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THE LEGACY OF NUREMBERG

The “betrayal of Hippocrates” had a broad basis within the
German medical profession. (Ernst, 2001, 42)

INTRODUCTION

The phrase “research ethics” conjures up a set of concerns which is
now largely taken for granted. It invokes a language, and a related set of
questions, that mainly clusters around the treaiment of research sub-
jects. Are we treating such people with dignity and ensuring that their
rights are fully respected? Is any data collected kept confidential? Is the
anonymity of the rescarch subject respected? In biomedical research
this implies a duty not to harm someone who has agreed to participate
in a study. In all forms of research involving humans one might ask
whether there is “informed” consent. In other words, does the research
subject really understand what they are letting themselves in for?
These are just some of the crucial questions in any consideration of
research ethics but, as | will argue in subsequent chapters, not the only
relevant ones to ask. If we are to understand the ethical challenges of
research it is important to consider not just the duty of the researcher
toward the research subject but the development of character necessary
to navigate through the temptations of the entire research process.
This chapter will be concerned with the roots of research ethics. Why
is research ethics today virtually synonymous with the treatment of
research subjects? The answer to this question can be found largely
throtigh examining the lessons learned from the history of medical
research during the twentieth century. I will focus on two notorious
chapters from this history to illustrate their profound effect on our
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contemporary understanding of research ethics and reflect on the ethical
theories that underpin the dominant principles which have emerged in
response to this legacy.

THE NAZIS AT NUREMBERG

On June 2, 1948, seven Nazi doctors were hung at Landsberg prison in
Bavaria. Among those sent to the gallows that day was Professor Karl
Gebhardt, chief surgeon to the §S who held the rank of Major General
and President of the German Red Cross. He was one of 20 medical
doctors who had been tried before the International Military Tribunal
at Nuremberg accused of war crimes. At the so-called “Doctors’ Trial,”
Gebhardt was found guilty, inter alin, of performing medical experi-
ments, without the consent of the subjects, on both prisoners of war
and civilians of occupied countries, thereby taking part in the mass-
murder of concentration camp inmates. He had co-ordinated surgical
experimentation, mainly on young Polish women, at concentration
camps in Ravensbriick and Auschwitz. Here, Gebhardt oversaw oper-
ations where victims were deliberately intlicted with battlefield wounds
as a means of pursuing his interest in reconstructive surgery. Many
were to die or suffer intense agony and serious injury as a result of
Gebhardt’s operations.

The atrocious crimes committed by Nazi doctors like Gebhardt, or
more infamous counterparts such as Josef Mengele, need to be under-
stood as more than the actions of a few “mad” or “bad” men. The
doctors found guilty at Nuremberg were the tip of a much bigger iceberg
of complicity and wrong-doing within the German medical profession.
Several hundred doctors were captured and tried at the end of the war by
the Soviets, like Carl Clauberg, a professor of gynecology who conducted
X-ray sterilization experiments on Jewish and Roma women without the
usc of anaesthetics, Many others, probably the vast majority, escaped
punishment altogether. According to one estimate, around 350 doctors
behaved in a criminal manner (Mitscherlich & Mielke 1949). Under-
lying this statistic, however, is a broader-based “betrayal of Hippocrates”
within the German medical profession {Ernst, 2001},

The focus of the Nazi regime of the 1930s on military and race-based
policies meant that scientists and medical academics were central to the
pursuit of the political agenda. The pre-war Nazi regime introduced a
number of measures, including legalized forced sterilization of disabled
people and involuntary euthanasia for those deemed “unworthy of
living” such as children with Down's syndrome. These policies meant
that doctors played a prominent executive role in Nazi society as
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“experts” on decision-making juries. A much higher percentage of doc-
tors joined the Nazi party and its associated organizations, than com-
parable professions (Ernst, 2001). This is an oft-quoted indicator of the
complicity of large swathes of the medical profession with Nazi policies.
The actions of Gebhardt and his associates had a profound effect on the
lives {and deaths) of tens of thousands of victims and their families.
These actions also had a highly significant long-term effect on the
development of research ethics in medical science and, as we will see,
on other disciplines too.

The lack of clear international ethical standards for the conduct of
scientific research was one of the excuses put forward on behalf of the
defendants at the Doctors’ Trial. It was true that no formal code was in
operation at this time but the “Hippocratic oath” had been, from the
fourth century BC, the commonly accepted moral basis on which doc-
tors were governed. Attributed to the Greek physician Hippocrates, this
“oath™ has a number of ancient and modern interpretations but, in
essence, is based on the central tenets of treating patients with respect
and to the best of one’s ability. However, while no international ethical
code may have existed at the time of the Doctors’ Trial, the standards
against which they were judged were ex post facto norms that any civil-
ized human being should have understood (Jonsen, 1998). In other
words, the lack of an international code was considered no excuse by
the tribunatl for treating human beings purely as a means to an end, and
without humanity.

Another excuse put forward by the Nazi doctors was that some of the
prisoners on whom they experimented had already been sentenced to
death. Hence, it was argued that their experiments made no material
difference to their fate; these prisoners would die anyway. In a clear
repudiation of this excuse and the abhorrent actions of the defendants,
the judgment in the Doctors’ Trial included what is now known as
the “Nuremberg Code.” This was a 10-point statement of ethical and
moral principles that, according to the court, should underpin medical
rescarch and experimentation in the future (see figure 1.1). At the heart
of the Nuremberg Code is the principle of “voluntary consent.” This
established that respectful treatment of human subjects must be the
central tenct of any “ethical” research.

The publicity afforded to the Nuremberg Trials means that public
attention has tended subsequently to focus on Nazi doctors as those
most closely associated with cruel and unethical experimentation on
human subjects. However, while they may have received comparatively
less subsequent scrutiny, during World War H many similar abuses were
carried out by the Japanese imperial army involving allied prisoners of
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A summary of the principles:

+ Voluntary consent of the human subject is essential,
*  The research subject may withdraw consent at any time,
*  The results should be for the good of society.
* The risk should not exceed the humanitarian benefit.
*  All safety precautions must be taken,
The research design should be justified and based on expertise.
* The investigator must be scientifically qualified.
*  The experiment must be terminated where the subject’s heaith is threatened.

Based on Katz (1972),

Figure 1,1 The Nuremberg Code (19489).

war {McNeill, 1993; Powell, 2006). It is estimated that several thousand
Chinese and Russian prisoners died during human experiments to
develop chemical and biological weapons, particularly in Japanese-
occupied Manchuria. In one of the most notorious incidents of abuse
during this period most of the members of the crew of an American
B-29 bomber were captured after crash landing in Japan. Eight mem-
bers of the crew were taken to a university medical department in
Fukuoka where they died after vivisection operations in which most of
their vital organs were removed. Biological warfare experiments were
also carried out by the Japanese in at least 11 Chinese cities during its
period of occupation (McNeill, 1993),

The lessons learnt from these war time abuses meant that the prin-
ciples contained in the Nuremberg Code shaped the development of
subsequent post-war international accords on ethics such as the Dec-
laration of Helsinki adopted in 1964 by the World Medical Assembly.
It would be naive, however, to think that the principles contained in
the Nuremberg Code and the lessons learned from Nazi treatment of
concentration camp victims have led to the elimination of unethical
behavior in medical research.

While the Nuremberg Code represents a profound statement of
moral principles shaped by the horrors of Nazi experimentation the
modern-day regulation of scientific rescarch owes more, in reality, to a
scandal that broke in the USA in 1972,

THE TUSKEGEE SCANDAL

On May 16, 1996 President Bill Clinton issued a formal apology to
the remaining survivors and victims of a 40-year medical research
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experiment, the longest non-therapeutic human experiment in the his-
tory of public health. The experiment set out to study the long-term
effects of syphilis, a blood-related bacteria that can be contracted
through sexual contact or inherited from a mother. President Clinton’s
apology was designed, at least in part, to re-establish the trust and con-
fidence of African Americans in medical research. After the scandal
broke in 1972, the study, entitled the “Tuskegee Study of Untreated
Syphilis in the Negro Male,” became synonymous with the exploitation
of African Americans. Tuskegee was not a scientific research study that
simply went wrong. It was a methodical, longitudinal study that exposed
a deep-seated and long-term disregard for the well-being of research
subjects exploited on the basis of their race and class (Reverby, 2000).

The origins of the study go back to the early 1930s when the U.S.
Public Health Service at Tuskegee Institute invited black males from
a poor and racially segregated arca of Alabama for a free medical
examination. The real purpose of these examinations was to select
around 400 men to take part in a longitudinal study into the effects of
syphilis. On the basis of these examinations, men with suspected syph-
ilis were invited back for further tests and spinal taps as a means of
tracking the progress of the disease. The men in the trial were told that
they were being treated for “bad blood” and were given incentives to
attend for continuing “treatment” such as free burial insurance and hot
meals.

At the time that the study began the only known treatments for
syphilis were mercury or salvarsan. Mercury was largely ine(Tectual and
dangerous (Cornwell, 2006). Effective treatments only emerged follow-
ing the discovery of penicillin and the development of antibiotics after
World War I1. However, the syphilitic men of Tuskegee were not treated
with either salvarsan or antibiotics despite the fact that the study con-
tinued until 1972 when effective treatments had been widely available
for several decades. Their poverty and ignorance was systematically
exploited and, worse, the men were denied proper treatment for a con-
dition that led, for some, to an early and painful death. By the time that
the study was halted it is estimated that up to 100 men had died. Later,
the U.S. government paid about $10 million in out of court damages,
equivalent to £37,500 per participant (Cornwell, 2006).

Other post-war scandals demonstrated the need for regulation and
oversight of biomedical research activity. The testing of an experi-
mental drug known as thalidomide was another high-profile example.
Thalidomide was designed to prevent nausea and vomiting in pregnant
women but tragically resulted in thousands of babies being born with-
out limbs or with other deformities. Worse still, the drug company
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tested thalidomide on women without their consent or the knowledge
that they were taking part in a drug trial. The scandal resulted in the
Kefauver-Harris Bill, which became law in 1962, The Act created the
Federal Drug Administration and led to greater testing of new medical
products. The legislation also required that companies gain the consent
of patients before using them as research subjects.

Tuskegee was perhaps the most influential scandal in the regulation of
research ethics. The case was a chilling reminder that the cruel and
exploitative treatment of research subjects did not end with the Nazis
and the adoption of the Nuremberg Code. Tuskegee was instrumental
in leading to federal legislation in the USA in 1974 that also established
a National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research. The commission was charged
with the task of identifying the basic ethical principles that should
underlie the conduet of biomedical and behavioral research involving
human subjects and in developing guidelines which should be followed
to ensure that such research is conducted in accordance with those
principles.

DOMINANT ETHICAL PRINCIPLES

In 1979 the U.S. National Commission produced what became known
as the Belmont Report (National Commission for the Protection of
Human Subjects in Biomedical and Behavioral Research 1979). This
identified three key principles for the ethical conduct of research: respect
for persons, beneficence, and justice. The first of these principles meant
that researchers should treat participants as autonomous agents with
the right to be kept fully informed of the process. They should ensure
that persons with diminished autonomy, such as children or adults
without full mental capacity, are protected. The principle of benefi-
cence implies that the benefits of participation should outweigh any
harm to participants. Justice means that the selection of subjects should
be fair and those who are asked to participate in research should also
benefit from it. Among the ethicists who advised the Commission were
Tom Beauchamp and Jim Childress from the Kennedy Institute of
Bioethics at Georgetown, University of Washington, In the same year as
the report, they published what has subscquently become a highly influ-
ential text on bioethics and research ethics more generally (Beauchamp
& Childress, 1979). While Belmont had identified three principles,
Beauchamp and Childress came up with four: autonomy (in place of
respect for persons), beneficence (to act for the benefit of others),
non-maleficence (the duty to do no harm), and justice.
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*  Respeat for persons
= subjects should be treated as autonomous agents and be fully informed
¢ persons with diminished autonomy should be protected
* Beneficence
e benetits of participation should outweigh any harm
* Justice
= selection of subjects should be fair and those who are asked to bear the
burden should also benefit

National Commission for the Protection of Tluman Subjects in Biomedical and Behavioral
Itesearch (1979).

Figure 1.2 The Belmont Report Principtes (1979),

The four principles identified by Beauchamp and Childress have
become collectively known as “principalism” or the “Georgetown man-
tra.” The mantra draws on a mix of ethical theories and influences that
have their roots in the philosophical writings of Immanuel Kant, the
utilitarians, and John Rawls. In explaining the basis of these principles
it is necessary to briefly explore the way that moral philosophy has
influenced their construction.

Respect for Persons

The first of the principles, “respect for persons,” derives from Kant's
(1964) categorical imperative. Kant was a German philosopher who
sought to demonstrate the role of reason as the basis of human moral-
ity. His categorical imperative states that human beings should act only
according to rules that they would be willing to see everyone follow.
Kant regarded this principle as an appeal to logic. It begs the simple
question: what if everyone did that? Unless someone is prepared to see
their own actions “universalized” it makes no logical sense to carry
them out. As one would not wish to be treated disrespectfully merely as
a means to an end this implies that we should not treat other people in
a relevantly similar way. This is referred to as the “reversibility” argu-
ment: how, in other words, would you feel if someone did that to you?
Kant's categorical imperative makes intuitive sense in relation to think-
ing about the treatment of research subjects. Through reversibility, it
demands that we place ourselves in their position. Would you be happy
to be treated in this way if you, as the researcher, were in the position of
the research subject? If the answer is yes, this provides a moral guide to
the rightness of the action. If the answer is negative, then one should
destst in treating the research subjects in this manner. The use of
Kantian logic is attractive especially if researchers have themselves been
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research subjects making them, perhaps, more emotionally equipped to
empathize with the position of those they are researching.

Kant insisted on the “rational” nature of his theory. However, critics
have pointed out that applying the tests of universability and revers-
ibility does not preclude acts of “bad morality” (Bennett, 1994). This
phrase refers to acts based on an individual’s own sense of morality
which may, nonetheless, be based on principles that many others might
disapprove of, A Nazi who fervently believes that all Jews should be
exterminated may, if asked to place him or herself in their position, still
believe it is rational and right to carry out potentially fatal medical
experiments on such research subjects. Bennett (1994) argues that the
“bad morality” of Heinrich Himmler, the leader of the SS during World
War 11 with overall responsibility for the Nazi concentration camps,
was based on a set of principles. However odious, by sticking to these
principles, Himmler telt his course of action was right. While this may
be an extreme example, it serves to illustrate the point that the categor-
ical imperative cannot legislate for cases of “bad morality” where we
might disagree with the appropriateness of universalizing an action.

Beneficence (and Non-Maleficence)

The second principie found in the Belmont Report is that of benefi-
cence. This principle requires that someone acts in a way that benefits
aothers, such as a doctor secking to benefit their patient through a
course of treatment. In prescribing a drug, for example, a doctor will
need to make a balanced judgment about the potential harm it might
do, such as the risk of known side-effects, as opposed to its benefits as
an effective treatment for a particular condition. In applying the prin-
ciple of beneficence it is almost impossible to do this in isolation from
its corollary, non-maleficence, or the duty to do no harm, adopted by
Beauchamp and Childress as their fourth principle. This may be illus-
trated by reference to vaccinations. These can benefit most people and
society as a whole by reducing the incidence of major diseases but there
is often a small risk that some individuals may suffer some side-effects.
In a broader context, public policy-makers will be concerned about the
financial cost of any treatment. Can the public system of health care
afford to pay for expensive, specialist treatments? Can this be justified
in terms of human benefit or “happiness™?

The principle of beneficence, and much of public policy-making
in health care treatment, has its roots in the theory of utilitarianism.,
This asserts that the utility or sum of happiness resulting from an
action should be greater than the harm or disutility it causes. Unlike
Kantianism which focuses on duty as a basis for determining the right
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course of action, utilitarianism is about consequences. Essentially, utili-
tarianism is concerned to ensure that the result of a moral act produces
the most utility (to maximize happiness or minimize misery) for all
persons affected by an action. In debates about research experiments
using animals a simple “act” utilitarian position is frequently invoked
by supporters of vivisection who contend that the harm caused (to
animals) is less than the (potential) benebits derived for human good in
terms of finding cures for a variety of diseases and conditions. A utili-
tarian calculus may also provide justification for overriding the wishes
of an individual with regard to their own health or well-being. The
principle of beneficence places doctors in a difficult position where the
“good” of a patient might be felt to justify a degree of paternalism, such
as treating a teenager with an eating disorder or an elderly patient
with dementia where the consent of the individual can be difficult to
establish,

There are many conventional criticisms of utilitarianism, a full
analysis of which falls outside the scope of this book. However, in brief,
utilitarjanism is concerned with a consequentialist calculation rather
than considering how we, as the actor in a decision, may feel about a
particular situation (Williams, 1994). It also begs complex questions
about how we define and, indeed, calculate “happiness” and leads 1o
arguments with regard to which pleasures are worth more than others.
Of particular relevance to research ethics, arguments surround the way
that simple utilitarianism appears to discount the happiness quantum
of animals as opposed to humans in debates about vivisection. Another
difficulty is that utilitarianism appears to reject any notion of absolute
human rights (Finnis, 1994). Where the availability of medical treat-
ments is restricted in relation to the age of a patient, this can be an
example of calculating the “happiness™ of people in terms of percep-
tions of their quality of life. It may also take the form of prioritizing the
interests of those deemed to have more potential quality of life, such as
putting resources into the treatment of young children rather than the
elderly.

Act utilitarianism justifies any action assuming it maximizes human
happiness, even killing a fellow human being (Williams, 1994). It might
be argued that some rules, such as not to kill a fellow human being,
arc in the interests of everyone since were simple utilitarianism logic
to be applied to any and every situation we might all, potentially, be at
risk (of being killed). If this were the case, we would all suffer greater
unhappiness through fearing for our own personal safety. A Hobbesian
“state of nature” without the protection afforded to citizens through a
set of rules would be in no one’s interests. Hence, rule utilitarianism is
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based on identifying rules that, when followed, maximize happiness.
Laws governing human society may be understood through the prism
of this logic. There are, though, circumstances where to kill may be justi-
fied, such as in self-defense. Here, a rule exception would be allowed.
While there are complex theoretical arguments surrounding rule utili-
tarianism the important point to note is that this moral philosophy has
been influential in shaping the way society is governed. General rules
we need to follow as researchers that are considered to maximize hap-
piness and minimize harm are derived from rule utilitarianism. Hence,
for different motives, both Kantianism and rule utilitarianism may
determine that mistreating research subjects is inappropriate. For the
Kantian, this would be based on the duty not to mistreat a fellow
human being while for the rule utilitarian this would be because such a
rule is essential to maximize utility.

Justice

The third principle identified in the Belmont Report is justice. There
are several forms of justice. Distributive justice is not so much con-
cerned with individual acts as with the morally correct distribution of
wealth, power, property, and obligations between individuals in society.
The notion of justice as “fairness” adopted in the Belmont Report owes
much to the work of John Rawls (1971). Rawls argued that social and
economic inequalities can only be tolerated if they produce the greatest
benefit to the most disadvantaged members of society. People are born
into radically different social and economic circumstances. The relative
prosperity of one’s country of birth and family situation means that
nobody is born equal. However, Rawls asks us to imagine what we
would wish for if we were to be born without foreknowledge of such
circumstances but were aware of the various, unequal, possibilities.
In this “veil of ignorance,” the rational response to not knowing,
according to Rawls, is to opt to enter & society in which those with the
very worst chances in life would be treated as favorably as possible.
Rawls’ concept of “justice as fairness” has similarities to Kant's categor-
ical imperative since he asks us to make a rational choice based on a
reversible logic.

In relation to the Belmont Report, justice was chosen as a principle
to guide the fair selection of research subjects and to ensure that those
sclected to bear this “burden,” in reference to medical experimentation,
ought also to beneht. If cancer sufferers take part in trials for a new
drug for the treatment of their condition they ought to be among the
first to receive the full benefits of using this drug if the trial proves a
success and the drug is subsequently approved for use. This is only just.
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Rawls’ theory of distributive justice has important implications for
researchers who are working to exploit the commercial benefits of new
discoveries and medical treatments. Arguably, applying Rawls’ veil of
ignorance test, such discoveries and treatments should be affordable
and available to the least advantaged members ot society rather than
just those who can afford to pay for them. Patents are normally designed
to protect commercial interests and produce a monopoly that raises the
price of medicine although occasionally the intention of the applicant
is to guard against commercial exploitation where they wish to gift an
invention for the benefit of society. Rawls’ analysis is also especially
pertinent in a developing world context where it is important to try
to view things from the perspective of the local population (Olweny,
2007). Here, rescarchers from the developed world working in col-
laboration with Western pharmaceutical companies can be accused of
exploitative behavior when they benefit from the local knowledge of
aboriginal people to develop new patented medicines (see chapter 4).

CONCLUSION

This chapter has mainly focused on biomedical research both in relation
to the historical mistreatment of research subjects and the subsequent
development of “principalism.” While biomedicine may represent only
a small sub-set of academic disciplines in which research of some form
is conducted it has been disproportionately influential in shaping our
contemporary cross-disciplinary understanding of what is meant by
“research ethics.” Beauchamp and Childress’s four principles, closely
allied to the Belmont Report, predominate in the teaching of research
ethics today (see chapter 11) and, as will be demonstrated in the next
chapter, through codes of research ethics adopted by research organiza-
tions including universities. While the vital importance of respect for
persons has been demonstrated in this chapter by examining notorious
abuses of human rights in research, there are problems inherent in
secking to transfer a set of principles derived from a consideration of
bioethics into other academic disciplines.



