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natural sciences where the researchers
manipulate nature to produce desired
results. Medical research involving
human subjects differs so greatly from
scientific  research in  biology or
physics that it seems best to avoid the

term.

In this chapter we avoid both
the distinction between therapeutic
and nontherapeutic research and the
word experimentation. We instead use
the terms “medical research” to
designate any medical or psychological
testing on human subjects or animals;
“human subject” to designate children
and adults, as well as human embryos
and fetuses; and “participants” to
designate people who have given
voluntary  informed  consent  to

participate in the research.

The current moral awareness
about medical research and the various
laws and regulations governing its
practice developed in large measure as

a reaction against earlier mistreatment
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of human beings in research projects.
There i1s much to be learned from
remembering how medical research
became unethical when the desire to
achieve scientific and medical progress
overshadowed moral sensitivity to the
well-being of the persons involved. A
brief look at several well-known
abuses 1n research is valuable for
understanding current concerns in the

ethics of medical research.

NoTorious EXAMPLES OF
QuEesTiOoNABLE ETHICS IN
REsEARCH

We now review a number of research
studies with poorly thought-out ethical
bases.

The Tuskegee Syphilis Study
(1932-72)

When this study began in 1932,

injection of various heavy metals,
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especially  mercury and  varlous
arsenicals, was a standard treatment
for syphilis. The treatment was
controversial.  There  were some
indications that the treatment helped
patients with syphilis, but it also
seemed to cause other problems and
symptoms. Moreover, a Norwegian
study dating from 1891 suggested that
some people with syphilis had
survived for decades with no
treatment, sometimes without
symptoms. This suggested that the
disease was not always fatal and that
populations without treatment might
actually do better than those treated,
and weakened, by the standard

injections.

The U.S. Public Health Service
wanted to find out just how lethal
syphilis was if not treated. The Public
Health Service could do this by
studying the natural course of the
disease over a long period of time in

a rather large population. The study
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would compare the health and
longevity of people infected with the
disease with those not infected. The
infected group, of course, would not
be treated because treatments would
interfere with the natural course of

the disease.

The Public Health Service soon
found a ready-made group for its
syphilis study. In 1929 the Julius
Rosenweld Foundation had funded an
effort to eradicate syphilis in Macon
County, Alabama, where about 4o
percent of the men were infected.
The foundation’s laudable effort to
eradicate the disease ended when its
endowment shrank during the Great
Depression a  few  years later.
Subsequently, the U.S. Public Health
Service decided to conduct its study
of syphilis with the same population
but, unlike the private foundation’s
efforts to cure, this was purely an
information-gathering study. It

selected about six hundred adult males
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for the research. About four hundred
had syphilis, and the remaining two
hundred served as a control group.
The research was centered in
Tuskegee, and hence the project
became known as the Tuskegee
Syphilis Study.

The infected men were not
informed about the nature of the
research and were merely told they
suffered from “bad blood.” They did
not receive any treatment for their
syphilis, although researchers
sometimes told them  that the
procedure was a “treatment” when
they wanted to perform spinal taps
for analysis. During the study some
men in the control group contracted
the disease. They were transferred to
the infected group but never told of
their syphilis, thereby exposing their

sexual partners to it.

The study continued long after

the early 1940s, when it became
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known that penicillin was successful
in treating syphilis. At this point
there was no need to continue the
study—the success of penicillin left
the researchers with no reason for
studying how syphilis develops in
humans when it is not treated. But
the research continued. Researchers
were able to prevent the infected men
from being drafted for military service
in World War II lest military
physicians discover their syphilis and
treat it with penicillin. And the
researchers provided local physicians
with the names of those infected and
asked them not to give these men
antibiotics for any reason lest the
medications undermine the study.
Thus, bacterial infections unrelated to

syphilis were not treated.

Finally, in the late 1960s Peter
Buxton, a researcher working for the
U.S. Public Health Service,
complained about the morality of the

ongoing research project, which was
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sometimes clear, it can be ambiguous.
Many research protocols for drugs, for
example, involve random clinical trials
with sick people. Some patients
receive the drug and others, a control
group, receive placebos. For the
patients actually receiving the drug,
the research will be, or at least might
be, therapeutic, but for those not
receiving it, the research will be
nontherapeutic. Thus, the same drug
trial  is  both  therapeutic  and
nontherapeutic. Of course, the reverse
could also be true—the study could be
counter-therapeutic by harming the
patients receiving the trial drug, as

sometimes happens.

Furthermore, even when the
distinction is not ambiguous, it
contributes little to ethical reasoning.
The moral deliberations about the
possible bad effects of the medical
research and the reasons that justify
risking them are the same whether the

research is therapeutic or




image11.jpeg
now under the auspices of the
Centers for Disease Control (CDC) in
Atlanta. After several years when the
CDC made no move to stop the
study, Buxton told his story to a
reporter. In July 1972 the New York
Times ran the story on its front page,
and other newspapers soon picked it
up. CDC officials tried to defend the
study, but public outrage was strong.
One cartoon in a newspaper showed a
dead patient, covered by a sheet, and
a nurse, holding a syringe of
penicillin, asking the physician: “Now

can we give him the penicillin?”

In February and March of 1973,
Senator Edward Kennedy of
Massachusetts chaired a highly visible
congressional hearing on the research
as public criticism grew. Many citizens
were shocked that the Centers for
Disease Control and the U.S. Public
Health Service were involved in
research involving deceit and the

denial of treatment in order to obtain
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useless information about the natural
development of  syphilis  without
treatment. And many could not help
but notice that all the subjects in the
study were poor black men. The fact
that many of the physicians in Macon
County who had collected data in the
later years of the study were also
black did little to erase the idea that
the decision not to offer treatment

had racial overtones.

Once the terrible history had
been exposed, survivors and families
sought damages in federal court. In
July 1973  they  accepted an
out-of-court settlement. The
compensation, considering the personal
damage and the risks to the men, was
not much. Infected survivors received
$37,500 and control group survivors
received $16,000. Families of the men
involved in the study who had died
before 1973 also received compensation.
If the deceased man had been

infected, his family received $15,000;
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need for public and professional

scrutiny of medical research.

Experiments in Nazi German_y

(1942—45)

During World War II prisoners and
other detained people were forced into
dangerous and  painful = medical
experiments. Japanese physicians, for
example, injected Chinese prisoners
with syphilis, cholera, plague, and
other diseases in order to observe how

the illnesses progressed.

The most wupsetting events,
however, occurred in Europe under
Nazi Germany. As is well known,
about eight million people lost their
lives in the death camps during the
war, about six million of them Jews.
At some of the camps, Buchenwald
and Auschwitz for example, people
were also used for crude medical
experiments. Subjects were deliberately

infected with diseases to test the
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interest to him were twins, and he
experimented with many pairs of
twins, sometimes killing them in order

to dissect their bodies.

All of the medical experiments
conducted in the camps were clearly
immoral, not only according to
standards widely accepted today but
according to official German
regulations governing novel treatments
and medical research that had been in
place since 1931. The German
regulations governing medical research
were very advanced for the time, and
they required voluntary consent from
the subjects of the research before it
could begin. Physicians conducting
research in the camps simply ignored
the regulations—especially the

requirement for voluntary consent.

After the Allied victory over
Nazi Germany in 1945, trials of war
criminals were held in the German
city of Nuremberg, the site of huge
Nazi rallies in the 1930s. The
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terminate the experiment if it is likely
to injure or kill the subject and that
he must avoid all unnecessary physical

and mental suffering and injury.

The famous Nuremberg Code
was published along with accounts of
the trials by the U.S. Government
Printing Office in 1949. One might
assume that medical researchers in the
United States would abide by the
Nuremberg Code from that time

onward. Unfortunately, they sometimes

did not.

Hepatitis at the Willowbrook
State School (1956—70)

The Willowbrook State School on
Staten Island was an institution for
children with severe developmental
disabilities. When the research on
hepatitis started in 1956, it had a
population of about forty-five hundred

and a staff of about one thousand.
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concerned, so our traditional attitudes
of dominion over them are not
morally well founded and cannot be
trusted.

Second, an ethics based on the
human good recognizes that our good
is not achieved by causing unnecessary
suffering and death in this world.
This recognition serves as the basis
for the humane treatment of all
animals, including laboratory animals.
The day may come when none of us
will kill and eat animals or use them
in research, but that day is not now
realisticc.  Our  immediate  moral
concerns, then, center on providing
humane care for the animals we use,
with good reasons, for nourishment

and research.

SUuGGESTED READINGS

The Tuskegee study is treated at length
in James Jones, 1981, Bad Blood: The
Tuskegee  Syphilis  Experiment, New
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community with no other relationship
to the university. Before beginning
research  involving  animals,  the
investigator must give reasons why
the animals have to be used and
explain all the procedures that will
involve them. He must also show how
any pain or distress greater than that
caused by a routine injection will be
minimized and list the anesthetics and
pain-killing drugs that will be used.
If  surgery is  involved, the
preoperative, surgical, and
postoperative interventions must be

outlined in detail.

Perhaps the best way to prevent
immoral animal research is to increase
the effort aimed at reminding
researchers of two things. First, the
traditional ethics of our culture, both
religious and philosophical, failed to a
considerable degree to acknowledge
our moral relationship with animals.
This failure has left us with a sort of

moral vacuum where animals are
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subjects, to guide research on animals.
These regulations would not require
that animals be treated the same as
human subjects in research, but they
would protect animal subjects from
morally unreasonable treatment by
requiring convincing reasons for any

harmful experimentation.

Another  way to  prevent
immoral  animal research i1s by
requiring approval by the local animal
welfare board similar to an IRB
operating under appropriate guidelines.
By way of example, we can look at
the review process used at Stanford
University Medical Center to prevent
the abuse, inappropriate use, or

neglect of animals in research.

All the animal research at
Stanford must be approved by the
university’s Panel on  Laboratory
Animal Care. Among recent members
of the panel were a hospital chaplain

and several veterinarians from the
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testing. Of concern also is what the
research does to human embryos and
fetuses, and to animals. Embryos and
fetuses are human life, and damaging
human life without sufficient reason is
contrary to human flourishing. Animals
suffer and die, and causing them to
suffer or to die needlessly also

undermines living a good life.

A distinction is frequently made
between therapeutic and nontherapeutic
research. In therapeutic research the
subjects are sick, and the hope is that the
research will both benefit them as well
as provide knowledge that can benefit
others. In nontherapeutic research the
subjects are not sick or, if they are sick,
there is no real expectation of any
benefit to them from the research.
Nontherapeutic research is entirely for
the benefit of people other than the

subjects of the research.

The distinction between therapeutic
and nontherapeutic research is not really
helpful in ethical deliberation for several

reasons. First, although the distinction is
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Third, biomedical research on
animals 1s important, and sometimes
crucial, for understanding and treating
some human diseases. Research using
computer models, plants, and live
cultures can only go so far. Often the
research must involve animals (and
humans)  before  the  therapeutic
intervention or drug can be accepted
as normal medical practice. Hence,
there are good reasons for some
animal research. The moral debate in
this ethics of the good, then, centers
on what reasons are strong enough to
justify the suffering, damage, and

death of animals used in research.

Fourth,  undoubtedly, = some
animal research today is morally
questionable. Better efforts are needed
to reduce unnecessary pain and
suffering. One thing we need is more
explicit federal regulations, analogous
to those developed in the past few

decades for research on human
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about the use of animals in medical

research.

First, deliberately doing anything
that causes suffering or damage to life
does not contribute to our good
unless we have cogent reasons to
offset the bad things resulting from
our actions. This ethics of right
reason demands good reasons for

research that will hurt or kill animals.

Second, this ethics encourages us
to cherish, and not damage, all
life—human life as well as the life of
all living things, including animals
and the environment. Yet it
acknowledges ~ the  morality  of
employing living beings (including
human beings) as the subjects of
medical research even though no
benefit, and some pain or damage,
may ensue in their lives, provided
certain moral safeguards are in place
to prevent exploitation and provided
beneficial advances in medicine are

anticipated.
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it is immoral to wuse animals for
medical research, to hunt, to wuse
animals for work or transportation, to
breed animals for food, to eat animals,
to confine them as pets, or other uses.
At the other extreme are those who
maintain a more traditional position.
They say almost any use of animals is
morally acceptable as long as it
contributes to human  well-being.
They have no problem using animals
for medical research, plowing fields
with them, trapping them for fur,
raising them for food, confining them

in cages, or hunting them for sport.

The debate over the ethics of
how we should relate to animals will
undoubtedly continue for some time.
It is a whole new area for moral
philosophy and moral theology, and it
will take time to develop. In the
meantime, by following the ethics of
prudence and the human good that
we have been developing in this book,

several helpful points can be made
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implies that we should take care of
them. There has also been a renewed
interest in the goodness of creation in
biblical texts found in the writings of
medieval Christian theologians, most
notably Augustine, Chrysostom, and
Aquinas. The general idea is that we
need to think of the stewardship of
God’s creation and not simply of
usefulness when it comes to animals

and the environment.

Today, considerable debate swirls
around the ethics of our relationships
with animals. As we have noted, this
1s a new moral concern since the
older  religious, theological, and
philosophical ethics of our tradition
did not give priority to moral
questions about the welfare of
animals. And, as we might expect, the
debate about the morality of behavior
toward animals embraces a wide range
of positions. At one extreme are those
who argue against almost all use of

animals for human purposes. They say
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FOURTEEN

Medical Research

RESEARCH INVOLVING ANIMALS
and human subjects is an important part
of modern medicine. New techniques
and technologies as well as new drugs are
routinely tested on animals and humans
before physicians use them in normal
clinical practice. Since the tests can cause
harm to both the animals and humans,
they pose ethical concerns. We have to
ask whether the actual or potential
harms caused by the research are
reasonable, that is, whether they are
consistent with living well. Medical
researchers undermine their own good
when they do things that could cause
suffering or damage life  without

sufficient reasons.

The primary ethical concern in
medical research centers on what it does

to the people who are the subjects of the
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nontherapeutic. The balance between
the expected benefits and burdens is
what  matters, not whether the
research is therapeutic or not. In fact
the distinction between therapeutic
and  nontherapeutic  research  can
obscure good moral reasoning by
suggesting that we can tolerate
unreasonably high levels of harm and
risks of harm as long as the
intervention might help the patient. It
can lead to the attitude that a dying
patient has nothing to lose and can
try anything. This is not good
ethics—some medical research and
unproven drugs are not good for

dying patients.

Sometimes the words
experimentation and experiment are
used to describe medical research.
Although literally correct, the word is
not a happy choice. The idea of
experimenting with human beings is
not a comfortable one. It is too close

to the notion of experiments in the




