Editorial

The Challenge to Psychiatry
as Society’s Agent
for Mental Iliness Treatment and Research

Society has a moral responsibility for its sick and disabled citizens. Psychiatry as-
sumes this responsibility when clinicians provide care and treatment to mentally ill pa-
tients, many of whom suffer from the worst diseases afflicting humans. But these very
patients often lack insight into the nature of their afflictions, their causes, and their
need for treatment. Experiencing altered perceptions, affects, and beliefs is very differ-
ent from experiencing other somatic dysfunctions. Both patients and society view the
latter as illness requiring medical intervention, whereas the former all too often are
viewed as personal attributes rather than disease. Society is uncertain how to assert re-
sponsibility, looking simultaneously to law enforcement, religion, psychiatry, the fam-
ily, and social planning. Given complex and competing themes, psychiatry’s capacity
to assert and validate illness models and therapeutic interventions is invaluable. A ma-
jor advance over the past 40 years has been establishing society’s confidence that psy-
chiatry can identify individuals who suffer from mental disorders and intervene with
effective therapeutics. At the same time, society has also advanced the cause of civil lib-
erties for the mentally ill. Here, too, much good has been accomplished, but disquiet-
ing problems remain, problems that stir passions as the ethics and politics of personal
autonomy and free will clash with the consequences of honoring these virtues.

Gardner and colleagues tackle a vexing paradox in this issue of the Journal. Psy-
chiatry accepts a clinical responsibility for determining which individuals, on the
basis of mental disease and law, shall be deprived of autonomy rights and dignity
by involuntary commitment to receive protection and (perhaps) treatment through
clinical services. This burden of judgment and responsibility weighs heavily on the
physician-patient relationship and on the professional identity of the physician.
Psychiatrists experience their discipline at risk when their assertion of this authority
is criticized by society and by the patient whose autonomy rights are compromised.
Nothing is quite as reassuring in the exercise of this responsibility as a grateful pa-
tient who has come to appreciate the physician’s action. Stone’s “thank you” theory
(1) captured this important dynamic and has been used in support of psychiatry’s
wise exercise of this authority.

Gardner and colleagues tested the theory’s validity with empirical data. They found
that many patients who did not believe that hospital admission was needed entered as
voluntary patients anyway. There is room for negotiation when physician and patient
have discordant views. Patients who did not believe that they needed hospitalization
but who believed they had a mental illness and accepted voluntary admission were
most likely to change their view and agree that a need for hospitalization existed.
However, patients who denied that they had a mental illness, felt coerced, and entered
as involuntary patients most often sustained their view that hospital care was not
needed. The “thank you” from these patients remained theoretical. Most of the pa-
tients in this study were given affective or “other” diagnoses, and substance abuse
was common. It is uncertain how these results generalize to more specific populations
where insight is commonly impaired (e.g., patients with schizophrenia or mania), but
results are not likely to be more gratifying.
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Psychiatrists most often must accept the responsibility of denying autonomy and
dignity rights without the appreciative endorsement of their patients. Clear role def-
inition regarding clinical and social responsibility, valid concepts and assessment
procedures to meet legal and clinical standards, and an acceptable degree of predic-
tive validity regarding safety and therapeutic advantage are essential. Most impor-
tant is that society sanction this role assigned to the psychiatrist in addressing the
moral obligation of protection and treatment for the very ill citizen. However, the
tension will remain as long as the patients we serve fail to understand their illness
and the physician’s purpose. Change in this regard is importantly dependent on new
therapeutic advances through scientific research.

The role of the psychiatric investigator in meeting society’s obligation to develop
new knowledge to benefit ill citizens is also a vexing paradox: society simultaneously
expresses “best hope” and “worst fear” images. No responsible commentator
doubts that new knowledge through science is critical to advancing treatment and
prevention of mental illness, but current attention in the popular media involves
harsh criticism of psychiatric investigations (2-11). Clinical research is not a perfect
endeavor, and errors in subject protection procedures and occasional fraudulent in-
vestigators have been noted. Much of the criticism, however, is based on misunder-
standing of science, misrepresentation of facts, and unsubstantiated allegations.
Nonetheless, there is a common ground of concern on the issue of the capacity to
make decisions in providing informed consent to research participation.

Subjects in mental illness research are usually presumed to be competent. This may
be viewed as respect for the autonomy and dignity rights of persons with mental ill-
ness, but the question has also been raised that the presumption of competence per-
mits too many patients with impaired decision-making capacity to sign consent
forms they do not understand. Those who believe that valid informed consent can be
(and usually is) obtained believe that optimal procedures require continual evolution
and that better documentation is needed to enable society to judge the adequacy of
the informed consent process. Those who believe that mental illness research is sub-
stantially conducted without valid informed consent doubt that investigators and in-
stitutional review procedures can ever ensure that this lynchpin of ethical research
will be routinely secured. All agree on the urgent need for data that address decision-
making capacity for providing consent among prospective subjects for mental illness
research. It is here that Appelbaum and colleagues make an important contribution
of empirical data in this issue of the Journal.

Using an experimental, but carefully constructed, assessment of decision-making
capacity, Appelbaum and colleagues found that depressed patients in a clinical trial
had largely unimpaired decisional capacity and, therefore, were likely to be able to
exercise their right to self-determination regarding research participation. Moreover,
the patients maintained this capacity over time, suggesting that they remained able
to exercise important elements of informed consent such as a sustained understand-
ing of the purpose of the research and the right to withdraw. Appelbaum et al. report
that decision-making capacity was not significantly related to severity of depression,
a finding compatible with the commonplace observation that many psychiatric pa-
tients maintain competence for most aspects of everyday life despite severe symp-
toms. This study involved moderately depressed outpatients. It is not certain how
these results apply to more severely depressed or psychotic patients.

Adequacy of informed consent in psychiatric research was the leading issue when
the National Bioethics Advisory Commission addressed subject protections in men-
tal illness research (12). The commission’s focus on the mentally ill was not based on
evidence of informed consent deficiencies or other abuse of subject protections that
distinguished psychiatric research. Nonetheless, the commission made its report and
recommendations on mental illness rather than a broader consideration of brain dys-
function, which increases risk for cognitive impairment, or a narrow consideration
of individuals who actually lack decisional capacity for the purpose of informed con-
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sent. The commission made recommendations for regulatory redress in psychiatric
research alone. In testimony to the commission, Dr. Appelbaum presented data from
the depression study reported in this issue of the Journal and similarly reassuring
data that most subjects with schizophrenia at the Maryland Psychiatric Research
Center were able to achieve decision-making capacity similar to that of normal con-
trol subjects when participating in an educational informed consent process. Dr. Ap-
pelbaum’s view that problems that could be documented should be addressed with
solutions that had been tested and subjected to a cost-benefit analysis was not appar-
ent in the recommendations of the National Bioethics Advisory Commission. The re-
sult, at least in part, is another expression of society stigmatizing the mentally ill and
those who serve them.

I am concerned that more harm to the future of individuals with mental illness is
being caused by the rush to allegation and redress than is justified by anticipated
benefit. Optimal and ever-evolving procedures for the protection of research sub-
jects, including the mentally ill, are of fundamental importance. Stigmatizing those
citizens who receive a psychiatric diagnosis, however, and creating a veil of mistrust
between society and psychiatric investigator can be rationally justified only if re-
search procedures in psychiatry are both unique and flawed. Commissions in New
York (13) and Maryland (14) recently addressed issues of subject protection in med-
ical research with populations at risk for impaired decision-making capacity. Mich-
els (15) called attention to the substantial difference in tone and content of the New
York and Maryland commissions compared with the National Bioethics Advisory
Commission report, and the interested reader will see this contrast extended when
reading the companion articles by Michels (15) and by Capron (16), a member of the
national commission. Michels suggested that the failure of the national commission
to include any member with experience and expertise in psychiatric research may ex-
plain the difference. In this regard, the two state commissions focused on the deci-
sion-making capacity of individuals rather than diagnostic groups, on investigator
and review procedures that would enhance capacity assessment and ensure adequacy
of consent, on how to design protections in a more realistic relationship to risk, and
on how to avoid costly new procedures that would interfere with acquisition of
knowledge unless evidence for need and effectiveness was presented. Involvement of
psychiatric investigators in these two commissions also reflects the field’s commit-
ment to examining problems and evolving optimal procedures.

The psychiatric investigator lives in interesting times. Although I believe much of
the present public attention is ill-informed and unfair, the field has received a wake-
up call. Adequate decision-making capacity for providing informed consent to re-
search participation can be assessed and documented. But how well is this being
done in all the various settings where research is conducted? What constitutes ade-
quate capacity, and how is this to be determined and documented? Who should par-
ticipate in informed consent, and how should research be conducted if the person is
judged to be too impaired for competent consent? How should these procedures be
reviewed, and which stakeholders should participate in the review? These and many
other questions are on the table. As they are addressed in new federal procedures
and regulations, there is already much to do at the local level to address subject pro-
tections. The following suggestions seem reasonable, helpful, not too demanding,
and protective of both patient subjects and investigators. Not intended as compre-
hensive guidelines, these suggestions illustrate actions that can be initiated by clini-
cal investigators and their institutions and have worked well at the Maryland Psy-
chiatric Research Center.

1. Have patients or their advocates comment on proposed research and consent forms.

2. Ensure that informed consent is an educational procedure taking place in a time
frame that enables the prospective subject to understand, appreciate, reason, and
freely exercise choice.
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3. Include clinicians other than key investigators in the informed consent process
and assessment of decision-making capacity, but do not exclude the investigator
from personal responsibility and participation.

4. Include significant others as the patient considers participation, but do not
compromise the patient’s autonomy and dignity rights if decision-making capacity
is adequate.

5. Provide material to all concerned clarifying that clinical care involving research is
importantly different from ordinary clinical care. Work with patient subjects to mini-
mize the therapeutic misconception that is commonplace in biomedical research (17).

6. Ensure that patient subjects have contact with a noninvestigator who can help
resolve issues relating to research participation.

7. When accepting a consent form, document understanding of basic facts relating
to the protocol (the Maryland Psychiatric Research Center administers an evaluation-
of-signed-consent test [18]).

8. Provide educational and sensitivity-raising sessions in ethics for investigators
and staff. Include an appreciation of the fundamental role in subject protection in-
corporated in institutional-review-board-related procedures.

This last point merits brief comment. The media and a handful of severe critics
have taken findings of procedural errors and reported them as unethical research
and implied that unethical scientists are harming patients (2-11). This I condemn,
but clinical investigators have also sometimes regarded such findings as merely pro-
cedural. We need to inculcate a deep appreciation of the regulations for review and
approval and the monitoring of research as fundamental to the protection of human
subjects. These procedures must be conducted with care, and shortcomings must be
addressed as a first priority in the ethical conduct of human research.
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