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Medical treatment is a part of most people’s
lives. Children receive vaccinations against
life-threatening diseases, antibiotics for strep
throat and ear infections and some may
undergo surgery (and a general anesthetic) to
have tonsils removed. In later life some
people have physical therapy for injuries to
joints, psychotherapy for emotional and/or
mental difficulties, and take medicines for
any number of ailments. Some people may
face very serious medical problems that may
require organ or tissue transplantation.

Behind all of these treatments and therapies
has been research to improve practice and the
lives of patients.

WHAT IS RESEARCH?

Generally speaking, when people go to a
doctor or health care facility, they expect that
all interactions and interventions will be
directed to their own wellbeing. They are
seeking treatment or therapy. Sometimes
patients will be asked if they wish to be part
of a clinical trial or perhaps a study about a
particular aspect of medical care. They are
being asked if they are willing to participate
in research.

While therapy is meant to benefit the patient
directly, research has a very different focus.
According to Robert J. Levine in his seminal

work, Ethics and the Regulation of Clinical
Research, “The term ‘research’ refers to a
class of activities designed to contribute to
generalizable knowledge.”! The aim of
research is to collect information about a
drug perhaps, or a type of treatment that will
lead to a change in practice and eventually
benefit others. Although the patient enrolled
in the study might receive some therapeutic
benefit, this is not the aim of research nor can
therapeutic benefit be guaranteed. As
Franklin G. Miller and Howard Brody put it,
“Even though the patient may derive benefit
from the treatment being evaluated, the basic
goal of the activity is not personal therapy,
but rather the acquisition of generally
applicable scientific knowledge.”* Those
who agree to be part of a clinical trial or
study are engaged in an altruistic act meant
to benefit future patients.

RESEARCH AND HUMAN
SUBJECTS

A research project typically goes through
several stages. Researchers must establish the
question they hope to answer and propose a
hypothesis (the answer they will be testing).
They must develop the means and methods
to test the hypothesis, work through their
hypothesis on a theoretical level, then begin
testing it. This might include lab work,
experimenting with human cadavers and live
animals.” If the research is directed to
developing a medicine or intervention to be
used on human patients, eventually the




research will have to involve human subjects.
Here, governments, research ethics agencies
and the Catholic Church have a special
interest in protecting the wellbeing and
dignity of human persons.

THE NEED FOR REGULATION

Research has always been a part of medicine
but our modern interest in research ethics
arose after the Second World War and the
discovery of the Nazi atrocities which
included scientific experimentation on
human subjects. Under the Nazi regime,
concentration camp inmates were used as
nonvoluntary objects in research that exposed
them to harm, suffering and even death, all
apparently in the pursuit of scientific
knowledge. Following the trials at
Nuremberg, the Nuremberg Code was
developed to safeguard the dignity of
research subjects and protect them from
undue risk of harm. The Declaration of
Helsinki was a further reiteration of these
principles.*

It should be noted, however, that research
atrocities were not confined to Nazi
Germany. In the United States, for instance,
the infamous Tuskegee syphilis trial
followed poor, rural, illiterate African
American men even after the discovery that
penicillin was an effective treatment for
venereal disease. The men were neither told
of nor offered the treatment and the trial was
finally disbanded in 1972.” Children with
mental and physical disabilities were enrolled
in trials that involved deliberately infecting
them with meningitis® or having them ingest
radioactive material.’ In these and other
studies, vulnerable members of society were
treated as objects and exposed to undue (and
perhaps even unconscionable) harm, all in

the name of science. In the United States, this
led to the Belmont Report, published in
1969® which articulated the need to preserve
human dignity and protect research subjects.
In Canada, research is governed by the
guidelines set out in the Tri-Council Policy
Statement now in its second edition.’

These and other guidelines are meant to
ensure, among other things, the need to
secure informed, voluntary consent from
those participating in research studies'’
(consent that may be rescinded by the
participant at any point in the trial),"" and the
need to protect those participants from undue
risk of harm'? — even to the point of
stopping a trial if it becomes evident that the
health of one group of participants is at risk
if the study continues."

THE CATHOLIC CHURCH AND
RESEARCH ON HUMAN SUBJECTS

It is important to note that the Church is not
opposed to medical research per se. In fact,
Benedict XVI noted that the Church has had
“constant support for research dedicated to
the cure of disease and to the good of
humanity throughout her 2,000-year-old
history.”'* Research is an expression of
human intelligence and creativity that has the
capacity to improve the lives of persons who
are suffering. As well, research not only
contributes to our technological and scientific
knowledge, it helps us in our growth as
moral beings.15 In many ways, then, research
is something that ought to be pursued and
supported.

To be licit, however, medical research must
have a “commitment to the truth and the
common good....” ' In this respect, justice
must guide research insofar as investors’




interests in profits do not take precedence
over all else and insofar as research is
“pursued for the good of all, including those
without means.”"”

Pope John Paul II recognized the dangers of
profit-driven research that chooses projects
that will have the greatest financial yields
and that might suppress knowledge in order
to preserve those profits. He noted that such
a perverted approach to research will deprive
science “of its epistemological character,
according to which its primary goal is
discovery of the truth.”'® And he warned
against research that “harms human life and
dignity or which ignores the needs of the
world’s poorest peoples, who are generally
less well equipped for scientific research.” '

According to Church teaching, research must
ultimately recognize and respect the
inestimable value of all human life at all
stages of existence. In effect, researchers and
scientists must realize that “The human being
is not a disposable object, but every single
individual represents God’s presence in the
world.”* This applies to human persons
already born and those who have yet to be
born. Research must never engage in “the
planned suppression of human beings who
already exist even if they have not yet been
born.”*! To undertake manipulative and
destructive research on embryonic human
beings, for instance, cannot be justified no
matter what knowledge might result from the
experimentation. As John Paul II wrote,
“methods that fail to respect the dignity and
value of the person must always be
avoided.”*

Ultimately the Church recognizes the
promise that research holds and the ethical

challenges it faces. In this respect, the
Church once again puts itself in the service
of humankind. As John Paul II wrote to those
engaged in health care and research, “As you
face these [ethical dilemmas], I assure you of
the Church’s desire to listen to you and to
learn from your medical expertise and
experience, and, at the same time, to share
with you her own rich heritage of ethical
teaching. Such dialogue ... can ensure that
such research will truly contribute to the
welfare of the person as a whole and to the
integral development of society.”23

CONCLUSION

Research is an essential component of health
care and the use of human subjects is
essential to research. While governments and
research agencies now recognize the
importance of respecting the dignity of
human research subjects through the need for
freely given informed consent to participate
in studies and safeguards to protect research
subjects from harm, their recognition of full
human personhood is limited to those who
are already born.**

The Church, acknowledging the many goods
that come from research, insists on the value
and protection of all human life at all stages
of existence and that the goods of research be
equitably distributed. In this way, the Church
continues to promote a Culture of Life even
in this area of health care.

Bridget Campion, PhD, is a bioethicist, researcher,
educator, and staff member of the Canadian Catholic
Bioethics Institute.
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