposition to PAS is the
inability to properly regulate and restrict PAS, which
may lead to the ongoing expansion of the inclusion
criteria. In addition, the occurrence of skewed deci-
sions made by patients to undergo PAS due to undiag-
nosed clinical depression or other motives not recog-
nized by the clinical staff, also pose a great
risk. While the proponents of PAS may offer possible
solutions to these raised concerns, there is not enough
evidence supporting their claims to justify legalizing
PAS. Therefore, upon weighing both arguments, the
benefits of legalizing PAS do not justify the risks as-
sociated with it.

Proponents of Physician Assisted Suicide empha-
size that legalizing PAS would benefit the individual
in numerous healthcare settings. PAS offers a patient
more choice at the end of life to decide when their
dignity, as they perceive it, is tarnished. This, how-
ever, is very subjective because every person holds a
different perception regarding what makes life valu-
able and what is the extent to which it is no longer

valuable. Patient advocates might argue that the pa-
tient can avoid being seen in a degenerate, helpless
state by his loved ones, enabling family and friends to
remember him the way that he was prior to the illness.
The patient would be remembered by his best quali-
ties, rather than by the image of diminishing mental
and physical health.

Supporters of legalizing PAS also argue that PAS
would offer relief of suffering for people when pallia-
tive care fails. If palliative care efforts are unsuccess-
ful and PAS is implemented, it would prevent the pa-
tient from enduring severe pain and relinquish the
family and friends from watching their loved one suf-
fer. There are many patients who experience severe
pain prior to death, while some endure disabilities that
require complete dependence on caregivers. The avail-
ability of PAS could enable patients to take control of
their condition.

Advocates of the legalization of PAS claim that
doing so would result in an increase in palliative care
efforts. Due to regulatory procedures, the patients
seeking PAS would be required to exhaust palliative
care efforts prior to being granted PAS. As a result,
relief can be found in a form of palliative care and less
people would have to resort to PAS in the end. With
palliative care measures being utilized and scrutinized
to a greater extent, more efficacious therapies would
be developed in order to maximize the care prior to
determining that it is ineffective for a patient and go-
ing forth with PAS.

If PAS is legalized, it could potentially lead to a
decrease in palliative care efforts. When PAS is
sought by a patient who passionately believes that
PAS is his best option, he may bear an attitude that
nothing else will work. There may be somewhat of a
reverse-placebo effect during the attempts at palliative
care. A patient may convince himself that the therapy
that he is receiving is inefficacious with a strong belief
that no palliative care methods will relieve his suffer-
ing. In an alternate situation in which palliative care is
the only option available (where PAS is illegal), the
patient may be more willing to accept that the therapy
offered will benefit him, seeing no alternative or more
effective course of treatment. If a patient believes that



palliative care will not provide any relief, the pallia-
tive care treatments may only be tried very briefly in
order to fulfill regulations Fewer people will benefit
from palliative care if more people opt for PAS, so
less emphasis and confidence will be awarded to pal-
liative care over time. Current palliative care mini-
mizes pain and suffering in many chronically ill pa-
tients. Since these therapies are generally considered
effective, there may be less incentive to further re-
search when PAS is an available alternative. On this
basis the difficulty of achieving pain relief would re-
tard and limit, rather than expand, research to improve
palliative care as well as decreasing confidence in the
capabilities of these therapies.

A final argument in support of the legalization of
PAS is that there will be an increase in control over
the medical practice and a minimization of the number
of unregulated underground cases occurring now.
One such case is the one facilitated by Dr. Jack
Kevorkian. One may make the argument that other
undetected illegal cases of PAS occur. If legalized,
these cases can occur legally and would be subject to
scrutiny and strict regulations. Physicians and patients
would be required to attempt all other palliative care
efforts and be subject to a thorough evaluation of the
patient’s case. This would lower the chances that PAS
will be abused.

There is no strong justification or evidence sup-
porting the claim that legalizing PAS would minimize
the number of unregulated cases. In actuality, there
may be more underground cases taking place to cir-
cumvent the regulations placed on PAS. The restric-
tions imposed by legalizing PAS would require many
expensive, time-consuming hurdles to be overcome
prior to qualifying for PAS. If PAS is generally ac-
cepted by the public and the physicians are familiar
with the practice, physicians may be more inclined to
skip necessary requirements and testing prior to pre-
scribing the barbiturates. The physician may feel that
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he is competent to accurately evaluate the patient
without consultation and would be less concerned
with legal consequences due to the general acceptance
of the practice of PAS. With more underground cases
or abbreviated evaluations occurring, there is an in-
creased likelihood that physicians will make incompe-
tent decisions and will attribute less attention to the
practice of informed consent. The legalization of PAS
threatens to push the many moral and ethical bounda-
ries in which we frame our current medical system.

Despite isolated cases in which the PAS option
would be favorable and validated, legalization of PAS
would be irresponsible. While the individual may
benefit in certain situations, societal protection would
be compromised to too great an extent. It is more im-
portant to protect society as a whole from the potential
unethical use of PAS. This obligation to protect soci-
ety outweighs the obligation to any one individual
who may benefit from the option of PAS. The para-
mount concern is the inability to properly regulate and
restrict PAS leading to the ongoing expansion of the
inclusion criteria. Regardless of efforts made to regu-
late the practice of PAS, there is no way to ensure that
PAS would be used only as it is initially intended.
People may seek PAS when they are not faced with a
terminal illness, but rather simply wish to be aided in
painlessly committing suicide. Furthermore, legaliza-
tion of PAS in cases of terminal patients can lead to it
being applied to patients with less severe illnesses,
such as Schizophrenia or Multiple Sclerosis. It may
even stretch to allow parents to request PAS for a
child with a severe, life-altering disability. Relatives
may be permitted to request it for elderly patients in
order to avoid heavy medical burdens issued with hos-
pital care and prolonged treatment. With more and
more acceptance, PAS may expand indefinitely to
allow almost anybody to seek aid in committing sui-
cide. It would be difficult to prevent such things from
occurring and to enforce the regulations put in place
initially. Finally, it would be difficult to regulate who
is permitted and qualified to elicit PAS and what li-
ability the prescriber should assume. Technically any-
one who can prescribe medication may be able to pro-
vide a patient with barbiturates. This complicates the
ability to regulate PAS and creates scenarios in which
a clinician untrained in the regulation and practice of
PAS would be facilitating it.

In response to this claim, proponents of PAS
would argue that strict regulations and reporting sys-
tems would be set up in order to standardize who
qualifies for PAS and who is permitted to provide the
prescriptions to patients. Testing would be done ahead
of time and all treatment options exhausted before
PAS is granted. There has been no need for the expan-
sion of regulations in Oregon, which has a very re-
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stricted usage of PAS. Therefore, there is no reason to
believe that any other states would experience a dif-
ferent outcome.

While detailed regulations can be established, this
cannot ensure prevention of abuses and the expansion
of PAS. As seen with failures in advanced directives,
each situation is unique and it is very difficult to out-
line exact inclusion criteria. There may be cases which
challenge the inclusion criteria or fall into a gray area
that is not well defined. One by one, these cases may
lead to expansions in the criteria required to qualify
for PAS so that more of the population is included.
Although not seen thus far in Oregon, it is currently
under the ongoing scrutiny of 49 other states. Without
distinguished opposition if PAS were legalized in
more states, there would be less concern for a regula-
tion that is overlooked now and then, allowing poten-
tial for regulations to get lax and the use of PAS to
expand overtime.

Another major concern with legalized PAS is the
likelihood that patients will make uninformed or un-
dereducated decisions to undergo PAS due to undiag-
nosed clinical depression or other motives not de-
tected by the clinical staff. A person previously of
sound mind may experience deleterious psychological
effects when faced with the end of his life or with pain
associated with a disease or treatment. In such circum-
stances, PAS may be sought by patients who are not in
a sound mental state to make these decisions. Irra-
tional decisions and actions are likely to occur. Addi-
tionally, there are many other factors, such as mone-
tary concerns and family coercion, which may sway a
patient’s decision to end his life . Burdens including
stigma, inability to walk, physical deformities, diffi-
culty speaking, or a requirement for chronic admini-
stration of many medications may make someone con-
sider death as a solution. A possible example of such
motives can be observed in Oregon. Though not every
case is due to depression or skewed decision-making,
AIDS patients are at a heightened risk for abuse of
PAS *. Due to current drug therapies, AIDS patients
generally live a high-quality, average life. The reputa-
tion of AIDS in the US has changed; it is often consid-
ered to be a chronic disease, rather than a terminal one
because of the new drug therapies. Some of the deci-
sions to undergo PAS are made in a vulnerable and
irrational state, influenced by undetected motives such
as stigma or depression rather than choosing PAS as a
last resort to avoid suffering due to a terminal illness.

PAS advocates argue that there will be thorough
psychological evaluations required for people seeking
PAS to rule out depression and preclude possible co-
ercion. While ideal circumstances permit accurate
psychological evaluations to be completed in every
situation, psychological evaluations often do not rec-

ognize clinical depression, at least in a single assess-
ment. Yet if a patient knows that he is being evaluated
and that the availability of PAS relies on the evalua-
tion, the patient could intentionally give a false im-
pression of being of sound mind. It would be very
difficult to assert that psychological evaluations would
ensure that every patient choosing to seek PAS is in a
clear and rational state of mind.

Legalization of PAS offers many valid and sub-
stantial arguments, but there are many more serious
concerns that oppose this assertion. Although propo-
nents of PAS may counteract the objections and likely
risks, there is still a substantial likelihood that the po-
tential risks may result in severe consequences if PAS
was to be legalized. There is no evidence that the solu-
tions suggested by proponents would eliminate the
impending negative results. While certain individuals
may benefit from gaining the option to choose PAS,
there are overwhelming societal risks and problems
related to the many people lacking the autonomy and
mental stability to make rational decisions regarding
PAS. The possible benefits of PAS do not justify as-
suming the risks associated with legalizing the prac-
tice.

Reference:

1 Battin et al. Legal physician-assisted dying in Oregon and the
Netherlands: evidence concerning the impact on patients in
“vulnerable” groups. J Med Ethics.2007; 33: 591-597.

1 BS, DMD (2010), MBE (2010), University of Pennsylvania Cen-
ter for Bioethics



The Possible Impact of iPS Cells on the Ethical
Dilemma of Stem Cell Research

Abhinav Changa, Rutgers University, Undergraduate Student

The polarized atmosphere surrounding the stem cell research seems more daunting as time goes by. Presently in
the United States, both supporters and naysayers of stem cell research are taking legislative measures in order to
further their own agendas, whether it be pushing for embryonic stem cell research to take place or halting embry-
onic stem cell research. Induced pluripotent stem cells (iPS) may provide a bridge to gap these two perspectives.
These iPS cells are somatic cells that have been induced to become stem cells by changing the cell's genetic
makeup. This theoretically solves the ethical dilemma surrounding stem cell research but there is still a long way
to go before iPS cells can be utilized for therapies. There are many obstacles that stand between therapeutic use of
iPS cells, however, the possibilities that iPS cells can provide are something to be optimistic about.

In today's medical landscape, ethics serve as the
gates of action. They serve as a test to determine right
and wrong, to provide an efficient and fair protocol to
practicing medicine, and to develop solutions to ethi-
cal issues within medicine. One major issue that is
being largely debated in the field of medical ethics is
the usage of stem cells for medical means. The topic
has evoked massive polarization among numerous
notable political, religious, and cultural figures. This
sensitivity towards stem cell research is understand-
able because both sides are presenting ideas that can
potentially and radically redefine how we view ethics
and how we view the practice of medicine in the fu-
ture. Stem cell advocates have pushed for furthering
research in order to discover capable uses of stem
cells in medicine while pro-life activists have fought
hard to rally public support for legislation that would
restrict the use of embryonic stem cells in research.
The clashes between the two viewpoints have gotten
more frequent and as a result, tension has developed
between the supporters of both sides.

Recently, legislation passed in the United States
has pushed both the sides' agendas further. For exam-
ple, in the state of North Dakota, a new bill passed in
February 2009 gave a fertilized egg all the rights of a
human being.! The nuances of this newfound social
contract directly equate stem cell research with mur-
der. Some aspects of stem cell research do involve
embryonic destruction and under new legislation, this
destruction is now legally equated with taking a life.
While stem cell research is limited in North Dakota
due to new legislation, Michigan has stepped out in
support for this issue. Last year Michigan passed
Proposition 08-2, a bill that amends the restrictions
that were previously held on stem cell research in the
state.?

Most notably, the Barack Obama administration

has brought a positive outlook towards stem cell re-
search to the executive office. Just recently, Obama
lifted the embryonic stem cell funding ban that had
been issued under the Bush administration, which
limited the National Institute of Health from funding
various research regarding embryos and embryonic
stem cells. By lifting the ban, the federal government
has now put forth new, more lenient, regulations on
stem cell research and has made it possible for federal
funding to be directed towards developing these cells
for medical therapies in the future. This legislation has
excited many leaders in the scientific community but
has been heavily scrutinized by many of the conserva-
tive and religious leaders.® As both sides push for their
agenda, it is evident that this polarizing issue is far
from finding a unified solution with regards to the
merits of a possibly revolutionizing medical technol-

ogy.

The hope of developing a universal view on the
ethics of this issue is dwindling away. Does this mean
that there is no way to circumvent this ethical di-
lemma in the near future? Developments in biology
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may have set up a foundation to the eventual discov-
ery of an answer to this ethical dilemma. In 2006, a
team of scientists discovered a way to genetically
transform regular mouse skin cells into stem cells by
implanting certain genes that controlled the cell's iden-
tity. Using a retrovirus, four genes (c-Myc, Sox2,
KIf4, and Oct3/4) were inserted into the host skin
cells. These four factors were incorporated into the
host cells' DNA genome, which reprogrammed the
cells' properties. The goal of this method was to create
cells that have the capability to become various differ-
ent types of cells without implementing embryonic
stem cells. While the idea was innovative and the first
batch of induced Pluripotent Stem cells, or iPS cells,
was a major breakthrough in the field of biotechnol-
ogy, work was still needed in order for iPS cells to be
considered a viable alternative to regular embryonic
stem cells. The success of the initial batch of iPS cells
fueled other teams to pursue similar experiments in
order to make more efficient iPS cells. In 2007, an-
other team produced iPS cells that were almost identi-
cal to embryonic stem cells, sending shockwaves
throughout the scientific community.* The scientific
community is still exploring the possibilities that iPS
cells could provide; iPS cells are certainly being
looked at more closely as a viable source for stem cell
therapy.

In terms of ethics, iPS cells hail as the future's
most promising answer to the dilemma of stem cell
use for medical research. If these cells can live up to
their theoretical potentials, iPS cells will diminish any
moral baggage that may be tagged with the present
day notion of 'stem cell research' since embryos will
be preserved in the process. The technology used to
make iPS cells is greatly advancing and it is hard to
say at which point iPS cells themselves may be
deemed unethical similar to stem cells. Genetically
engineered cells hold potential for the creation of
genetically engineered individuals, which could lead
to a discussion regarding eugenics. Eugenics refers to
the ideology, which suggests that the human qualities
can be “improved” genetically. This ideology has
been met with much opposition in the past and iPS
cells may force leaders in the world community to
consider the pros of iPS technology to the cons of
eugenics and “improvement” of the gene pool. At this
point, future speculations are moot; it is certain how-
ever that iPS cells may be the solution to a current
polarizing ethical issue.

From a biological standpoint, it is important to
consider the influence of iPS cells on the practice of
medicine. Stem cells were originally valued upon their
ability to adapt to multiple organ systems and the re-
cent successes surrounding iPS cells may allow iPS
cells that same adaptability. A notable theory that has

emerged considers iPS cells to treat diseases that were
thought to be untreatable. One group has already
found a method to convert regular fibroblast cells
from individuals that are afflicted with Parkinson's
Disease into iPS cells, which then in turn, have devel-
oped into dopaminergic neurons. The development of
these iPS cells into these dopaminergic neurons may
eventually become a legitimate treatment for Parkin-
son's Disease. This is a groundbreaking development
because in the past, Parkinson’s patients have not had
many legitimate treatments to counter the effects of
the disease.’ This is just one of the numerous exam-
ples of how iPS cells are being utilized in medicine.

Is it too early to say that iPS cell therapy is the
modern panacea? In reality, because iPS cells are still
in their infancy in terms of development, little is
known about their full potential and even possible
repercussions. One main concern with using iPS cells
is that they are very similar in properties to cancer
cells. In fact, one of the four integral genes that were
used to transform the somatic cells into stem cells, c-
Myc, showed some tumor inducing properties in a
reasonably small, yet evident, percentage of the mice
that were used during the experiment. ® One should
note, this method has been reworked to exclude the c-
Myc gene and has produced astonishing results in
which iPS cells still developed, although to a lesser
degree, without producing any tumors in the mice. ’
More recently, discoveries have been made in terms of
developing new ways of inserting these four genes to
form transgenic cells. A new method that is being
looked at involves the PiggyBAC system in which the
genes convert the cell but then are excised out safely,
thus lessening the chances of the cell becoming can-
cerous.® This new method effectively reduces the con-
cerns that are currently attributed to iPS cells and
should be further explored in order to maximize safety
and efficacy. With that said, however, it is still too
early to rule out any possible negatives of iPS cells
because they are still not fully explored.

In conclusion, we note that embryonic stem cells
are still perceived as a major ethical issue on the
world stage. This ethical disagreement seems like it is
far from being settled as each side lobbies to instill
their beliefs into government. Hopefully iPS cells can
provide this closure to the topic and circumvent this
pressing ethical problem. While one must be cautious
before jumping to conclusions about what can be
achieved using iPS cells, it is hard not to ignore the
possibilities of developing these cells for public use in
medicine. The concerns that have been brought up
about iPS cells are very real; however, legitimate solu-
tions seem like they are underway, providing hope
that one day untreatable diseases may be effectively
treated.
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Ethical Implications of Psychopharmacologic Drug
Direct-to-Consumer Advertising

Michael P. Donnelly MBE?! and Shivram Sankar JD, MBE2

Direct-to-consumer advertising of psychotropics, as compared to general pharmaceuticals, has unique ethical im-
plications: heightened safety and misinformation concerns, pathologization of normal states, greater off-label use,
and reduction in alternative treatment-seeking. More stringent FDA advertising requirements for psychopharma-

ceuticals may be a viable way to address these issues.

I. Introduction

Until recently, pharmaceutical companies’ main
targets for the marketing of drugs were clinicians.
“The major vehicles for ‘educational promotion’ were
advertisements in professional journals and visits and
gifts from pharmaceutical representatives.”* However,
direct-to-consumer advertising (DTCA) has dramati-
cally altered this dynamic. Although pharmaceutical
companies began advertising to consumers in 1981, it
was not until 1997 when the U.S. Food and Drug Ad-
ministration (FDA) loosened regulations on marketing
that there was an explosion in DTCA. Over the last
several years there has been a drastic increase in di-
rect-to-consumer psychopharmaceutical or psychotro-
pic advertising.? This has ranged from treatment for
depression to hyperactivity to sleep disorders to even
schizophrenia.

While there are significant ethical issues involved
in general pharmaceutical advertising, psychotropic
DTCA introduces unique ethical issues that have yet
to be considered by FDA. The safety and efficacy of
psychotropics is not as well-established as other phar-
maceutical drugs and the potential for misinformation
is much greater. In addition, advertising of psycho-
tropics can lead to pathologizing of a normal state,
increased off-label drug use, and reduction in alterna-
tive treatment-seeking, such as cognitive therapy.

Enacting more stringent and drug class-specific
FDA advertising requirements for psychotropics as
compared to other pharmaceutical drugs may be one
way to address these issues. Although there are some
negative implications for heightened requirements,
these measures may be necessary to address some of
the profound negative consequences of psychophar-
maceutical DTCA.

I1. Marketing Psychopharmaceuticals

Since 1997, psychopharmaceutical advertising has
grown parallel to general pharmaceutical advertising.
In 2000, Paroxetine (Paxil), a Selective Seratonin Re-
uptake Inhibitor (SSRI), was the fourth most adver-

tised of all prescription drugs, with $92.1 million
spent in DTCA and was thus also one of the most
widely prescribed that year.. In the wake of Paxil’s
success, there has been a dramatic increase in the ad-
vertising of SSRIs, or anti-depressants, such as Zoloft,
Prozac, and Effexor. One result of DTCA is that
growth occurs in the therapeutic class as a whole,
rather than increasing individual market share of the
individual drug.® In fact, DTCA have little effect on
choice of medication, but instead dramatically impact
overall growth in that class of pharmaceuticals, as
seen in anti-depressants and psychostimulants.

While advertising for psychotropics has risen, dra-
matically increasing psychopharmaceutical prescrip-
tion and use, FDA has yet to review psychopharma-
ceutical advertisements independently from other
pharmaceutical advertisements. As this paper will
discuss, psychotropic drug advertisements raise a host
of unique ethical issues, distinct from general pharma-
ceutical advertisements. As the amount of advertising
for psychopharmaceuticals continues to increase, it is
crucial that FDA and other related oversight bodies
recognize these issues.

I11. Heightened Safety and Misinformation Con-
cerns

One of the major ethical concerns regarding
DTCA is that they downplay potentially serious safety
issues, normalizing highly potent prescription medica-
tion, and misinforming consumers on the effectiveness
of the drug. For example, the massive DTCA cam-
paign waged by manufacturers of Cox-2 inhibitors,
such as Vioxx, caused dramatic growth in sales, even
though these drugs were never proven statistically to
be more effective than drugs over the counter.” In
addition, the significant side effects of Cox-2 inhibi-
tors were not disclosed to the public in advertising.’
There have been as many as 140,000 serious cardio-
vascular events due to Vioxx alone.®

In addition, surveys have shown that consumers
have misconceptions about DTCA. One survey noted,
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“50% of consumers believed that DTC advertisements
had to be preapproved by the government and 43%
believed that only ‘completely safe drugs’ could be
advertised.”” A 2002 FDA survey found that “42% of
consumers said the [DTC] advertisements made it
seem that the drug would work for everyone.”® This is
serious cause for concern, particularly because, as
discussed later, FDA’s ability to regulate DTCA is
extremely limited.

These potential safety and misinformation con-
cerns are heightened for psychopharmaceutical adver-
tisements. Psychiatric disorders are distinct from other
disorders, because unlike other maladies, they are
defined more by symptoms rather than etiology, or
underlying causes. For example, rather than assessing
whether there are low serotonin levels in an individual
patient’s brain and then prescribing an SSRI, a patient
is evaluated behaviorally, deemed to be depressed,
and subsequently prescribed an SSRI on the presump-
tion that they must have low serotonin levels.” Be-
cause neurological disorders are not as well defined as
other disorders, with a focus on symptoms rather than
causes, there is an increased risk that explanations of
treatment and disorder will be over-simplified and
drug efficacy will be exaggerated. For example, anti-
depression advertisements for SSRIs, such as Zoloft,
Prozac, or Effexor, misinform consumers by claiming
that SSRIs correct a “chemical imbalance” caused by
a lack of serotonin in the brain.*® Television advertise-
ments, such as those for Zoloft, show a simplified
version of a neurochemical pathway to explain how
the drug works to increase or correct the lack of sero-
tonin imbalance. However, there is considerable con-
troversy regarding the serotonin hypothesis. The pri-
mary studies justifying the theory have had small sam-
ple sizes and confounding variables.* In addition,
attempts to induce depression by depleting serotonin
have failed, and contemporary research has failed to
confirm any serotonergic lesion in any mental disor-
der.’? In fact, studies have shown that significant in-
creases in brain serotonin, administered by high-levels
of L-tryptophan, have no discernable effect on reliev-
ing depression.*®

Even if an increase in serotonin does mitigate or
treat some symptoms of depression, the way SSRI
advertisements are presented is incomplete at best. By
focusing on a single neurotransmitter, pharmaceutical
advertisements mislead consumers into believing that
there is a cure for depression and that depression treat-
ment is simple and straight-forward. This can poten-
tially lead to over-prescribing patterns, a reduction in
alternative treatment seeking, and increase in off-label
use.

Safety concerns are also not fully addressed in
psychotropic DTCA. This is troubling considering that

safety implications are far more profound in mental
disorders than other areas, involving loss of “self,”
abuse and addiction, and even death. For example,
although there is potentially a 2-3% increase in risk of
suicide associated with SSRIs, the risk is not ad-
dressed in most of the major anti-depression advertis-
ing campaigns.* In fact, the DTC advertisements that
do discuss suicide, such as one for Zoloft, try to disso-
ciate the drug from suicide. FDA issued a notice of
violation to the maker of Zoloft to remove one of their
print advertisements, which claimed that, “[a]lthough
there has been a long-standing concern that antide-
pressants may have a role in inducing worsening of
depression and the emergence of suicidality in certain
patients, a causal role for antidepressants in inducing
such behaviors has not been observed.” While FDA
finally required SSRI manufacturers to include infor-
mation about the potential for increased suicide
among adolescent users, it has yet to address this issue
in adult-users.*® While the casual relationship between
depression and antipsychotics is complex, it is still
important that the public be made aware of this poten-
tial danger.

Perhaps more alarming is the failure of SSRI
manufacturers to report on the potential addictiveness
of the drug in their DTC advertisements. Once started
on the SSRI chemical regime, trying to reduce dosage
can result in severe withdrawal symptoms. There is
mounting evidence that SSRIs with longer half-lives,
such as Prozac and Zoloft, also have a potential for
addiction.'” Despite this, both Zoloft and Prozac ad-
vertisements and websites assert that their drug is non-
habit forming. Ultimately, the addictive nature of
these drugs has become apparent, leading to signifi-
cant social problems such as abuse.

Although FDA must ensure that prescription drug
advertisements are “truthful, balanced, and effectively
communicated”, FDA has systematically failed to
respond adequately to psychopharmaceutical advertis-
ing. Between 1997 and 2006, FDA has issued only
twelve “notice of violation” letters regarding psycho-
pharmaceuticals.’® These letters “direct drug compa-
nies to remove or correct advertisements that contain
false or misleading information.”* In fact, as psycho-
tropic advertisements have increased, the number of
notice of violation letters have decreased, with six in
the first three years and only six in the subsequent
seven years.?

IV. Pathologizing Normal Conditions and Experi-
ences

While all DTC advertisements can potentially re-
sult in over-prescription, DTC advertising campaigns
that promote psychopharmaceuticals have the unique
potential to
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pathologize normal experiences and conditions.

A. Misdiagnosis and Over-Medicalization

Because psychiatric disorders are, by their nature,
less clearly defined than other disorders, there is an
increased risk that patients will be misled into believ-
ing that they need medication. As discussed earlier,
most neurological disorders are defined by their symp-
toms. Brain scans are usually only reserved for the
most severe neurological conditions, and most people
with neurological disorders, such as ADHD, depres-
sion, or anxiety, are categorized as such based on self-
evaluation of symptoms.”* As a result, there is an in-
herent risk for people to believe that they suffer a neu-
ropathology, rather than something that can be objec-
tively verified, like a heart condition.

This risk is exacerbated by DTC advertisements,
such as those for Zoloft, which say: “depression can
affect anyone” and “more people suffer from depres-
sion than you think.”? The pharmaceutical industry
touts that diagnosis and treatment of depression dou-
bled in the 1990s as a result of greater awareness of
the disease through DTCA.? However, this may only
reflect an increase in patients requesting the medica-
tion and a greater physician willingness to prescribe.
A recent study by Kravitz et al. found that pseudo-
patients (actors trained to behave as patients) present-
ing symptoms of adjustment disorder, a condition for
which anti-depressants are not usually prescribed,
were frequently prescribed Paxil if they specifically
asked for it.** Before the creation of antidepressants
approximately 50 to 100 people per million were
thought to be depressed; now, the estimated figure is
100,000 to 200,000 per million.®

B. Expanding List of Potential “Disorders”

In addition to concerns about misdiagnosis, drugs
such as Zoloft, Prozac, and other antidepressants have
been approved for an ever-expanding list of conditions
including anxiety, obsessive-compulsive disorder,
post-traumatic stress disorder (PTSD), premenstrual
dysphoric disorder, panic disorder, and social phobia/
social anxiety disorder.”® As the classes of disorders
expand and the availability of drugs to treat these dis-
orders expands with it, there is a greater potential for
physicians and psychiatrists to prescribe SSRIs or
similar psychotropics for ordinary behavioral condi-
tions and experiences.

Pharmaceutical marketing departments employ an
“ever-greening” strategy, whereby once one use for an
SSRI or antidepressant is found, the company then
explores other “green” pastures for potential mar-
kets.?” Once the most lucrative potential market is
determined, it is capitalized on through the launch of
another advertising campaign. McHenry, argues that

the expansion from depression and anxiety to other
disorder symptoms was part of a systematic strategy
developed by pharmaceutical companies. Once the
SSRI was approved for a new “disorder,” a new pub-
lic relations “awareness campaign” would be insti-
tuted for the disorder, paid for by pharmaceutical in-
terests.?® The result is increased anxiety among normal
people regarding the disease and more people seeking
unnecessary treatment in that area. He argues that the
marketing campaign will continue to expand into new
potential areas, as already

indicated by industry-led clinical trials, into more
ordinary psychological experiences, such as binge-
eating, premature ejaculation, obesity, alcoholism,
smoking cessation, compulsive shopping, and premen-
strual syndrome.? DTC psychopharmaceutical adver-
tising campaigns can therefore not only expand sales
of that specific drug and class of drugs, but because of
the nature of neurological disorders, expand the kinds
of disorders that the drug can treat.

V. Reducing Alternative-Treatment Seeking

The emphasis on pharmaceutical solutions in DTC
psychopharmaceutical advertisements not only in-
creases the potential scope of mental disorders but
also reduces the potential for patients to seek alterna-
tive, non-pharmacological, treatment options.

An empirical study cited in the Journal of Public
Policy & Marketing found that while DTCA spending
is positively correlated with the number of anti-
depression prescriptions filled, they are not correlated
with the number of depression or anxiety diagnoses.*
This indicates that while DTCA may not necessarily
increase the number of people diagnosed with depres-
sion or anxiety, DTCA are increasing the potential for
those diagnosed to be treated with prescription drugs.

To support this, there is evidence that by specifi-
cally focusing on a “chemical imbalance” in the brain,
DTCA for anti-depressants limit the kinds of treat-
ment that patients will seek. One study found that pa-
tients who are convinced they are suffering from a
neurotransmitter defect, a common claim of SSRI
anti-depression advertisements, “are likely to request a
prescription for antidepressants, and may be skeptical
of physicians who suggest other interventions, such as
cognitive-behavioral therapy, evidence-based or
not.”® These patients can exert a profound effect on
how doctors view treating a disorder. As discussed
earlier, in the Kravitz study, pseudo-patients were of
high likelihood to be scripted Paxil if they directly
asked for it, even if they showed symptoms of adjust-
ment disorder where antidepressants are not usually
prescribed.*? Psychiatrists do so even though research-
ers have shown that cognitive behavioral therapy can
be as effective as medication for treating depression.
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VI11. Conclusion

In the past several years there has been dramatic
growth in the amount and scale of psychopharmaceu-
tical DTCA. There are profound and unique ethical
implications associated with these advertisements that
must be addressed. Psychopharmaceutical advertise-
ments have the potential for heightened safety and
misinformation concerns because of the nature of neu-
rological disorders. Such advertisements further have
the potential to pathologize normal human experi-
ences and reduce the use alternative, non-
pharmacological treatments. Also, while not discussed
in this paper, as neuroenhancement becomes more
viable, DTC neuroenhancement advertisements may
fundamentally alter the physician-patient relationship
and blur the line between normality and disorder.
DTCA in regards to pychopharmaceuticals could po-
tentially abrogate the role of physicians from health
care providers to lifestyle enhancers. It is imperative
that FDA and other government oversight bodies, and
other advocacy organizations consider these ethical
issues in regulating psychotropic DTCA, before this
line has been crossed.

References:

1 Simon Gilbody, Paul Wilson and lan Watt, “Direct-to-Consumer
Advertising of Psychotropics:

An Emerging and Evolving form of pharmaceutical company influ-
ence,” British Journal of Psychiatry 185: 1-2 (2004), at http:/
bjp.rcpsych.org/cgi/content/full/185/1/1 (last visited Nov. 04, 2009).
2 Milt Freudenheim, “Showdown looms in Congress on Drug Ad-
vertising on T.V.,” N.Y. Times (Jan. 22, 2007), at http://
www.nytimes.com/2007/01/22/business/media/22drug.html
_r=2&ref=health&oref=slogin (last visited Nov. 04, 2009).

3 Julie M. Donohue and Ernst R. Berndt, “Effects of Direct-to-
Consumer Advertising on Medication Choice: The Case of Anti-
Depressants,” Journal of Public Policy and Marketing

23(2): 115-127 (Fall 2004).

4 Peter Lurie, Deputy Director Public Citizen’s Health Research
Group, Testimony before the Senate Special Committee on Aging
on The Impact of Direct-to-Consumer Drug Advertising on Senior’s
Health and Health Care Costs (Sept. 29, 2005).

51d.

6 1d.

71d.

81d.

9 See “Are anti-depressants over-prescribed?”, Depression-
Management.info, at http://www.depression-management.info/
antidepressants overprescribed.html, (last visited Nov. 04, 2009).
10 Jeffrey R. Lacasse and John Leo, “Seratonin and Depression, A
disconnect between the Advertisements and the Scientific Litera-
ture,” PLoS Medicine 2(12): 1211-1216 (July 2006)

11 1d.

12 Id.

13 Id.

14 “Antidepressant ‘Black Box” Warning on Suicidality Risk Rec-
ommended by Joint Committee,” FDAAdvisoryCommittee.com
(Sept. 14, 2004), at http://www.antidepressantsfacts.com/2004-09-
14-FDA-US-Black-Box-Warning.htm (last visited Nov. 04, 2009)
15 FDA Division of Drug Marketing, Advertising and Communica-
tions (2005), Zoloft warning letter, Rockville, MD: Food and Drug
Administration, at http://www.fda.gov/foi/warning.htm (last visited

Nov. 04, 2009)

16 Leemon McHenry, “Ethical issues in Psychopharmacology,”
Journal of Medical Ethics 32(7): 405-410 (2006).

17 Id.

18 Id. 405-410 (2006).

19 Tony Pugh, “Deluge of drug ads has FDA struggling to stop the
hype,” Philly.com.

20 Leemon McHenry, “Ethical issues in Psychopharmacology,”
Journal of Medical Ethics 32(7): 405-410 (2006).

21 American Psychiatric Association, Diagnostic and Statistical
Manual of Mental Disorders, 4™ ed. Washington D.C., 1994. 22
Zoloft, Learning about depression, at http://www.zoloft.com lear-
ing_about_depression.aspx (last viewed Nov. 04, 2009).

23 Paul Antony, Chief Medical Officer, Pharmaceutical Research
and Manufacturers of America, Before the Senate Special Commit-
tee on Aging (Sept. 25, 2005).

24 Richard L. Kravitz et al., “Influence of Patient’s Requests for
Direct-to-Consumer Advertised Anti-Depressants,” Journal of the
American Medical Association 293(16): 1995-2002 (Apr. 2005), at
http://jama.ama-assn.org/cgi/content/full/293/16/1995 (last viewed
Nov. 04, 2009).

25 Leemon McHenry, “Ethical issues in Psychopharmacology,”
Journal of Medical Ethics 32(7): 405-410 (2006).

26 1d.

271d.

28 1d.

29 1d.

30 Julie M. Donohue and Ernst R. Berndt, “Effects of Direct-to-
Consumer Advertising on

Medication Choice: The Case of Anti-Depressants,” Journal of
Public Policy and Marketing

23(2): 115-127 (Fall 2004).

31 Robert J. DeRubeis et al., “Cognitive therapy vs medications in
the treatment of moderate to severe depression,” Archives of Gen-
eral Psychiatry 62(4): 409-416 (2005), at http://archpsyc.ama-
assn.org/cgi/content/full/62/4/409 (last visited Nov. 04, 2009).

32 Richard L. Kravitz et al., “Influence of Patient’s Requests for
Direct-to-Consumer Advertised Anti-Depressants,” Journal of the
American Medical Association 293(16): 1995-2002 (Apr. 2005), at
http://jama.ama-assn.org/cgi/content/full/293/16/1995 (last viewed
Nov. 04, 2009).

1 MBE (2008), University of Pennsylvania
2 JD (2008), MBE (2008), University of Pennsylvania

11



12

United Kingdom: “Smart Pills”

There is a debate in schools an
across the UK about whether
should be permitted to take
teachers are calling for t
tested for these drugs. (
enhancing one’s acade
permitted and these g
While some argue
an advantage, John
chester Universityy:
different than ttie-adv
schools that hal
technology.

Harrison, Ange
BBC News 01
<http://new,
education/8

SOWTH
SOUTHI\PACIFIC x AT ATLANTIC
OCEAN

basic sal
zon, it wa
nous school ¢
choma prevalence
is an ocular infe
with antibiotics.

TANYTAN
“uul’ Dy
s

Hotez PJ, Bottazzi ME, Franco
SK, Periago MR, 2008 The Neglect
Diseases of Latin America and the Caribk
Review of Disease Burden and Distribution-a
Roadmap for Control and Elimination. PLoS N
Trop Dis 2(9): 300. doi:10.1371/
journal.pntd.0000300

want to carry their child the full term. The pope and president also dis-
cussed the pope : R W
unethical.

aking adoption more available and incw@@bgo@@w&n@ﬁ: A

"Vatican, White House: Abortion one topic of Obama-pope chat." CNN News/ Europe
10 Jul. 2009: n. pag. Web. 10 Nov 2009. <http://www.cnn.com/2009/WORLD/
europe/07/10/obama.pope/index.html>



Japan: Brain Death Controversy

Approximately 70% of transplanted kidne

map provided by the Central Intelligence Agency's The World Factbook
- ™ .

w —_— = formed in Japan are live donor organs. Wh

YS

and 80% of segmental liver procedures per-

ile

S o el _ almost half of Japanese people accept brain

S
~ S —

tribute to this regulation, including distrust

g and death.
pe. “Brain death and trans-

g. Web. 10 Nov 2009.<
jewarticle/408769>

culturally
' . ; - ' ities, the
Yogiial : ) - liability
' g 2 ' i ' \\31 yet

hich the

sex-
y stage
e option
er. Is it a
0 prevent

illion Girls in
Dec. 2006. : n.
<http://

, universities,
ravel y politicians are criticiz-
or the way the outbreaks have been
aim that politicians are trying to take

 the Declarati

In 2001, even though zidovudine (AZT) was proven to be handled and

beneficial for patients with HIV, research protocols only gave pa- advantage of the outbreaks to overshadow negative cam-
»ta liEPIs pevirapine, a significantly less efficacious, more cost effec- paigning, and instead-gain political points for the upcoming
tive medication. There was a significant amount of mortality - @9“_3,“3 anuary.

Dorosh, Svitlana. "Panic in Ukraine over swine flu."

Claire L. Wendland. "Research, Therapy, and Bioethical Hegemony: The BBC News 3 Nov. 2009: n. pag. Web. 10 Nov 2009.
Controversy over Perinatal AZT Trials in Aftica." African Studies Review <http:/Inews.bbc.co.uk/2/hieurope/8338835.stm>.
51.3 (2008): 1-23. Project MUSE. [Library name], [City], [State abbrevia-

tion]. 12 Jun. 2009 <http://muse.jhu.edu/>.

death as consistent with death, organ pro-
curement from brain-dead donors is not
widely accepted in Japan. Many factors con-

of

physicians, past inaccuracies in determining
in death, insufficient resources (ie, staff
technology) to adequately apply brain

critecia, and traditional cultural beliefs

g". Medscape Transplanta-

13



14

An Ethical Analysis of the Use of Individuals with
Dwarfism in Entertainment

Leif Peterson Il, Michigan State University, Undergraduate Student

The involvement of individuals with any of over 500 types of dwarfism in the entertainment industry is a contro-
versial issue. Opponents will likely argue that their participation will be potentially harmful to both the individual
dwarf and his or her community. However, the inclusion of persons with dwarfism in entertainment careers can be
beneficial in numerous ways, including promoting positive self-images for all dwarfs and easing potential alien-
ation by de-sensitizing the general public and erasing harmful false stereotypes. Even if there are legitimate con-
cerns about the possible effects that dwarf entertainment may have on the dwarf community, we cannot accurately
count the interests of the group against those of the individual because the interests of the group may not be com-
mon to all its members. While there may be forms of dwarf entertainment that could be damaging to persons with
dwarfism, these do not ethically justify any attempts to keep dwarfs from participating in entertainment. The prac-
tice of prudential decision-making is the best way to determine the involvement of dwarfs in entertainment roles.

These decisions can best be made, and certainly should be made, by the individual.

The use of persons with dwarfism in entertainment
is a “centuries old” practice. Opponents of this will
argue that the representation of the dwarf community
through various forms of entertainment may cause
more harm than good because it often leads to dis-
crimination or false stereotypes. Others will argue
that it is the right of each individual dwarf to do what
he will with his body. In this essay, | will provide an
ethical analysis of dwarf entertainment, and specifi-
cally dwarf comedy. | will utilize research in disabil-
ity ethics as well as comparisons to other forms of
entertainment to determine that dwarf entertainment
can be used to the advantage of the dwarf community;
I will also consider the ways in which it can be poten-
tially detrimental to its social standing, and what is
necessary to avoid this. As | will show, we must rely
on an ethics of prudence to determine the morality of
dwarf entertainment on a case by case basis.

There are known to be over 100 types of dwarf-
ism, the majority of which are thought to be geneti-
cally linked and fall under the name Achonodropla-
sia. There are generally two types of achonodropla-
sia: those persons with proportioned limbs, referred to
as midgets, and those with disproportionate limbs,
generally referred to as dwarfs.? In this paper | will be
discussing issues related to persons who have both
forms of dwarfism. The history of persons with
dwarfism in entertainment goes back for thousands of
years. In ancient Egypt, dwarfs held the positions of
personal attendants, animal tenders, jewelers, and en-
tertainers.® There is evidence that during this time
period that dwarfs were seen as equals in society and
their disorder was not seen as a disability; in some
cases, they even held very high ranking positions.* In
the middle ages, those with dwarfism maintained their

roles as jewelers and jesters.” Now, people with dwarf-
ism can be seen in forms of entertainment varying
from leading roles in movies (i.e. Verne Troyer as
Mini-Me in the film Austin Powers) to commercial
spokesmen, entertainers at parties to those who hire
themselves out for “dwarf tossing” events.® Also, per-
sons with dwarfism have created an organization
known as the Little People of America (LPA) whose
mission is to improve the lives of dwarfs everywhere
through social interaction, medical support, education
and scholarships (see LPA).

The presence of individuals with dwarfism in en-
tertainment is a unique opportunity for the dwarf com-
munity. It provides dwarfs with an opportunity to
showcase their talents, their culture, and to dispel any
misconceptions or false stereotypes about their ap-
pearances or personalities. While a dwarf’s physical
impairment may prevent them from performing some
physical tasks required in the manual labor industry,
they can instead utilize their characteristics (if they so
choose) to fill another of society’s needs: entertain-
ment. For these reasons, it is essential that restrictions
are not placed on the access of those who have dwarf-
ism to entertainment roles.

Opponents of dwarf entertainment are likely to
argue that it threatens the dignity of both the dwarf
entertainer/comedian and the dwarf community as a
whole. They will use the concept of dignity to defend
their position that the involvement of dwarfs in enter-
tainment will be somehow damaging to the dwarf’s
psychological or social well-being. However, as Ruth
Macklin states, dignity is a concept that is basically
synonymous with autonomy.” She concludes that the
common use of dignity is equivalent to respect for
persons; this entails voluntariness, informed consent,
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and the absence of discrimination and abuse.? In its
common use, dignity is often used in reference to per-
sons in “end of life” care. In these cases, the dignity
that is being described is the opportunity to make
one’s own choices about their own death, which is the
equivalent of autonomy. Other times it is misused in
place of terms such as abuse or degradation; this oc-
curs most commonly in reference to sexual acts.®
Because of this uncertainty in definition and usage, |
believe we can conclude that Macklin’s argument is
strong; therefore autonomy is a better definition to use
in this context. Thus, if we can determine that dwarf
entertainment does not infringe on the autonomy of
the comedian with dwarfism, then we can safely say
that the dignity of that comedian is also not impacted.
| believe that we can determine that the autonomy of
the dwarf entertainer is not violated. Individuals with
dwarfism who are interested in careers in entertain-
ment are not prevented the opportunity to pursue this
goal and they are free to go into any job opportunity
with the knowledge of what their role will be; it is also
important to note that the actor with dwarfism is not
forced to participate in his role. The only possible
concern could be that of undue inducement on the part
of a media producer, in which the dwarf is paid unrea-
sonably large amounts of money to perform his or her
act. However, this is not a significant concern be-
cause | believe we are justified in the assumption that
media producers are not paying extreme sums of
money in order to coerce individuals with dwarfism
into the entertainment industry. Therefore, we can
dismiss the concern about the dignity of the dwarf
entertainer.

If there are still lingering concerns about dwarf
autonomy, let us consider if dwarf entertainment is
deemed to be unethical. In this case, it would be the
ethically reasonable decision for society to enact laws
prohibiting persons with dwarfism from participating
in entertainment careers. But limiting employment
opportunities for a community of people with an al-
ready physically-limited range of possibilities is not
what would be considerable for their best interests.
Dwarf entertainment poses no physical threat to
dwarfs, nor does it conflict with any societal laws.
Thus, we can see that the prevention of dwarfs from
entering entertainment careers would be unreasonable.

Another legitimate objection to dwarf entertain-
ment may be that of the interests of the dwarf commu-
nity. Dwarf entertainment that reflects the dwarf com-
munity in a negative or degrading way may cause
unnecessary pain on the dwarf population. However,
as McGee points out in his article on the practice of
dwarf-tossing, the community does not have interests;
there are only the interests of individuals.®® Further-
more, society cannot have a common goal because

each individual member has different goals.* There-
fore, when trying to weigh the interests of the enter-
tainer with dwarfism against those of his community,
we cannot logically count the interests of the commu-
nity as outweighing those of the individual because
they are not necessarily shared by the entire commu-
nity. It is more ethically responsible to concern our-
selves with the individual interests of the dwarf enter-
tainer than to argue on the grounds of group interests.

However, | will not claim that we can completely
ignore the possible effects on the dwarf community. In
his essay on the disabled in the media, Colin Barnes
asserts that “disabled people have been a source of
amusement for non-disabled people for centuries”.*?
He claims that exploitative entertainment undermines
opportunities for the disabled to be taken seriously
and may harm their self-confidence.”® Further he
claims that, even if it is true that all facets of society
take their share of criticism at the hand of comedy, it
is not warranted for the disabled because there aren’t
any counteractive, positive images to offset the ridi-
cule.* While this argument may seem to condemn
dwarf entertainment, | believe that it gives too little
credit to the dwarf community, and to the disabled in
general. The idea that the disabled are merely objects
of ridicule denies the fact that they have the potential
to produce positive self-images about themselves. By
denying them access to entertainment careers, we
would be denying them the chance to represent both
themselves and their community in a positive way so
as to offset any possible negative image. While it is
likely that some forms of entertainment will produce
negative images of persons with dwarfism, it is unre-
alistic to believe that all entertainment will represent
them in such a way. Furthermore, the presence of indi-
viduals with dwarfism in entertainment may actually
be necessary. For roles designed for or best played by
a person with dwarfism, | believe that it is absolutely
essential that they are allowed to fill them. The por-
trayal of a dwarf by a normal sized person would be
potentially even more insulting and demeaning to the
dwarf community than any possible performance by a
person who actually has dwarfism because, in this
case, at least the dwarf will be able to make a judg-
ment whether the role is appropriate or not.

Just as it is possible that dwarf entertainment could
pose potential risks to the dwarf community, it also
yields potential benefits. Stronach and Allen suggest
that disabled people produce humor about themselves
as a means of easing the alienation they would other-
wise experience.”® Robillard calls this mechanism
“self-work”. He describes this as “the implementation
of socially known scripted talk, gestures, postures,
grooming, clothing and ways of moving” used in rela-
tions with others.”® Dwarf entertainment and comedy
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in particular can be considered a likely extension of
this concept. Those dwarfs capable of entertaining
society or, in the eye of the media, can effectively
“self-work” for both themselves and their community.
Depending on the way in which the dwarf entertainer
represents himself, dwarf entertainment has the poten-
tial to ease the alienation of the entire dwarf commu-
nity. By familiarizing society with individuals with
dwarfism, dwarf entertainment could remove the
stigma on the dwarf community, and prevent them
from conforming to possible stereotypes in order to
avoid alienation. However, this is not to say that
dwarf entertainers are to be martyrs for their commu-
nity. The benefits for dwarf society are merely in
addition to the benefits of employment, expression,
and pursuing desires which the inclusion of dwarfs in
entertainment brings to the dwarf entertainer, himself.

Robillard goes even further in his analysis of com-
edy involving the disabled. While he acknowledges
that the proposal of Stronach and Allen is most likely
present in disabled comedy, he denies “self-work” is
the only mechanism present in humorous interaction
between the able-bodied and the disabled. He asserts
that analysis which identifies distinctions in the inter-
actions of the disabled with society is teleological in
that its goal is to look for differences.” He further
asserts that, if proper scientific research were under-
taken by actually observing the interactions of dis-
abled with the able-bodied in comparison to the inter-
action of two able-bodied people, he believes that
differences would be hard to find.*® Essentially, Robil-
lard’s arguments can be extended to form the ques-

tion: Is dwarf entertainment really that different from
non-disabled forms of entertainment? | believe that it
is more likely that society is looking for a difference
between the use of persons with dwarfism in enter-
tainment and the use of the able-bodied. As Alice
Dreger puts it, the dwarf comedian, “uses his disad-

vantage to his advantage”®® just as the obese come-

dian uses his weight to his advantage or the beautiful
actress uses her good looks to her advantage. To dis-

allow or somehow prevent persons with dwarfism
from participating in entertainment denies them the
opportunity to use their attributes in potentially posi-
tive ways.

As the self-proclaimed goal of the “Little People
of America” is to promote the good life for its mem-
bers, it may be helpful to look at its stance on dwarf
entertainment. Martin Weinberg, in his analysis of the
LPA, discusses the social challenges for dwarfs and
midgets. He points out that while some choose to
isolate themselves from society, others play into their
situation and use their disability to their advantage.
The most readily identifiable of these cases would be
the entertainment industry, including dwarf comedi-
ans, and advertising.” While the LPA encourages its
members to seek jobs outside of the entertainment
industry, it does not discourage members in entertain-
ment. The entertainment industry provides dwarfs
with a means of earning a living, as well as perhaps
“opening doors” to other opportunities for employ-
ment for others with dwarfism. The exposure of en-
tertainment may desensitize the public to dwarfism
and help to eliminate possibly harmful or degrading
stereotypes. The LPA believes that employment for
dwarfs is a substantial problem because employers
expect that persons with dwarfism will not be socially
accepted by customers or fellow employees.” By pub-
lic exposure, it may be possible for dwarf comics to
do away with common misconceptions and stereo-
types about dwarfism or other “little people” that
would prevent society from willingly interacting with
them in positive ways.

Also, the media attention to comedians with
dwarfism could force others with dwarfism that deny
their identity to accept who they are.? Just as the LPA
is used as a means of bringing dwarfs together, dwarfs
in the entertainment industry could help others to real-
ize that they are not alone. In this way, they could
gain a sense of pride and respect for themselves, as
well as the realization that they can pursue highly pay-
ing jobs. Thus, the publicity of dwarf entertainment
could actually help those with dwarfism who doubt
their abilities to realize that their life has potential.
Furthermore, seeing a person with dwarfism attain
popularity could have a net effect, inspiring dwarf
society.

As previously discussed, most forms of dwarfism
are genetically linked. However, as Alice Dreger
points out, all degrees of body height are genetically
linked.” The dwarf’s impairment is a shortness of
stature; we would not prevent an abnormally tall bas-
ketball player from competing. Rather, we celebrate
that person’s trait because of its usefulness in his or
her sport. Perhaps a dwarf’s short stature allows him
to be humorous in ways that other people are not able
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to be. Preventing him from using his or her unique-
ness robs him or her of an opportunity to succeed in
the way that the tall basketball player does. Since it
appears that dwarfism is really just a difference in
height to the eyes of society, we should consider
whether or not the notion of a dwarf society is a real-
ity or merely a social construct. Perhaps, as Robillard
pointed out, society analyzes dwarf entertainment
from a teleological perspective. Perhaps there is no
difference until you start looking for one. If this is the
case, it would be unreasonable to restrict what a dwarf
entertainer can and cannot do.

Of course, one could argue that some forms of
dwarf entertainment, and entertainment in general,
may actually increase the stigma and play into social
stereotypes. This is why the manner with which
dwarf entertainment represents both the entertainer
and the dwarf community must be considered care-
fully. It is the responsibility of the actor with dwarf-
ism to make sure that he is representing himself and
his peers in a way that he deems to be morally accept-
able. If he feels that the role or performance he has
been assigned to is demeaning, derogatory, or inap-
propriate, it is his duty to reject the job. An ethics of
situational prudence is critical for analyzing the spe-
cific cases of dwarf entertainment. Undoubtedly, roles
requiring entertainers who have dwarfism will vary in
their degree of acceptability; arbitrary line drawing is
seldom helpful. It is not morally acceptable for gov-
ernment or any other agency to restrict the ways in
which dwarfs choose to employ or represent them-
selves. Therefore, we must rely on the judgment of
those with dwarfism to determine those acts or per-
formances which are unacceptable and those which
will actually benefit both the actor and his community.
As history shows us, individuals with dwarfism have
been in entertainment for centuries. Their diminished
social standing due to their impairment in today’s so-
ciety is regrettable. However, it is not grounds for
discouraging them from participating in entertainment
roles. As | have shown, entertainment can be used as
a means of bettering the lives of persons with dwarf-
ism through increased exposure as well as increased
opportunities. The prevention of dwarfs from enter-
tainment would not only be a strain on their auton-
omy, but also another step to push them further from
society’s consciousness.
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Posthumous Sperm Procurement: The Critical
Condition of Autonomous Consent

Kayte Spector-Bagdady JD, MBE1

Even though during Posthumous Sperm Procurement (PSP) the patient has already passed away, the decedent still
has an interest in informed consent. This informed consent must not just be the vague sentiment that the patient
wanted children in the future, but that he would have consented to PSP with a particular partner and specific in-
tended parent. Because the partner and intended parent(s) will so often be the patient’s close family members, they
are inadequate surrogate decision makers in the case of PSP. While close family may be the only consent available
for the time-sensitive sperm procurement, an advanced directive or a neutral third party must be produced who can
give credence to the autonomous consent of the decedent to PSP.

Posthumous Sperm Procurement (“PSP™) has been
possible for 28 years, but there are still many impor-
tant questions regarding the ethics of its usage. Schol-
ars often take a consequentialist approach to the ethics
of PSP and focus on effects on the future child. Al-
though the interests of the child may be an important
factor in the decision of whether to proceed with in-
semination, this Article will go back a step and reem-
phasize the importance of the first question that must
be asked: did the decedent consent to PSP and how do
doctors and ethicists establish that consent? This Arti-
cle will apply the basic concepts of informed consent
and surrogate decision making to PSP, and make the
case that before procured sperm is released for insemi-
nation, an advanced directive or a neutral third party
must be produced who can give credence to the
autonomous consent of the decedent to PSP.

PSP is the harvesting of sperm either from a
moribund male or a deceased male within 24-36 hours
of his passing. Methods of procuring sperm include
“electroejaculation” before death, epididymal aspira-
tion, a testicular biopsy, or removing the testes “en
bloc” after death. Once the sperm is procured, it can
be cryopreserved (frozen) for future in vitro fertiliza-
tion and the resulting embryo may be implanted for
gestation in a woman. PSP is not currently legally
regulated in the United States.

Before discussing what consent to PSP entails, it
is important to have a basic grasp of the concept.
Beauchamp and Childress define “informed consent”
as “an individual’s autonomous authorization of a
medical intervention or of participation in research.”
They break down the components of informed consent
into: (i) a patient being competent to make the deci-
sion; (ii) the disclosure of all of the necessary infor-
mation to him; (iii) his understanding of the situation;
and (iv) his voluntary offering of consent.

Direct informed consent of the patient however, is

not always possible because of a lack of competence
or unconsciousness. In these situations a surrogate
decision maker is sought to make medical decisions
on the basis of: (i) the best interests of the patient, (ii)
the substituted judgment of the patient; or (iii) the
purely autonomous choice of the patient. The “best
interests” standard is when the surrogate decides
which option or options would result in the greatest
net benefit for the patient and their “quality-of-life,”
which is not applicable to posthumous decision mak-
ing. A surrogate can also “substitute” her judgment
for the patient’s in that she tries to make the decision
that she believes that the patient would make if he
were competent.  Lastly, the purely autonomous
choice standard can only be applied to a once-
competent patient who “expressed a relevant autono-
mous preference” prior to his incompetence.
Beauchamp and Childress encourage a “pure auton-
omy standard whenever explicit prior autonomous
judgments are identifiable,” however, issues with sur-
rogate consent still include the surrogate “selectively
choos[ing] from the patient’s life...values that accord
with the surrogate’s own values . . . .”

Because a surrogate decision maker plays such an
important role, Beauchamp and Childress suggest that
her qualifications should include: (i) an ability to
make reasoned judgments; (ii) adequate knowledge
and information; (iii) emotional stability; and (iv) a
commitment to the incompetent patient’s interests that
is free of conflicts of interest. Clearly, a family mem-
ber may possess the most substantial knowledge of the
patient’s wishes and therefore would seem able to
make the best informed “autonomous” decision, but a
family member is also the most likely to lack reason,
emotional stability, and unbiased analysis in a situa-
tion in which a loved one is rendered incompetent.
Because of this, Beauchamp and Childress suggest an
advanced directive as a “promising and valid way for



Posthumous Sperm Procurement: The Critical Condition of Autonomous Consent

competent persons to exercise their autonomy.”

Informed Consent and Posthumous Sperm Pro-
curement

Legally speaking, a dead body has no rights. A
spouse or next of kin may attempt to fulfill the dece-
dent’s wishes regarding how to be buried, etc., but the
corpse would have no standing or claim if his requests
were not honored. If a human is dead, he cannot suf-
fer pain, shame, happiness or any other mental state
society has an interest in protecting. It can be argued,
however, that acts after someone’s death can still ei-
ther promote or harm the decedent’s interests. For
example, lawyer/client confidentiality extends past
death to protect interests in reputation.

In terms of an interest in posthumous reproduc-
tion, John Robertson argues that “[p]Josthumous con-
ception affects the deceased’s interests, because it
redefines the content and outlines of the deceased’s
life.” Other concerns surrounding posthumous repro-
duction include that of passing genetic material, ef-
fects on the decedent’s estate and property, or how a
child would affect loved ones left behind. These ex-
amples however, are really concerns of the living
about what happens when they die. We wish to con-
trol posthumous reproduction because we wish to con-
trol our own reproduction, not because we think we
will actually care when we are dead. Because the
living have a substantial interest in informed consent
to PSP, however, this interest is reflected and ac-
knowledged in the deceased.

Another area in which the interests of the living
and the dead become convoluted in PSP is in defining
the act to which the decedent is actually consenting. It
is of critical importance not to phrase the consent is-
sue as whether the decedent wanted children or even
whether the decedent would have wanted a child con-
ceived after his death. Both of these questions leave
out several vital components required by informed
consent which requires “disclosure of all necessary
information.” All of the necessary information sur-
rounding PSP includes the other half of the genetic
makeup of the child and the intended parent. The
correct question is whether the decedent would have
consented to his sperm to being cryopreserved for the
future insemination of a particular partner, and
whether he would have consented to the intended par-
ent raising the child without him.

Informed consent must also include the patient’s
“understanding of the situation.” This means the de-
cedent must have been aware of PSP. If he did not
know that PSP existed, there is no way for a surrogate
to say the decedent autonomously consented to it. If a
decedent dies without expressing consent to PSP, the
usual state of death which does not include creating

children should be assumed because this is most likely
what the decedent himself assumed. If the surrogate
tries to make the case that had the decedent known it
existed he would have wanted PSP, then the surrogate
is creating an interest in controlling posthumous re-
production that did not exist when the decedent was
living. Only if the decedent consented to PSP before
death did the decedent have a vested interest in PSP.
It is only through this living interest in controlling
posthumous reproduction that the informed consent of
the dead can be established.

Lastly, it is worth nothing that surrogate decision
makers who are family members or partners will have
a hard time making purely autonomous decisions for
the decedent in the case of PSP. Qualifications for a
surrogate decision maker include an “ability to make
reasoned judgments, adequate knowledge and infor-
mation, emotional stability, and a commitment to the
incompetent patient’s interests that is free of conflicts
of interest . . ..” The “adequate knowledge and infor-
mation” requirement must include specific consent to
PSP, partner, and intended parent. However, reason,
emotional stability, and freedom from conflicts would
almost certainly be lacking in a family member or a
partner within 24-36 hours after having lost a loved
one.

It has been suggested that between the procure-
ment of the sperm and the actual implantation of an
embryo, a 6-12 month “bereavement” period pass
where a partner can make the decision whether to be-
come pregnant with more distance from her grief.
However, is simply impossible that a partner could
ever be conflict-free when it came to the decision of
whether to inseminate herself with her deceased part-
ner’s sperm. Because she is physically part of the
“procedure,” there is no way to extricate herself men-
tally from her own interests in order to look objec-
tively at the interests of the decedent.

Other personal interests that a partner/surrogate
might (consciously or unconsciously) allow to influ-
ence her decision include anything from her own de-
sire to have a child or her hope of honoring the mem-
ory of her partner, to less altruistic interests in death
benefits and inheritances. Parents’ ulterior interests
might include trying to “replace” a son, or propagating
a genetic line or name. Considering that a relative or
partner requesting the PSP “expects to use and benefit
directly from the anatomic donation,” there cannot be
any true expectation of bringing forth a totally autono-
mous decision of the decedent through his family
members.

Proposed Solutions
PSP has two distinct time periods in which deci-
sions need to be made. First, a decision of whether to

19



20

Posthumous Sperm Procurement: The Critical Condition of Autonomous Consent

go through with the procurement must be made within
24-36 hours of death. Just because procurement needs
to be made in such a small period of time, however,
does not mean that the sperm must be used in insemi-
nation. Perhaps in that initial 24-36 hour period, the
surrogate decision maker for procurement can be a
family member or partner. A family member or part-
ner will still have all of the difficulties of conflicted
interests as discussed above, but in such a limited time
period a thorough investigation of third parties is lim-
ited and the most likely surrogates available will be
family members. The most profound concerns regard-
ing PSP surround the decedent’s consent to posthu-
mous reproduction in any case, not the act of procur-
ing the sperm itself.

Before the sperm is allowed to be used for in-
semination, professionals and the British Medical As-
sociation have called for advanced directives or disin-
terested third party concurrence that the decedent con-
sented to PSP. An advanced directive in particular
serves the goals of “spar[ing]” family members from
having to make wrenching decisions and giving pa-
tients a “sense of control over their lives . . ..” It
would also solve the issues of selectively choosing
values that Beauchamp and Childress worry can influ-
ence autonomous surrogate decision making.

If an advanced directive does not exist, a neutral
third party such as a doctor, friend, or family member
that would not be involved in raising the child should
be required to confirm the decedent’s autonomous
consent to PSP. Although it is true that a third party
might still have a conflict of interest (such as wishing
to promote the relationship with the living family),
that conflict seems to be less profound than deciding
whether to create a child or grandchild. A surrogate
should also have a knowledge of the decedent that is
“sufficiently deep and relevant that a judgment will
reflect the patient’s views and values,” which admit-
tedly is harder to obtain outside of the immediate fam-
ily. However, a partner or immediate family mem-
bers” values are so likely to convolute the decision
that consent is still better procured by a neutral party.
If the patient has no advanced directive, and if a neu-
tral third party does believe that the decedent would
have autonomously consented to PSP, the sperm can-
not be released for insemination because too many
deficiencies in consent exist.

Framing informed consent as requiring a specific
partner clears up several other ethical issues as well.
One such situation is when the parents of a single
male request PSP for the insemination of a surrogate
to create a child for whom the child’s grandparents
would be his intended parents. As Batzar points out,
“[i]t is difficult to allow anyone to make a request for
posthumous sperm procurement who would not have

been in a position to contribute to the reproductive
decision-making of the deceased.” Since parents ordi-
narily would not be intimately involved in the creation
of a grandchild, and because no specific partner has
been chosen in this situation, allowing parents to re-
quest PSP for their son is not appropriate.

Another issue that true autonomous consent
would clarify is whether an unmarried or gay couple
should have access to PSP. Marital status cannot be
the basis of the judgment that the decedent did or did
not want children with his partner. The two are not
inextricably linked, particularly if gay partners cannot
legally be married in the state at issue. If a hospital
requires that the decedent have an advanced directive
or that a neutral third party attest to the autonomous
consent of the decedent to PSP, then there is no need
to base the implied desire of children on marital
status. The decedent either consented to a particular
partner to posthumously gestate or raise his child, or
he did not—the test can be applied equally to all.

Lastly, if a hospital allowed surrogates to ask the
question of whether the decedent would have con-
sented to PSP had he known it existed, this brings up
the question of whether medical professionals have
the ethical duty to tell the family that PSP is possible
in the first place. If medical professionals do not in-
form patients of the procedure, prerequisite of knowl-
edge would leave an uneven pool of potential users.
Requiring an advanced directive or actual autonomous
consent of the decedent would still require that the
decedent have knowledge of PSP, but it would no
longer be up to the medical staff whether or not to
inform the family that PSP exists so they may ponder
it. The decedent either knew of and informed his
loved ones that he was interested in PSP, or he did
not. The possible biases involved in the decision
whether or not to inform patients about PSP is out of
the institution’s hands.

Conclusions

Decedent consent to PSP matters when a man has
an interest in PSP and then passes away. In order for
this autonomous consent to be deferential, it must
include the critical components of choice of a partner
and intended parent and be free of the emotions and
conflicts of interest that a partner or immediate family
member would infuse into surrogate decision making.
Only an advanced directive or a neutral third party can
be trusted to impart autonomous informed consent of
the decedent. This directive or third party does not
need to be produced before the procurement of the
sperm in the interest of time, but does need to be se-
cured before the sperm can be released for insemina-
tion. This Article does not argue that just because the
decedent autonomously consents to PSP that this
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means it should be done. The partner plays their inte-
gral consent role when they decide whether they want
to be impregnated by the decedent. There are also
other important ethical considerations—such as the
welfare of the child—that must take place before in-
semination. However, the autonomous consent of the
decedent is the critical first step in the ethical frame-
work surrounding PSP.
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supra note 8, at 101, and that autonomous consent must still be
given.

42 BEAUCHAMP & CHILDRESS, supra note 8, at 101.

43 Batzer et al., Postmortem Parenthood, supra note 4, at 1265.

44 1t is true that there would be more involved in the informed
autonomous consent of a gay male to PSP (including where the
oocyte was going to come from and who was going to gestate the
embryo), but if these decisions had been made in advance there is
no reason that a gay decedent could not be found to have consented
to PSP with his partner.

45 For example, the American Society of Reproductive Medicine
(“ASRM”) suggests that the standard for cancer patients going into
radiation should be that their oncologists inform them “about op-
tions for fertility preservation and future reproduction prior to treat-
ment.” The Ethics Committee of the ASRM, Fertility Preservation
and Reproduction in Cancer Patients, 83 FERTILITY AND STERILITY
1622, 1622 (2005).

1 B.A., Middlebury College; J.D. and M. Bioethics, University of
Pennsylvania. | would like to thank Professor Katherine Taylor of
the University of Pennsylvania, and Professors Bert Spector and
Maureen Kelleher of Northeastern University for their insights and
assistance.
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A recent report published in February 2009 in the New England Journal
of Medicine has found that several clinical trials are now being
performed by the United States outside of the US and in several
countries globally. According to this report, “a third (157 of 509) of
Phase 3 trials -- typically the largest and most significant trial in the
development of a drug -- led by major U.S. pharmaceutical companies
were being conducted entirely outside the United States.” Should
companies conduct human trials and administer drugs to individuals
abroad (in countries in Eastern Europe and Asia) who do not receive
healthcare in the first place? Is it immoral to test drugs on people
abroad when those trials would not be allowed within the United
States? Why? This issue raises several questions about ethics in
medicine and drug trials as well the question of human rights and equal
treatment in medicine.

“It is wrong for American drug com-
panies to exploit the hardships and
disadvantages of countries without
health care for the benefit of the
United States drug companies’ pock-
ets. More than likely, these drugs and
tests are important to health care com-
panies not because they can help peo-
ple, but because the drug companies
can make a profit. No matter what, the
intent is not to help those individuals
abroad, but to help Americans, and it
makes those abroad seem worthless or
inhuman to treat them as test subjects

for the US.” (Amanda Gallear, 2012)

“At first glance, it seems like a clear cut moral issue
to me, but | think | can see both sides to the issue.
While personally, I think that the standards set by law
for companies to follow within the United States
should remain the same even for their operations in
other countries, | don’t think that they could ever be
practically enforced without issues of sovereignty and
governance. There is a practical benefit where these
trials may result in important developments that could
not be achieved otherwise. However, if these trials
are harmful to the human trial subjects, | don’t see
how any of the possible beneficial results can justify

these companies’ actions.” (Robin Jones, 2012)

“In my opinion, | believe that this is a terrible thing
for pharmaceutical companies to even think
about. Yes, there are people in this world who may
not be as fortunate as others to have health
care. However, that does not give anyone the right to
even suggest testing drugs and medicines on those
individuals, let alone actually performing experiments

and analysis on them.” (Gary Matthews 11, 2010)

“At first, | felt that it should be allowed because it is
the person's responsibility and own personal choice
when they comply with such trails. However, if these
individuals do not receive healthcare, it is wrong for
companies to allow those people to participate. By
having people with no healthcare participate in such
trails jeopardizes their health. Of course the compa-
nies are not going to accept any responsibility leaving

with individuals stranded.” (Abha Huckoo, 2012)

“I don’t think it’s immoral. It is a pragmatic solu-
tion. We don’t allow testing in the United States
because it would cost the government too much.
Many of the people who volunteer for these drugs
are of low income without health care. It is simpler
and cheaper to outsource. When we outsource our
jobs, the US minimum wage does not go along with
it. We hardly give a second thought to the billions
of lives that are made to be less than par due to our
wants and needs for cheap products. Should we start
paying the outsourced workers more so that their
lives are better? | say no, and | say no to this too.
Human rights are a subjective matter. The health-
care industry is not forcing anything on the people
outside the United States. Just as, the foreign work-
ers not being forced to work in the haphazard indus-
tries, these test subjects are not being forced to join
the clinical trials. | say it is better that these people
have an opportunity to contribute to the global
economy and possibly better their lives than to

not.”” (Lap Nguyen, 2013)

“Drug companies know that what they are doing is
unethical. They do not care because their goal is to
make money. Doctors, who have been historically
silent on public policy issues, laws, and regulations
(which is very clear now during healthcare reform),
are the ones who should organize to expect more
from companies that are crucial to their careers and

their patients’ lives.” (Devangi Patel, 2011)



“1 don’t think there’s really a simple an-
swer to this issue. Surely heart disease
deserves the funding it’s receiving, as
does oral health as the problems that re-
sult from it can be very dire. However, |
think cancer research is definitely under-
funded as it seems the rate of cancer
deaths just keeps going up. | can under-
stand why HIV/AIDS doesn’t receive as
much funding in the United States, as it is
a more serious issue in other countries
that lack the money to put research into it.
This, however, is a shame and | believe it
characterizes American medi-

cine.” (Robin Jones, 2012)

“Even though | believe cancer and HIV/
AIDS should get more money, the money
allocated to heart diseases should not be
taken away. HIV and cancer are crucial
issues but in US, heart disease has a more

prevalent impact on our society.” (Mark
Inverso, 2012)

“I think that it is not more or less impor-
tant to study heart disease than to study
HIV/AIDS and cancer. All of these dis-
eases have an impact on many people
worldwide, so | think that the budget
should be balanced. It may be “easier” to
cure heart disease, but consider how much
people with HIV/AIDS can be helped by
modern medicines. Studies pertaining to
cancer and HIVAIDS to find treatments,
even if cures take longer to discover, are
not less valuable than studies done to help
those with heart problems, stroke, and
oral diseases. | believe that greatest
amount of people could be helped if pro-
grams for all of the diseases are sup-
ported, as they are all global con-

cerns.”” (Lavina Jethani, 2012)

“Humans are not genetically predisposed
to HIV/AIDS the way many are geneti-
cally predisposed to cancer and heart dis-
ease. HIV can be fully combated with
regular testing, education, and safer sex-

ual practices.” (Devangi Patel, 2011)

The Preventive Health and Health Services Block Grant for 2008
outlines the allocation of funds from the states for particular
programs in the CDC. While heart disease and stroke received
$9,282,508 and oral Health received $3,248,689, cancer received
$883,651 and HIV-AIDS only received $194,776. Cancer is responsible
for 13% of all human deaths and HIV has killed 25 million people
worldwide from 1986 to 2006. Should the CDC focus more on
studying diseases such as cancer and HIV and balance their budget?
Or is it more important to study heart disease, the number one Killer
of women in the United States? Why? This issue raises questions
about how funds are allocated in medical programs.

“First and foremost, it is hard to compare these two matter when
one of the statistics is given in a percentage and another in a num-
ber. Sure 13% may not seem like a big number, but cancer does
affect a lot of people, and | agree with the way the money was allot-
ted. Cancer is not something that can be prevented, it is something
that develops within our bodies, so it is important for the CDC to
find ways to cure it. HIV, though a serious problem, can be pre-
vented; one gets HIV through sexual intercourse, sharing needles,
etc (things one can easily protect oneself from). It is more important
to raise awareness, through that, people can avoid being in-

fected.”” (Abha Huckoo, 2012)

“Considering the fact that heart disease and stroke research have
more of a possibility of turning out viable solutions and preventa-
tive medicine, | say the CDC is right. Heart diseases and stroke are
a more global concern than HIV and cancer. It is simple logistics.
Cancer and HIV are a harder cure. It is almost impossible, due to
the nature of cancer to find an overall cure. Billions of dollars can
be poured into research and the best that can be come up with is a
cure for one strand that is so specific it may affect only 10,000 peo-
ple. The same can be said about AIDS and HIV. Heart disease is
common and there is very little variation. That makes it more effi-

cient to pour money into heart disease.” (Lap Nguyen, 2013)

Consider a situation where Anthrax is responsible for about 90%
of all human deaths in America and SARS is only responsible for
10%. Which type of research would you choose to fund? The
point that | am getting at is that | believe the CDC should focus

more on the disease that is the leading cause of death.”” (Gary Mat-
thews 11, 2010)
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Case Study: Ethical Decisions for a Patient Born

with Trisomy 18

Pooja Vani MD%, Samantha Schrier MD?, and Ben H Lee MD, MPH, MSCR12

Baby M was a full term infant born to a forty-one
year old mother. This was the mother’s third preg-
nancy; her previous two children were born at term,
and both were doing well. During this pregnancy, a
chorionic villous sampling was performed at twelve
weeks gestation due to advanced maternal age, reveal-
ing that the fetus had Trisomy 18. The parents’ reli-
gious beliefs respectfully did not consider termination
of the pregnancy as an option. The pregnancy contin-
ued until the mother went into labor, and was taken to
a hospital where the pediatricians were unaware of the
prenatal diagnosis of Trisomy 18.

Trisomy 18 is the second most common autosomal
trisomy, with only Trisomy 21 (i.e. Down syndrome)
being more frequent. Major abnormalities commonly
associated with Trisomy 18 include growth and men-
tal deficiency, cardiac defects, facial dysmorphia
(malformed ears and micrognathia), clenched fists
with overlapping digits, and multi-organ deformities
in the renal, intestinal, genitourinary, and neurologic
systems. Greater than 95% of concept uses are sponta-
neously aborted in the first trimester. Of those surviv-
ing to birth, 50% die within the first week; 90-95% die
in the first year of life. Although 5-10% of infants
conceived with Trisomyl18 survive past their first
birthday they have severe mental retardation and mo-
tor deficits.

Just prior to delivery of Baby M, the parents
shared with the hospital pediatrician that the baby was
diagnosed with Trisomy 18. When the pediatrician
asked the parents what they understood about this
diagnosis, they were able to describe the most com-
monly associated signs and symptoms of the syn-
drome. However, they did not fully understand the
fatal nature of Trisomy 18. This confusion was, at
least in part, due to the fact that the mother had a sister
with Trisomy 21 who was a semi-independent adult;
the family had erroneously assumed that Trisomy 18
was similar to Trisomy 21. After intensive discussions
with the hospital pediatrician, the parents respectfully
requested that the infant be given only comfort care;
that is, if the vital signs were to become unstable with
imminent natural death, then no resuscitative meas-
ures, such as intubation or chest compressions, would
be performed.

Baby M was born with an extremely low heart rate

and without effective respiratory effort. After being
wrapped in a blanket, he was given to his parents to
hold and was baptized shortly afterwards. His respira-
tory effort improved, and he was able to breathe on his
own with a stabilized heart rate. When it was clear
that death was not immediately imminent, the parents
and the health care team agreed to provide him nutri-
tion by using a feeding tube inserted through the nose
into the stomach, as he did not have the neurologic
ability to be breast-fed. The parents were taught how
to provide tube feedings, but due to their discomfort
with taking him home, Baby M remained in the hospi-
tal for several more days. During this time, a severe
heart defect became evident. With assistance from
social work services, home hospice was arranged to
assist the family with the care of Baby M. The parents
also received counseling at home to prepare their two
other children for the eventual death of their brother.
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Baby M was discharged home a few days later,
and on his second day there, he died. The following
Sunday, the family’s twelve year old son gave the
eulogy at his funeral, speaking of his little brother
whom God gave to him to share for a brief time on
earth.

After Baby M’s hospital discharge, health care
team members continued to discuss the medical and
bioethical decisions involved in the care of Baby M.
Since Baby M’s imminent death had occurred over a
prolonged period than as a sudden death, these discus-
sions were much more complex. In today’s age of
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technologically advanced medicine where life support
can prolong the cardiopulmonary status of patient for
an indeterminate period of time, health care profes-
sionals often feel bound to doing as much as possible
for their patients. However, how does one balance
technology with values? If one has the capacity to
artificially keep a heart beating, forcing air in and out
of the lungs, is there a point at which this should no
longer be the primary goal?

For Baby M, it was agreed by the team of physi-
cians, nurses, social workers, and parents that no he-
roic interventions should be taken other than gavage
feeds. However, consider the case of another baby
born with Trisomy 18 to a family whose religious
faith did not accept acts of omission as an option with
natural death. This infant was given intensive medical
care to prolong his life, including surgical repair of an
esophageal-tracheal defect, central line placement for
intravenous nutrition, tracheostomy placement, and
gastrostomy tube placement’. When this infant went
into cardiopulmonary failure, full resuscitative efforts,
including chest compressions and epinephrine, were
given before he finally succumbed to death. These two
cases highlight how the same medical scenario can
yield ethical dilemmas with two very different conclu-
sions.

The American Academy of Pediatrics Committee
on Bioethics supports individualized decision-making
for all patients regarding life-sustaining medical treat-
ment. In the case of the pediatric patient, informed
parental decisions regarding the provision and/or
omission of critical care for their child should be
based on careful consideration of the benefits and bur-
dens of such treatment as provided by the health care
provider?. And herein lays the question: How does one
ethically make a decision where the benefits and bur-
dens of care involve life and death?

Ethics refers to the standards of right and wrong
which prescribe humans’ actions, usually in terms of
rights, obligations, fairness, or specific virtues®. For
example, the right to life, the right to freedom from
injury, and the right to privacy are all ethical stan-
dards. Ethics is also the constant study and develop-
ment of morals in light of the fact that although pro-
viding consistency, they must change to keep pace
with contemporary viewpoints, technology, and cul-
tural norms®. In 1979, James Childress PhD and Tom
Beauchamp PhD authored the seminal work, Princi-
ples of Bioethics. With five editions currently in print
in multiple languages, this text defines four basic prin-
ciples of bioethics: Autonomy, Beneficence, Non-
maleficence, and Justice®.

Autonomy is the right to self-determination in
which the values and wishes of an individual are re-
spected. In health care decisions, autonomy refers to

respect for a person to act intentionally, with under-
standing, and without controlling influences upon a
free and voluntary act. This principle is the basis for
informed consent in the physician/patient interaction®.
However, it requires that the patient have the capacity
to deliberate a treatment plan; if a patient is comatose,
is cognitively disabled, or is a child, the patient will
need a surrogate to make a decision for them. In neo-
natology, the principle of autonomy is given to the
parents who become the surrogate decision-makers for
the infant.

Beneficence refers to the duty of a healthcare pro-
vider to act in a manner which provides the greatest
benefit to the patient. This can be further categorized
into “positive beneficence,” where moral agents pro-
vide benefit and “utility” where moral agents weigh
the benefits and risks to produce the best results’.
These goals can be applied to individual patients and
to society as a whole. For example, the good health of
a particular patient is an appropriate goal of medicine,
as is the prevention of disease through the employ-
ment of vaccines to the population at large®. How-
ever, this principle is often challenged by Autonomy,
where the healthcare provider’s and the patient’s ideas
of ‘good’ may differ (e.g. some of the population may
not agree that vaccines are good for one’s health).

Nonmaleficence, the opposite of beneficence,
represents the duty to “do no harm,” a phrase incorpo-
rated into the Hippocratic Oath which physicians take
upon entering the medical profession. It is also the
avoidance of negligence which would be enacted if
one imposes a careless or unreasonable risk of harm
upon a patient. Nonmaleficence seeks to avoid or
minimize the risk of harm to a patient; it is a principle
which is supported not only by societal moral convic-
tions but by the laws of society as well®.

Justice refers to the fairness of allocation of avail-
able resources. This is a key area in the controversy
over whether or not the provision of health care in the
United States should formally be universal. It asks the
question, “How can access to health care be provided
justly, resources apportioned fairly, and reasonably
paid for equitably?” The answer, however, is not as
obvious. The solution may lie in providing medical
care without consideration of ability to pay in order to
maximize the population with equal access to health
care resources or rationing health care resources to
have equitable distribution of limited resources to a
greater population. As with many aspects of bioethics,
implementing this principle is much more challenging
than describing it.

Although the four principles of bioethics are
clearly defined, they are interpreted and applied by
people who, despite their attempts to remain objective
and impartial, inevitably are influenced by internal
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and external beliefs and morals when making ethical
decisions. Internally, the health care provider must be
aware of their own biases and emotions when assess-
ing the bioethics of a situation. Externally, the pro-
vider must also be aware of the values of family and
loved ones when considering the benefits and harms
associated with a given ethical decision. The tension
between the internal and external influences greatly
complicates the “right-or-wrong” framework for deci-
sion making. End-of-life or beginning-of-life deci-
sions, as occurs in neonatal intensive care medicine,
are fraught with gray areas for which there may be no
right or wrong answers, only “mostly right” or
“mostly wrong” answers, at best'®. These decisions
must also consider the people who will remain after
the patient has died because the decision affects them,
too. Bioethical decisions at the end of life must con-
sider this carefully, lest the end-of-life decision mak-
ing processes leave the family and loved ones with
life-long guilt and anger towards the health care team
and themselves over a process in which they feel they
have lost Autonomy, Nonmaleficence, Beneficence,
or Justice.

To assist with the complex and challenging proc-
esses of bioethical decision making, five approaches
have been developed to provide guidance in balancing
the four bioethical principles. The Utilitarian ap-
proach considers ethical actions that provide the great-
est balance of benefit over harm for the greatest num-
ber of people, although how “benefit” and “harm” are
defined is often a matter of great debate. The Rights
approach reflects the principle of Autonomy, stating
that an individual has the right to choose his/her own
medical course of action, including the right to be free
from injury or harm*. The Fairness or Justice ap-
proach incorporates Aristotle’s philosophy that
“equals should be treated equally,” reflecting the prin-
ciple of Justice. This approach focuses the removal of
favoritism and discrimination and aims to treat all
stakeholders the same regardless of their differences®.
The Common Good approach integrates theories from
Aristotle, Plato, and Cicero, stating that both individu-
als and society should share a common good based on
commonly held values, beliefs, and goals. It focuses
on social policies, systems, institutions, and environ-
ments that are beneficial to all*3, such as public school
systems, affordable health care, and a democratic vot-
ing system™. Finally, the Virtue approach is based on
the concept of inherently ethical attitudes and traits,
such as honesty, courage, compassion, generosity,
integrity, and fairness™. It states that ethical decisions
are those which promote the development of character
and humanity of the society as well as of the individ-
ual.

Thus, reflecting on the principles and approaches

to bioethical decision-making, the two ethical yet dis-
parate set of health care decisions involving similar
infants with Trisomy 18 can be appreciated. The
medical decisions involved in their care incorporated
bioethical principles and approaches which considered
the benefits and harm associated with each action as
well as the rights of the infant and of the family and
loved ones. These decisions sought to reduce favorit-
ism or discrimination in the allocation of health care
resources and attempted to advance the common
good, and support the individual and societal develop-
ment of moral virtues. Although both infants had in-
curable genetic defects and died as infants, the bio-
ethics involved in their care still resulted in different
decisions. While the bioethical decisions made for an
infant born with Trisomy 18, or any complicated
medical condition, may be diametric, it is essential is
that the decisions are systematically and exhaustively
deliberated using the principles and approaches out-
lined above.
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