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Abstract

This article raises questions about the morality and value of experiments conducted mainly on
psychiatric patient-subjects whose mental capacity and judgment are often impaired, making them
incapable of giving informed consent. Its focus is on experimental studies in which psychotic
Symptoms in patients with schix ~~hrenia have been knowingly exacerbated by suddenly withdrawing
medications that they needed, a..  nistering known psychosis-producing substances such as L-dopa
and apomorphine, and ignoring the treatment needs of those serving as experimental controls in
placebo studies. Concerns are raised about the draft “Statement of Principles for Ethical Conduct™
by the American College of Neuropsychopharmacology. Questions are also raised about the
adequacy of current safeguards, including federal regulations, peer review, and the trivialization of
“informed consent” by institutional review boards that operate under veils of secrecy. Implications
Jor mental health policy are discussed, and suggestions are made for improving safeguards and
reducing risks.

Unethical experiments on mental patients have been taking place in the United States for a long
time. They should evoke questions about the scientists conducting them, the administrators permil-
ting them, and the National Institute of Mental Health (NIMH) funding many of them, But becausc
physician-researchers are regarded as holding the keys to medical advance and ultimate cures, the
biomedical research community has been exempled from being held accountable lest such questions
interfere with important research, Dubious experiments, violating fundamental ethical and possibly
legal standards and causing human subjects pain and harm—often without their informed consent—
are not, however, what the public should expect from science,

Jay Katz" recently reminded the medical bioethics community that “the oft-invoked moral right
1o engage in human experimentation is itself in need of a thoroughgoing examination, for that right,
which finds its justification in the need o advance the frontiers of knowledge, can all too readily
obliterate ‘the deepest matters of our morality' by the ways in which we use human beings for our

own purposes.™ -

® Jay Katz, M.D., is the Elizabeth K. Dollard Professoc Emeritus of Law, Medicine, and Psychiatry al Yale University
Medical School and the Harvey L. Karp Professional Lecturer in Law at its Law School. Hle was a ber of the Nalivnal
Advisary Committes on Human Radiation Experiments and chaired a subcommittee of the Tuskegee Syphilis Study Ad Hoc
Advisory Panel.
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‘The Belmont Report (1979)"

Revelations in 1973 about the Tuskegee Syphilis Study* outraged the American public. Its outcry
led Congress (o create in 1974 the National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research, whose recommendations, embodied in the Belmont Report,
laid the foundation for American ethical standards in research with human subjects.® Its recommen-
dations led to (1) the adoption of a federal policy for the protection of human subjects, (2) the
adoption of federal regulations to protect human subjects in federally supported research, (3) the
establishment of the federal OPRR lo ensure compliance with the policy, and (4) the establishment
of local IRBs,

The Belmont Report identified especially vulnerable groups for whom it recommended special
federal protections—disadvantaged Blacks, mentally disabled patients—especially the institution-
allzed—prisoners, and children.® The Report recognized that “owing to their ready availability in
setlings where research is conducted,” these groups may, for “administrative convenience,” be
sought as subjects for research (p. B), It therefore stated that, “given their dependent status and their
frequently compromised capacity for free consent, they should be protected.”

The Code of Federal Regulations (CFR, 1985, revised 1991)"

Title 45 of the Code of Federal Regulations, Part 46, sets forth federal policy for the protection
of human subjects and provides regulations for implementing that policy. Although the CFR
recognizes persons with mental disabilities as a vulnerable group, as well as children, prisoners,
pregnant women,'® and economically or educationally deprived persons—all of whom need
additional safeguards—none of these safeguards has been adopted for their protection, even though
the other vulnerable groups have received them.* That additional layer of protection, to compensate .
for their special vulnerability to exploitation—which their dependence and administrative availabil-
ity make relatively easy—has been withheld as “the result in large part of opposition from researchers
on mental disorders, who claimed that the populations in question were no more vulnerable than
.most persons with severe medical disorders and that the suggested limitations would seriously
restrict research on mental disorders.”!™

The federal government thus has left policies and procedures goveming experimental studies
involving people with mental illness, and their welfare as well, largely to local IRBs.” But members
of local IRBs are mostly medical researchers, often from the same instilution, representing the
interests of and being primarily concemed with scientific research rather than patient-subjects’
welfare. In essence, people with mental illness have been lefl to be protected by those with the
greatest interest in using them as research subjects; this government-approved protocol thus has
assigned the fox to guard the chickens,
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