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The meeting of psychiatry and humanities: an overview
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Abstract

Concerns regarding ethics of psychiatric research were a critical point in research when
lots of news was announced about human rights abuses in the Nazi Germany. However,
even nowadays, psychiatric research involving people suffering from different types of
psychiatric disorders can still be distorted and, rather than fulfilling its promise of
improved understanding of psychiatric disorder and its treatment, can result in serious
harm to patients who participated in these investigations. This review focuses on some

important ethical aspects in psychiatric research.
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Respect for persons

Medical Sciences is for the benefit of human,
and one of the first strictures of medicine in general
and psychiatry in particular is to do no harm. The
psychiatrist-researcher  has  difficult task of
fulfilling both the role of psychiatrist and of
researcher, in that order. Generally, the first two
consideration in studies involving human subjects
are “Do the ultimate benefits of the research
outweigh the risk for those taking the risks?” and
“Is the potential benefit to mankind sufficient to
ask someone to take risks for the benefit of
others?”  Answering either  requires some
assessment of risks and gains, the risk/benefit ratio.
Obviously, the goal is to minimize risk and
maximize gain (1, 2). A potentially dangerous

therapy, for example may be justified to save a life

but not to ameliorate a simple anxiety (3). The

three basic principles set forth in the Belmont

Report are as follows:

1. Respect for persons: A person is entitled to
choice, dignity, privacy, and confidentially.
Respects for persons incorporate at least two
basic ethical convictions: first, that individual
should be treated as autonomous agents and
second, that persons with diminished autonomy
and thus need of protection are entitled to such
protection (3).

2. Beneficence: Maximize good/minimize harm.
On a practical basis this means that the research
effort is to be constructed so as to maximize the
anticipated benefit to the subject while
minimizing any foreseeable risk. Two general
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rules have been formulated as complementary
expression of beneficent in this sense: A) do no
harm, B) maximize possible benefits and
minimize possible harms (4-6).

3. Justice: Justice requires that we treat persons
fairly and give each person what she or he is
due or owed. The philosophical underpinnings
of the concept of justice are complicated and
beyond the scope of this text, but in a practical
matter come down to the following: A) there
will be no exploitative or coercive recruitment
of subjects, and B) those bearing risk of a
condition will have a right to participate in and
reap benefits of research (1-3, 7).

Informed consent

Generating a good consent form is probably
one of the most important aspects of one
interaction with institutional review board (IRB);
not providing one is likely to result in delays in the
approval process in the form of stipulations. Two
issues need special consideration in relation to
psychiatric research involving people suffering
from mental illness (8). Firstly, possible inability of
the potential research participant to make rational
and considered decisions and, secondly, the
protection of people subject to legislated
involuntary treatment (9, 10).

A standard consent form requires the investigator
to:

A. Identify the study as a research study and
describe the object and procedures of the study
in non technical, easily understood language.

B. State that participation is voluntary and can be
terminated by the subject at any time without
prejudice to subsequent care.

C. Explain how subjects are selected.

D. List of the foreseeable benefit and risks of the

study to the subjects.

Ensure confidentiality.

List alternative therapies

. Explain treatment plans for any untoward

effects (11-15).

The use of a guardian or proxy is controversial
because of significant pitfalls. Whereas, a proxy’s
consent might be necessary if a patient is to receive
a medical treatment, whether there is an expected
benefit with a medically acknowledgement risk,
different factors are opening in entering a research
study, where one must assume a certain risk for
altruistic reasons; this must be a personal choice
(12, 13, 16, 17).

G mm

Subject selection and recruitment

Subject selection can be even trickier than
assessing the risk/benefit ratio. Everyone agrees
that subjects in human research should be free,
uncovered volunteers, fully aware of the study and
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its risk. Sometimes this is much easier to say than
to do (14, 15). Informing mentally intact medical
subjects is largely a matter of defining unfamiliar
terms. The task is much more difficult when
dealing with individuals with mental illness, and is
especially difficult when dealing with children who
are mentally ill or retarded. On the other hand,
without study, no treatment can ever be devised.
Clearly, that is evil. Imposing a treatment on one
individual based upon the consent of another, be
illegal guardian or parent, may also be evil. Indeed,
there really is no general solution to the dilemma.
Each case is uniqgue and must be assessed
separately (15). Accordingly, institutional review
boards were separated from the investigator. It is
difficult task to review assessments of risk/benefit
ratios, assure subject anonymity, and assess
inclusion and exclusion criteria, recruiting
procedures, and adequacy of informed consent.
They must also ensure that coercion of any kind,
economic, or social, is absent, that provisions are
made for subjects to withdraw from the study at
will and without prejudice, and that subjects
receive medical treatment for any untoward effects
(13, 14).

Drug- free Studies, washout studies, and placebo
research

Beyond institutionally = mandated ethical
principles are ethical problems within experimental
protocols. A typical example is whether drug tests
should compare a new drug against placebo;
against another, therapeutically accepted drug; or
against nothing. The first alternative controls for
the psychological (and thereby physiological)
effects of the new drugs, are using placebo. The
second (and most favored by review board) treats
both groups but assumes that the comparison drug,
at the given dose, is active against the population
tested. The third determines if the drug alters the
natural course of the disease (17). Each of these
approaches poses a moral dilemma. In drug-
Placebo studies, the advantage of determining if the
drug is better than nothing is offset by leaving one
group essentially untreated ( but also spared side
effects). The drug-drug comparison has the
advantage that both groups are treated but the
disadvantage is that neither treatment, for that
group, may be better than no treatment. The last
has advantage of assessing the drug against the
natural course of the disease but again at cost of
leaving one group untreated (18, 19).

In May 1994 the Office for the Prevention of
Research Risks (OPRR) of the NIH reported two
complaints against schizophrenia researchers at the
University of California-Los Angeles (UCLA).
This important study involved a group of patients
with schizophrenia who were followed on a fixed
dose of Prolixin Decanoate (a typical
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antipsychotic) for 1 year and then, after a
withdrawal protocol, randomized to Prolixin versus
placebo for up to 1 year, or until psychotic relapse
occurred. The study was looking into predictors of
successful functioning exclusive of neuroleptic
medication. The OPRP found that the monitoring
of patients was acceptable. However, faults were
found with the informed-consent process and with
the clinicians’ not being clear that they were also
acting as investigators. Indeed, one of the research
subjects was quoted as saying he was delighted to
get into the research program” because | thought |
was going to get the premier treatment, while they
did a little research on the side”. During this period,
one subject experienced a severe relapse and
threatened to Kkill his parents, at one point
approaching his mother with a carving knife. One
year after leaving the study, a former subject who
was drug free but was still being studied by the
researchers committed suicide (17-19).

There are significant potential ethical pitfalls
to be considered in the use of placebo controlled
groups, particularly in psychiatric populations.
Indeed, the Declaration of Helsinki indicate that
every patient including those of a control group, if
any, should be assured of the best proven
diagnostic and therapeutic method. Of particular
importance to be considered in the placebo-
controlled study, and in the use of investigational
drugs in general, is the role of the third-party payer.
A growing number of insurance companies,
particularly in managed care, will not pay for drug
therapy intended for investigational use (18). One
way to answer whether or not placebo group is ok
is to insist that placebo studies be done only when
there is no other way to acquire information of vital
importance for subjects with particular ailments
and conditions.

The ethical problems are further compounded
by the dilemma of whether to switch all
participants to what appears, at the time, to be the
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most effective treatment. The benefit of not doing
S0 is to obtain further evidence that what seems to
be more effective, really is. The drawback is that
some patients, for that study, may not receive the
better treatment. Of course, reality tempers all these
considerations. Patients often drop out if treatment
does not work or, paradoxically, if it works so well
they no longer feel the need for treatment. There
are no simple solutions to these problems. What is
important, however, is awareness that the problems
exist and require consideration. Fortunately, most
studies in psychiatric research involve minimal
physical risk or discomfort, and most psychiatrist-
researcher have sufficient insight into their own
motives and feeling to discharge both duties
appropriately (18, 20).

Conclusion

Mental disorders are highly common
conditions with significant morbidity yet only
modestly effective treatments. For finding new
treatments for major depression, obsessive
compulsive  disorder, or schizophrenia, for
example, the suffering and loss caused by these
diseases call for the development of truly novel
interventions. Investigating new medications can
carry risks of significant harm even while raising
hopes for future profit (20). In addition, the very
nature of many psychiatric disorders creates ethical
complexity because many persons with such
disorders have deficit memory. If a patient’s
cognition impairment is severe enough, she or he
will be incompetent to give informed consent for
research. Publication of patient records; risky
experimental use of placebo; scientifically is
necessary but dangerous ‘“wash-out” periods in
clinical trials; and contribution of potentially
defenseless, decisionally “incapable” patients have
stimulated argument, threatening the continuation
of some psychiatric research activities (10).
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