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Of the various drug therapies, anti psychotic medication presents some novel twiststo old issuesin
law and psychiatry. From what is known, its benefits are high but so are its risks, notably the risk of
tardie dyskinesia in the case of the neuroleptics. Presented here for consideration are legal issues
ofstandard of care, informed consent, the right of institutionalized patientsto refuse treatment, statute

of limitations, and causal nexus.

What isthe appropriate therapy for adiagnosis? The
writer Jay Neugeboren relatesithe history of his

brother Robert, who spent most of hisfife,since age 19, in
mental hospitals and psychiatric wards in ane-around New
York City:

Robert’s diagnosis has changed frequently.in the,past 30
years, depending largely upon which drugs hayve,been stic-
cessful in keeping him calm, stable, or compliantZHe Was
schizophrenic when enormous doses of Thorazine and’Stela
zine calmed him; he was manic depressive (bipolar) when
lithium worked; he was manic-depressive-with-psychotic-
symptoms, or hypomanic, when Tegretol or Depakote (anti-
convulsants), or some new antipsychotic or antidepressant—
Trilafon, Adapin, Mellaril, Haldol—promised to make him
cooperative; and he was schizophrenic (again) when various
doctors promised cures through insulin coma therapy or
megadose vitamin therapy or gas therapy. At the same time,
often in an attempt to minimize side effects, other drugswere
poured into him: Artane, Benadryl, Cogentin, Kemadrin,
Symmetrel, Prolixin, Pamelor, Navane. . .. *

It is not for lawyers to educate the medical profession
on diagnosis or treatment or on tardive dyskinesia (TD).
Their task rather is to apply genera principles of law to
what is known about a particular disorder and treatment.
The court looks to standards or guidelines set out by the
profession and to the experts (as proffered by the litigants)
to inform it of the standard of care. Without expert testi-
mony, a malpractice suit is dismissed.?
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Inrecent years, physiciansin all areas of medicine have
expended substantial effortsin setting out standards speci-
fying treatments for particular illnesses. These standards
or guidelines provide a means to judge the treatment pro-
vided by a physician. A departure from a widely accepted
clinical standard may be presumptive evidence of lack of
due care, but expert testimony is still required to introduce
the standard and establish its source and its relevancy. The
courts allow evidence of warnings in the Physicians' Desk
Reference (PDR) and package inserts to establish the stan-
dard of care for use of a particular drug.® Given practice
guidelines, flexibility in treatment may be curtailed in try-
ing néw approaches.

In 1957,.a brief communication first described 3 cases
of néuroleptic-induced TD.* In the following 10 years,
some'600 new/ eases were reported in 37 papers. In the
early 1970s, thegaumber of publications and seminars on
the subject markedlyifacreased. The number of patientsre-
ported for the 1967-1972\period, some 1200, was double
that of the previous 10 yeéars. In 1973, the American Col-
lege of Neuropsychopharmacol ogy and the Food and Drug
Administration jointly published-alengthy, detailed state-
ment alerting physicians to the sérigusness of the problem.
In 1972 and 1973, the package inserts afyall antipsychotic
drugs, or so-called neuroleptic drugs, Were updated to in-
cludeinformation on TD.

An ever-increasing number of articlesin médical publi-
cations warned physicians to use greater caution«n the use
of these drugs.® The news also reached the general public.
An article in 1979 in the New York Times Sunday Maga-
zineon the TD side effect was headlined as* The Catch-22
of the Antipsychotic Drugs’ and suggested that the cure
may be worse than the illness.® It quoted Dr. R. Sovner,
psychiatrist at Tufts University School of Medicine: “Tar-
dive dyskinesia is one of the most critical problems that
psychiatry must face in the coming decade.” One pharma-
ceutical company in its medical education service stated:
“If the therapeutic gains made in the treatment of psycho-
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sis are not to be undone, the clinical issues raised by this
potentially irreversible drug side effect must be directly
faced by the entire mental health community.””

In the 1950s, little or no attention was given to TD; it
was thought that there was no causal nexus between the
drugs and the dyskinesia. There was great enthusiasm at
the time as more and more medicated patients were dis-
charged from hospitals. The introduction of neuroleptic
drugsin the 1950s had an important role in allowing many
patients to live outside the confines of the hospital. In the
1960s, some.caution was expressed, but beginning in the
1970s, there wasfincreasing alarm. A psychiatrist in an ar-
ticlein 1984 in apsychiatric publication warned, “The im-
pending flood of tardive dyskinesia litigation has begun. |
think that there is an enotmous backlog of casesthat is go-
ing to plague us for yearS.’® The warnings were numer-
ous.’ The pendulum swung t0 the‘other extreme of linking
every dyskinesiato the drugs.

While the knowledge of TD ‘is_now_more advanced,
much remains disputed. The facts arenot,all.in (they never
are), but judging from the professional literattire, one may
conclude that everything on TD is (n/dispute except its
definition. Apart from etymology (tardive)is related'to the
word tardy, and dyskinesia from the Greék-root,kinesi,
meaning to move), what is actualy knowr' about” TID?
There is no agreement on its etiopathology, Hicidencey
course, or treatment. In 1979, Dr. Daniel E. Casey, speak*
ing on TD, quoted what Beauteille, the French neurol ogist,
said in 1818 about Huntington’'s chorea: “Everything 1S
extraordinary in this disease; the name is ridiculous, its
symptoms peculiar, its character equivocal, its cause un-
known, and the treatment problematical.”*® TD is described
in the American Psychiatric Association’s 1994 edition of
its Diagnostic and Satistical Manual as a late-occurring
movement disorder that follows prolonged blockade of
dopamine receptorsin the brain.**

In any event, the advent of the antipsychotic drugs
revolutionized the treatment of the mentally ill, dramat-
ically reducing the number of institutionalized mental pa-
tients in the country’s mental hospitals. The treatment
of chronic patients in the community is largely drug-
oriented, often without other elements of appropriate psy-
chiatric care. When patients suffer a relapse, the commu-
nity support is often inadequate to bring the illness under
control, and hospitalization is not considered an alterna-
tive. Those who are uncooperative because of disordered
thinking are likely to be dropped from the rolls, and many
end up causing problems in their families or becoming
homeless or incarcerated.

Presented here for consideration, in the context of TD,
are legal issuesinvolving standard of carein or out of the
hospital in view of risk-benefit, informed consent, the
right of institutionalized patients to refuse treatment, stat-
ute of limitations, and, last but vital, causal nexus. These
legal theories are applied to what is|earned from the medi-
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cal information on TD. With the increased use today of
psychopharmacologic medication, malpractice insurers
have reported a marked increase in the cost and frequency
of lawsuits alleging inappropriate prescribing.'

STANDARD OF CARE

Negligenceis based on standard of care, and standard of
careis measured by therisk involved in the circumstances.
According to reports, high dosages of neuroleptics, pro-
longed therapy, and the age or sex of the patient increase
therisk of TD."™ Apparently, the most important variable for
determining thereversibility of TD isthelength of time TD
persists prior to discontinuation of the drugs.** The failure
to detect early signs of TD or to monitor and intervene in
order to prevent further development has been amajor area
of malpracticelitigation.™® Overdosage and inappropriate or
unnecessary medication are also alleged in malpracticeliti-
gation.’ In establishing fault, the doctrine of resipsa lo-
quitur (“the thing speaks for itself”) does not apply in TD
cases since TD may occur in the absence of negligence.

In addition to the PDR and package inserts, the courts
rely on the American Psychiatric Association guidelines
for preventing and managing TD as set out by expert testi-
mony.*” For the prevention and management of TD, a Task
Force of the American Psychiatric Association suggested:
“Review indications for neuroleptic drugs, and consider
aternative treatments when available.. . . . Establish objec-
tive evidence of the benefit from neuroleptics, and review
it periadically (at least every 3—6 months) to determine on-
going needl.and benefit.”*®

To the'question, Is there a maximum suggested dosage
for theantipsychotic drugs? the answer given is that the
dosagefor any agegroup should be the lowest possible dose
that can sustain the patient at an acceptable level of im-
provement. That/thoughpis a platitude. Setting maximum
guidelines for even theirgh:risk groups has been ques-
tioned; asis often said: “ Dosage@etermination must bein-
dividually tailored to each patient-.Concern over malprac-
tice litigation, though, may pushhe. practitioner to low
dosage.

In law, the greater the risk of any treatment, the greater
the duty to warn or monitor or to seek othep’alternatives.
Therisk of TD is high in the case of older patiénts treated
with even low doses of neuroleptics, so the atypicals should
be their first-line treatment. Certainly, when thereisarel-
evant cost-benefit study, the accepted practice standard
would dictate that the results, if irrefutable, should be fol-
lowed; but in many cases, there is no relevant cost-benefit
study, and in such instances, the better reasoned course is
to yield to the collective experience of the medical profes-
sion. Otherwise, the evaluation and formulation of medical
decisions would be left to the case-by-case intuition of
judge or jury while the development of cost-benefit studies
isawaited.”
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Thereisno agreement on the prevalence of TD. Despite
the relative ease of making the diagnosis, alarge variation
exists in the reported incidence of the syndrome, ranging
from 0.5% to 50% of the psychiatric hospital population.®
The variation in reported incidence may be the result of
differences in the sampling procedure or in the criteria for
the diagnosis of the syndrome.” The results of many of the
studies may easily have been distorted by the percentage
of high-risk patients in the study. Most of the studies on
TD have been done in state hospitals involving chronic
schizophreqiics or patients with organic brain syndrome.
The other criticism,of the studies is that some of the pa-
tients whose movements were held to be positive signs of
TD had symptoms'that were barely detectable. Thereisno
agreed upon baseline. 1 seme studies, awiggleistaken as
severe TD. In any event/although there are varying data
on its incidence, a figure pf_10% would be significant.
With the new antipsychotic megi¢ation developed in the
1990s, called atypical antipsychotic medication, TD seems
to be arare occurrence, but there may pe gther side effects
(such as weight gain and diabetes).

The U.S. Supreme Court, in a decision/repdered in
1990 involving a mentally ill state prisemer whafiled a
civil rights action challenging prison policy, thatautho-
rized his treatment with antipsychotic drugs against his
will without judicial hearing, noted that the parties ‘and
amici sharply disagreed about the frequency with-which
TD occurs, its severity, and the medical profession’s ahity
ity to treat, arrest, or reverse the condition, and it said, “A
fair reading of the evidence, however, suggests that the
proportion of patients treated with antipsychotic drugs
who exhibit the symptoms of tardive dyskinesia ranges
from 10% to 25%. According to the American Psychiatric
Association, studies of the condition indicate that 60% of
TD is mild or minimal in effect, and about 10% may be
characterized as severe.”? Nearly a decade later, without
noting the development of new medication, the Sixth Cir-
cuit Court of Appeals relied on the Supreme Court’s cita-
tion of statistics on the side effects of antipsychotic medi-
cation: “[The Supreme Court] referred to expert testimony
stating that 10% to 25% of the patients taking antipsychot-
ic medication develop tardive dyskinesia.”

From the beginning, some researchers have not re-
garded TD, reversible or not, as a significant danger of
neuroleptic treatment.® In any event, the new atypical
agents in the treatment of schizophrenia and related disor-
ders are reputed to have a broader spectrum of clinical ef-
ficacy and a better risk-benefit profile than the classic
neuroleptics. The older agents such as haloperidol and flu-
phenazine, as were involved in the Supreme Court’s deci-
sion, tended to ameliorate the positive symptoms of
schizophrenia while leaving negative symptoms such as
apathy and social withdrawal largely untouched. Further-
more, as the term neuroleptic (seize the neuron) implies,
the ol der agents showed therapeutic effects at doses essen-
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tially inseparable from those that caused extrapyramidal
side effects.®

With the appearance of the atypical medications, the
neurol eptics have fallen markedly in use. The devel opment
of the atypicals was prompted by the occurrence of TD in
the use of the neuroleptics. The reduced risk of TD that
accompanies the use of the atypicalsis rapidly being seen
by practitioners as the standard of care for schizophrenia,
although the issue has apparently not yet been tested in the
courts.”® Expert testimony would likely weigh on the side
of the new medication asthe standard of carefor particular
diagnoses. Would a “respectable minority” of the profes-
sionjustify the use of neurolepticsin view of the new medi-
cation? The “respectable minority” doctrine holds that if a
minority of respected and qualified physicians approve of
and practice a standard of care, that would constitute a suf-
ficient defense to a malpractice claim.

There are reasons against the atypicals becoming the
standard of care. Both types of medication—the new and
the old—should be available in the armamentarium of
treatments. For therapeutic reasons, an estimated 25% of
patients are being treated with both the old and new medi-
cations. There may be no reason to turn entirely to new
medication when old medication has proved therapeutic
without serious side effects. The new medication is not
without its side effects. Patients for one reason or another
might prefer the old medication, but more likely than not,
&patient who continues a long time on neuroleptics will
develop TD, and the patient should be warned about it.
Arguably, in the case of lengthy treatment, the psychiatrist
Should try,to convince the patient to change medication
andnot leave it up to the patient. Under the concept of
“informed refusal,” the physician is obliged to inform the
patient”of the Significant risks of inaction.”” Cost consid-
erations, however;{may be a factor in the choice of medi-
cation. The oldipedications cost considerably less than the
new, and lesser cost may”be, reason for the use of older
agents. For reasons of econemyseither in the state hospital
system or outside, the new medigations may be unavail-
able. Managed care companies may. have only the old
medicationsin their formularies (forfailure to provide ap-
propriate treatment lawsuits are mounting against health
maintenance organizations [HMOs] on “théyground of
breach of fiduciary duty).? Then, too, in the céseof forced
medi cation, the use of new medications may be precluded
because they are unavailable in injectable form.

An accurate diagnosis of TD, distinguishing it from
other movement disorders, is a measurement of quality of
care. The neuroleptic drugs may cause various movement
disorders, including dystonia, akathisia, and pseudopar-
kinsonism as well as tardive dyskinesia, and the medical
intervention required in each case is distinct. However, in-
dividuals with TD are not infrequently treated for parkin-
sonism, a commonly observed movement disorder, mak-
ing TD worse and possibly decreasing the chances for

47



Ralph Slovenko

eventual remission.* These other neuroleptic-induced
movement disorders, unlike TD, usually appear within the
first 70 days of neuroleptic treatment, and they respond fa-
vorably to the appropriate drug therapy.

Early detection is said to be the key factor in the prob-
ability of eventual remission of all movement disorders. It
has often been suggested that if drug treatment has ex-
tended for 3 months or more, the patient should be periodi-
cally examined to determine the presence of early signs,
which include fine vermicular movements of the tongue,
abnormal miauthing or chewing movements, and ticsin the
facia area, partictharly blinking.** (Some physicians sar-
donically label ‘the-mouth movement as the Wrigley or
chewing-gum syndrorme,) Since the physician will be af-
forded the opportunity to-observe the patient only on an
intermittent basis, prudenCefwould require that he or she
share with the patient’s family4his description of early
warning signs to assure that these’signs will not develop
unnoticed. Moreover, thus posted,_the patient or family
would be hard put to challenge informéd onsent.*

But it is known that early detection of tatdiyve dyskine-
sia cannot always be made by simple.examination. One of
the most unusual characteristics of TD isthat the'enset and
appearance of symptoms usually are not_simultaneous.
Paradoxically, for the majority of patients, TDcmay have
already begun its course toward irreversibility before any
reason for caution is apparent. Abnormal movements'may
be observed only when there is adecrease in dosage or ‘dis;
continuation of medication. However, in some cases warn-
ing signs may appear though steady medication is main-
tained; the dyskinesia sometimes breaks through the mask
of medication. TD may occur during the administration as
well as after the cessation of medication. So it is no rem-
edy to try to hide the dyskinesia forever by high dosage.
Indeed, it is adangerous course of action to try to suppress
the symptom by continued or higher dosage. Such action
may make irreversible what was a reversible form of the
disability.®

Does standard of care call for periodic drug-free trials
or “drug holidays’? Interruption of neuroleptic treatment
in patients receiving long-term therapy is widely recom-
mended for two reasons: (1) it may unmask latent dyskine-
sia and thus help in an early detection of the syndrome,
and (2) it may afford some protection for the long-term
hazards of these agents.* According to these studies, drug
holidays help assess whether the individual patient should
be retained on these drugs while sustaining the patient.
Occasional studies, however, report that those who get
drugs on an interrupted program seem to do no better or
even worse than those who get drugs regularly.® Yet, only
a drug holiday may make it possible to detect or unmask
the dyskinesia. But a holiday long enough to unmask the
dyskinesia may result in a relapse and rehospitalization.
Some patients are dependent on medication and are afraid
of remission into a psychotic state; they often do not want
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a drug holiday. And is detection an exercise in futility?
What will the physician accomplish by clarifying the di-
lemma? TD or no, they say, it isstill necessary to deal with
the psychosis.

The potential development of TD, however, calls for a
determination asto whether the patient can get along with-
out drugs or on a lower dosage. There have been many
cases of reported overdosage. Some guides on the fre-
quency of drug-free intervals have been issued. A week-
end drug-free schedule is a popular recommendation. Ac-
tually, cessation of medication 1 or 2 days a week is not
really a drug holiday; it is the equivalent of a lower
dosage.

Pharmaceutical reference guides, package inserts, and
the regulations of the U.S. Food and Drug Administration
(FDA) are important sources in malpractice litigation.
These or other guidelines may be evidence in litigation in
establishing standard of care. In a lawsuit, the guidelines
may be the physician’s best friend (when they have been
followed) or his worst enemy (when they have not).* The
innovative practitioner may be penalized even though his
individualized approach may be in the best interests of the
patient.®” After much vacillation, the FDA denied that any
use unapproved by it could be prima facie evidence of
malpractice if untoward results occurred. However, the
fact remains that any physician prescribing drugs in any
manner discordant with approved methodology actually
does so at his peril.

Jime and again it is said that the benefits of antipsy-
choticunedi cation outweigh its known risks. It is generally
aecepted that pharmacotherapy is the single most benefi-
cial @spettief the modern treatment of psychosis and, as
such, ‘feeessary/£for most psychotic patients.®® It may be
noted, however, ¢hat the common combined use of tricy-
clic antidepressants and neuroleptics in the treatment of
depressed patients whefitricyclics alone are adequate has
been a questionable pragctice, This practice has been en-
couraged by the availability-0f fixed combination prepara-
tions of antidepressants and riedrgleptics. Some practitio-
ners argued that better treatment ywould be facilitated by
their removal from the market. Thelcombined compound
resulted in giving a drug that was not needeg or in aratio
not fitted to the needs of the patient. The lawyer could ar-
gue strict liability under products liability law/ifi'an action
against the pharmaceutical company on the ground that it
is a defective product.

There is, of course, no completely innocuous drug en-
tity. For every drug benefit, there is a panorama of side ef-
fects. One may get aheadache from pillstaken for indiges-
tion. Indeed, everything imaginable has a certain risk—it
isamatter of what isgained compared with what isat risk.
In most cases of drug therapy, undesirable responses are
tolerated in view of the benefits, but what has been dis-
turbing about the neurol eptic medications has been the ap-
parent irreversibility of TD.
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INFORMED CONSENT

The doctrine of informed consent—the “Miranda’
warning of medical care—has achieved a statusin the law
on medical care unmatched in speed of growth and bulk of
commentary and has caused increasing concern among
physicians. To enforce this right of informed consent, two
routes are available to the patient under tort law—one un-
der a battery theory, another under negligence (malprac-
tice). Under.abattery theory, the skill with which the treat-
ment is pefformed is irrelevant, since al that need be
shown is that the™tteatment was performed without con-
sent. Except in ‘an emergency, there must be a consent to
treatment—more pariicularly, an informed consent—oth-
erwise the law considers that there is an invasion of one's
dignitary interest; it is this interest that is protected under
the tort law of battery.

Under traditional law, as adefeénse to aclaim of battery,
the physician only needed to relate what he proposed to do
and obtain the patient’s consent thereto. Flowever, simul-
taneously with the growth of product lighitity and con-
sumer law generally, the courts beganjto require, that the
physician also relate sufficient information t6 allow the
patient to decide whether such a procedureisiaccéptablein
light of itsrisks and benefits and the avail abl &alternat] ves.
Therisks of no treatment must be spelled out as wel} asthe
risks of treatment. That duty of full disclosure gavetise to
the phrase “informed consent.” Uninformed consent isthe
equivalent of no consent. The law on informed consent 1S
known as therapeutic jurisprudence: aobtaining informed
consent may bring about clinical gains by making the pa-
tient an active participant in treatment and enhances the
therapeutic alliance.

Around 1960, the failure to obtain an informed consent
began to be considered as a breach of the physician’s pro-
fessional duty, and hence as a matter of negligence (mal-
practice) requiring expert testimony. The considerable ma-
jority, if not all of the cases, now proceed on that basis.
The Texas legislature, at the behest of medical groups, en-
acted astatute requiring all suitsalleging failureto inform,
or to inform adequately, be based on negligence rather
than the intentional tort of battery.®

The vacillation in the various states on the applicable
theory represented a shifting adjustment in favoring the
aggrieved patient or the defending doctor. The informed
consent doctrine as devel oped under battery was aform of
legal first-aid for a complaining patient, as it made the
patient’s suit less complicated. The application of the neg-
ligence theory has removed some vexatious suits (under a
negligence theory other physicians may be called to testify
on the merit of giving information) and has made insur-
ance coverage more certain, since some policies do not
provide coverage against suits for intentional wrongs like
battery. A negligence action may be submitted to amedical
liability mediation panel as well.
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Under negligence, liability is based on the theory of
“failure to use due care.” Due care requires the physician
to advise the patient of therisks of therapy; of course, there
may be failure to use due care apart from the matter of in-
formation. Prescription of neuroleptics or other medication
for a patient whose condition does not justify the risks of
the medication is negligence, even with consent. Consent
does not provide ashield against liability. When thereisan
untoward result, it may be found that there was negligence
in treatment or that there was no warning about arisk. The
best safeguard is liability insurance.

The information that must be given to the patient need
not include any and all risks of treatment or no treatment; it
must cover the “material” risks. Thereis no duty to discuss
“relatively minor risks when it is common knowledge that
such risks are inherent in the procedure and are of very low
incidence.”* A physician must tell a patient of conse-
guences that he knows will ensue, such as that the patient
will have a stiff knee after an arthrodesis of the knee joint,
but surely where there is only a remote possibility of com-
plications—as when the complications are “ very unusual,”
“extremely uncommon,” “could not have been expected by
any stretch of the imagination” —there is no duty to men-
tion it. The physician should be consistent in what is told
patients; inconsistency may work against the physician in
amalpractice suit.

The questionisthus again raised: IsTD amaterial risk?
Ityis the crucial question. The more dangerous the treat-
ment, the higher the standard of informing. While the inci-
dence o) TD is rated in the low percentiles, this disorder
may be seriously disabling when it does occur. A person
affeeted WIth*I D is given to grotesque involuntary move-
ments-of-the fate or extremities or sometimes the whole
body. Needtess tesay, such nonpurposeful movements can
be a social and, professional handicap. Informing the pa-
tient about this possihlé-side effect is important because
even the most cautious appreach to antipsychotic medica-
tion may not guarantee that thesdisorder will not appear.
Failure to inform the patient of the risk of TD has been a
frequent basis of litigation.**

When should disclosure about TDibemade? The acutely
psychotic patient needs rapid treatment and is in an ex-
tremely stressful situation. Frequently, the ndividua is
frightened by medication or is disoriented and s beyond
communication. The emergent nature of the situation or
therapeutic privilege may justify the use of antipsychotic
medication without disclosure of risks, and, when the pa-
tient has been calmed down, he or she can then beinformed
of the risks of further treatment. A period of timeis neces-
sary, as a practical matter, for the individual to realize the
value of the medication in reversing a psychotic episode. A
discussion of the risks of medication may prevent early in-
tervention by frightening the patient away from medication
and resulting in greater deterioration. Moreover, when are-
lationship with the physician has developed, patients are
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usually willing to sign just about anything that is put be-
fore them.

Dr. R. Sovner and colleagues have suggested obtaining
informed consent at the initiation of treatment: “We be-
lieve that this extrapyramidal syndrome alters the risk-
benefit ratio of neuroleptic drug therapy for certain pa-
tients to the degree that informed consent in writing
should be obtained from them prior to the initiation of
treatment.”*? But unlike in the case of other therapies, isit
necessary to-inform at the commencement of neuroleptic
therapy? Dr._ Jerrold G. Bernstein advised in his widely
used book on drugtherapy, “ Since tardive dyskinesia does
not occur early M.the course of antipsychotic treatment, it
is probably not appropriate to discuss this complication at
the outset of treatmént; diseussion of this potential compli-
cation can be reserved until Jéter in the treatment, after the
patient recovers from the aclte’manifestations of psycho-
sis, and the physician has deCided 6h a course of treatment
which may involve a more prolonged_period of adminis-
tration of the neuroleptic.”*® Likewisé, Br. Frank J. Ayd
advised that in theinitial stages of neuroleptietherapy, es-
pecially when it is reasonable to assume that’ neuroleptic
administration will be of short durationpthefriskzof TD
need not be stressed because all the availahle data/(with
the exception of one report) on the time of onset substanti -
atethat it rarely appears until after 3 months of netrol eptie
therapy, the risk increasing steadily thereafter. Thus, as
they suggest, physicians need not stress the risk of TD¢at
the outset of neuroleptic therapy, particularly anticipated
short-term therapy, because the risk is so minimal under 3
months.* Since patients may change physicians, it isim-
portant however to have the patient’s neuroleptic drug his-
tory. In determining causation, the law is interested more
in the straw that broke the camel’s back than in all the
straws already piled on its back.

The type of warning must also bear relationship to the
risk. How should disclosure about TD be made? Does its
incidence warrant disclosure only in passing, or, on the
other hand, does it warrant disclosure by video presenta-
tion? One will not find an answer in the law books, and
onewill not find it in medical treatises. In medicine, itisa
matter of what information for which patient at what time.
The art of medicine is the ability of physicians to know
what psychological approach would be best for each of
their patients; to lay down rules runs counter to individual
care.”® Various clinics and hospitals use the same consent
form irrespective of the type of antipsychotic medication
that is prescribed, though the risks are different, but in any
event, patients when filling a prescription are given infor-
mation about the medication, and they may be puzzled
when the information is different from that provided by
the physician.

Informed consent does not afford absolute protection
from liability, but obtaining it (in writing) does indicate
that the physician has attempted to advise the patient of
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the possible consequences of therapy. Written consent is
the best evidence, and in some jurisdictions, a writing is
required. Not having a written consent can work against
the physician, but having it is usually no shield against li-
ability.

Fearing litigation, physiciansin recent years as amatter
of course have been obtaining a written consent for all
types of treatment. Under the consent doctrine, it is not
what is done, but how it is done that is crucial. In effect, it
is a type of gamesmanship or, some say, salesmanship. A
consent, oral or written, may be vitiated by incompetency
or undue influence, but be that asit may, the custom of the
day is the written consent form. This custom has led to a
lot of paper passing between physicians and patients. In
this connection, it may be well to remember an old legal
saying: “If partieswrite at all they must writeit all because
the law presumesthey wroteit all if and when they write at
al.” Some attorneys believe that a tape recording of the
transaction is the most dramatic and effective evidence to
defeat aclaim of uninformed consent.*

In the event of doubt as to the patient’s competency, it
is advisable to obtain the signed consent from both the pa-
tient and a proxy. The argument that a patient voluntarily
agreed to assume the risk of TD cannot be successfully in-
voked against a patient who was incompetent or margin-
ally competent to understand the risks and benefits of
the treatment. Proxy consent is usually obtained from the
patient’s next of kin or the closest possible family member.
Guardian or consent by a close relative may be legally
adequiate when arising out of traditional circumstances.
(Quite often, however, it may be difficult to reach a guard-
ian encloseyélative, so the situation might be described as
an emergency,M/hich is an exception to the need of an in-
formed consent.)~Proxy consent by a close relative is al-
lowed as a praetical_piatter because, if a guardian were ap-
pointed who would hage-legal authority, it would be the
relative who would be nafmied as guardian.”” Quite often, a
nursing home operator whe.is pamed guardian beseeches
the physician to prescribe medication on the heavy side so
as to render management of the patient easier.

In obtaining an informed consent,no, pat formula can
be stated on how much information“must e given. In
practice, the physician, pressed for time, eithér,speaks too
rapidly or gives the patient some printed matefial; some-
times the patient is referred to the library. Actually, one
obliged to furnish information must steer between the
Scyllaof insufficient detail and the Charybdis of an excess
of information. Either may result in a lack of informed
consent. Like akind of “Gresham’s Law of Information,”
too much trivial information drowns out the vital.*

In theory, competency is an independent variable that
determines whether the patient’s decision about participat-
ing in treatment will be honored, but competency is actu-
aly dependent on the interplay of the risk-benefit ratio of
treatment and the consent of the patient. The more favor-
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able the risk-benefit ratio, the more likely it is that a pa-
tient refusing that treatment will be judged incompetent
and the more rigorous will be the test that is used to evalu-
ate the patient’s competence. Judgments on competency
and consent are linked to economic and social facts.*

There are several exceptions to the informed consent
doctrine: (1) emergency; (2) therapeutic privilege;, (3)
waiver; and possibly (4) care of the involuntarily commit-
ted patient. In the case of an “emergency,” therationale for
the exception.s that the patient’s consent is “implied,” in-
asmuch as'dreasonabl e person would consent to treatment
in an emergency;if-ableto do so. The term emergency, how-
ever, isnot self-defining. The therapeutic privilegeisjusti-
fied when disclosurewould complicate or hinder treatment
or pose psychological*harm to the patient. Few cases turn
on its application. The walyer exception comes into play
when the patient specifically_reguests not to be informed
about the risks but wants only the’physician’s fina judg-
ment.

INSTITUTIONALIZED PATIENTS

The extent to which treatment may befmposed-on a pa-
tient who has been involuntarily committéd.to & hospital
for care and treatment has been and remains contreversial.
The popular phraseis“right to refuse treatment.™Fhe hos-
pital physician may find himself in the dilemma of ‘having
the responsibility to treat an individua committed by‘the
court for “care and treatment,” and finding the individud
refusing the very treatment that may ameliorate the con-
dition for which he is committed. At the same time, the
physician or institution may be threatened with a “false
imprisonment” or “right to treatment” suit because the pa-
tient is not receiving treatment.

The right or competency to refuse treatment has a
lengthy litigation history and continues to be hotly de-
bated.™® Some courts have drawn aline between “intrusive”’
and “nonintrusive” therapies, the former requiring court
approval. In 1976, the Minnesota Supreme Court rated drug
therapy as more intrusive than milieu therapy and psycho-
analysis, but less intrusive than aversion therapy, electro-
shock, and psychosurgery.® Subsequently, a Minnesota
trial court ruled that the use of fluphenazine does not
qualify asan “intrusive form of psychiatric treatment” call-
ing for court approval . The Massachusetts and Washing-
ton Supreme Courts have equated the intrusiveness of psy-
chotropic drugs with electroconvulsive therapy (ECT) or
psychosurgery, and therefore psychotropic drugs should be
treated “in the same manner we would treat psychosurgery
or electroconvulsive therapy.”*

Statutes have been enacted in regard to forced medica-
tion. They are designed to safeguard a patient’s right to be
free of forced medication unless the prescribed medication
isnecessary to effectively treat the patient, unless the med-
ication is the least restrictive form of intervention avail-
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able for the patient’s treatment, and unless the benefits of
the medication outweigh its known risks to the patient.>
Under the doctrine of “least restrictive aternative” or
“least intrusive alternative,” when a drug is not available
in injectable form (as in the case of the atypical antipsy-
chotic medication) and the patient refuses to take it orally,
then the medication that may be regarded as more intru-
sive because of its side effects (the neuroleptics) may be
forced upon the patient.>® Nowadays, in many jurisdic-
tions, at the time of commitment a treatment order is usu-
ally issued along with the order of commitment to obviate
the need of court approval for forced treatment, just asin
an earlier time when a competency hearing was routinely
part of the commitment process.

Should new findings on TD result in areordering of the
classification of intrusiveness of antipsychotic medica-
tion? In the past, before the advent of the atypical antipsy-
chotics, some observers claimed that knowing more about
how psychotropic drugs worked might cause us to con-
sider them more intrusive, because of their side effects,
than ECT. The advent of the atypicals may bring about a
different view of intrusiveness.®

Sometimes patients who refuse medication are willing
to accept another medication but it is not made available.
In an instance where that was contested at law, apatient in
the Texas hospital system some years ago complained of
lack of equal access to clozapine. The petitioner claimed
a&denial of equal protection of the law under the 14th
Amendment. Finding that it could not afford to provide the
medi€ation for all patients who might benefit from it, the
State of Texas decided to provide it to no one; it has since
changed its/policy, finding that it was penny-wise but
pound-foolish.An,a case in Kansas,”” afemale patient, di-
agnosed as’schizephrenic and long-time haloperidol user
suffering from-T D5 gat an injunction prohibiting the State
Department of Sdci al*andhRehabilitative Services from re-
fusing to provide coverage-for clozapine. The refusal to
cover clozapine in this instanceswas unlawful because it
arbitrarily reduced coverage given.to an individual solely
on the basis of her illness.® The pétient needed clozapine
because the more usual drugs preseribed for her schizo-
phreniaaggravated her TD. The State of;Michigan, among
other states, provides clozapine to all patiéntsywho might
benefit from it.

The various issues that have arisen in the treatment of
patients in mental hospitals have also arisen in regard to
the treatment of prisoners in correctional facilities. The
most widespread form of treatment in correctional facili-
tiesis psychotropic medication, and thisfinding has raised
issues as to whether the medications are prescribed on the
basis of a bonafide clinical diagnosis and not for punish-
ment or control; whether medications are administered by
qualified nurses, with periodic monitoring for effective-
ness, side effects, and polypharmacy; whether appropriate
laboratory tests are done and recorded; and whether the
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formulary provides for access to the full range of medica-
tionsthat are safe and effective for the treatment of mental
illness, including the newer generation of medications.*

The U.S. Supreme Court has upheld the state’s author-
ity to forcibly administer antipsychotic medication for the
treatment of a prisoner or to protect the safety of other
prisoners and prison staff. The Court said that a convicted
prisoner’s refusal of antipsychotic medication, which it
recognized to be a liberty interest protected by the due
process clause of the 14th Amendment, was " adequately
protected, ahd perhaps better served, by allowing the deci-
sion to medicate™to be made by medical professionals
rather than ajudge >~After acknowledging the fallibility of
medical and psychigifi¢ diagnosis, the Court stated that
the shortcoming of ‘medical specialists cannot necessarily
be avoided by shifting degision-making authority from
trained specialists to an untrained judge or administrative
hearing officer. The Washingtop/State policy had proce-
dural components: the inmate had to_be told the tentative
diagnosis, the factual basis of that>diagnosis, and why
medication was necessary; a hearing had to-be held with
the right to cross-examine witnessesiand theassistance of
alay advisor; and, finally, periodic review of the.ifmate's
need for medication was mandatory. The Gouirt found that
the requirements of both state law and the“due-process
clause of the 14th Amendment were met by Washington
State’s policy.®® On another occasion, the Court<asked
whether the “treatment with antipsychotic medication was
medically appropriate and, considering lessintrusive alter~
natives, essential for the sake of [the individual’s] own
safety or the safety of others.”®! Various state laws require
court approval for forced antipsychotic medication.®

Much has been written about the marked transforma-
tion of correctional institutions over the past decade or so.
With the closing of mental hospitals, jailsand prisons have
become “America’s new mental hospitals.”®® There has
been an explosive growth in the population of seriously
mentally ill inmates in correctional facilities not only be-
cause of the closing of state mental hospitals but also
mainly because of the emphasis now on incarceration of
criminal offenders. Since 1970, the prison population has
increased from 260,000 to 1.8 million people in 1997
(nearly a 600% increase).®

The Supreme Court has said that these institutions are
constitutionally required to develop a capacity to provide
adequate mental health services for inmates in their cus-
tody.®® More precisely, they cannot be “deliberately indif-
ferent” to “serious medical needs’ of inmates, including
the need for mental health treatment.®® Though many psy-
chiatrists who used to work in the now-abandoned state
hospitals now work in correctional facilities, the most
commonly found problems in correctional mental health
programs are the use of medication without adequate pro-
fessional involvement and monitoring; the failure to pro-
vide for involuntary administration of antipsychotic medi-
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cation when clinically indicated; the lack of access to
mental health professionals in a crisis, or in sufficient
numbersto provide treatment to the treatable inmates with
serious mental disorders; the failure to have an adequate
program of suicide prevention; and prolonged delays in
access to treatment, during which the inmate's condition
substantially deteriorates or the inmate experiences need-
less suffering.®” Because of the expense of treatment and
in view of the obligation of the institution to provide treat-
ment, inmates are sometimes discharged from prison
rather than provided treatment (e.g., as in the case of a
prisoner with AIDS).

STATUTE OF LIMITATIONS

Another issue: When does the statute of limitations
“clock” begin to run in a malpractice case involving TD?
Statutes of limitations on mal practice usually provide that
suit must begin within 2 years from the time the claim ac-
crues. Does the claim accrue at the time of last treatment
or from the time of appearance of the dyskinesia? As the
name “tardive dyskinesia’ suggests, it isa“late-appearing
movement disorder” evolving as imperceptibly as the un-
folding of aflower.® Asreported, it does not develop until
after a person has been taking the drugs for many months,
and it often appears for the first time after the person
stops taking the drug. It then blossoms out, for, strangely
énough, the drug often masks the disorder it causes.

A's a consequence, this delay in appearance of symp-
toms’may find the opposing sides in litigation arguing
Whethef the cause of action begins at the start or end of
mediCatiomer at the time when the harm was first realized
by the'patient,/Fhe majority of jurisdictions hold that in
such caseS7a cause)of action accrues and the prescriptive
period begingto rin,on the date the claimant discovered,
or with reasonéble diligence should have discovered, the
alleged harm.®® Some codrtshave ruled that the statute be-
gins to run only when the patient.is aware not only of his
disability but also of the linkageof:the treatment to hisdis-
order. Under thisline of jurisprudence, the claim beginsto
accrue only when the patient becomes @ware that his dis-
ability was caused by the physician’s treatment.”

CAUSATION

To establish tort liability in battery or negligence, a
causal nexus must be established between act and injury.
Thislinkage is fundamental and logically ought to be con-
sidered before all other matters of proof. It is necessary to
pinpoint the aggrieving agent or ministration.” The judge
instructs the jury at the time of their deliberations: “The
legal cause of an injury is a cause which, in natural and
continuous sequence, produces the injury, and without
which the injury would not have occurred.” Thus the pa-
tient must establish that the harm of which he complains
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occurred as a result of the ministrations of the physician
who is blamed. The question of negligence, discussed
above under standard of care, is not to be confused with
that of the causal connection between the negligence and
the injury. They are 2 different elements of a tort case
that must be established. The patient must offer proof that
the TD occurred more probably than not as the result of
the physician’s prescription. The DSM states, “Although
[movement disorders] are labeled * medication induced,’ it
isoften difficult to establish the causal relationship between
medi cation éxposure and the devel opment of the movement
disorder, especialty,because some of these movement dis-
orders al so occurinthe absence of medication exposure.”

Even before the-advent of the neuroleptics, there was
the occurrence of TD:"Schizophrenia is a neurologic dis-
ease that has a motor comporient. Without any exposure to
neuroleptics, patients may develop spontaneous neurologic
disorder associated with schizophtéhia, and at alower rate
with other disorders. On the other hand, with exposure to
neuroleptics, thereisagreater risk of'dévelaping TD inthe
case of mood disorders. In the case of patieats with disor-
ders other than schizophrenia, the efnetgence ofaa move-
ment disorder is almost always the resultof netreleptics.

In the case of a particular patient with(sehizOphrenia,
it is not possible to determine whether the’|nveltintary
movement was due to the schizophreniaand not neurol eptie
induced. So, in either case, the courts tend to rule that the
appearance of an involuntary movement is the resultof
medication.” The courts have grappled with the subject of
epidemiology and what it meansto establish causation. The
burden of proof in civil casesistypically “preponderance
of the evidence” (i.e., “more likely than not”). In a case
where radiation was alleged to be the cause of cancer for
various citizens in Utah, the Court provided an analysis of
statistical significance in establishing causation:

In a case where a plaintiff tries to establish a factual con-
nection between a particular “cause” and a delayed, nonspe-
cific effect such as cancer or leukemia, the strongest evi-
dence of relationship islikely to be statistical in form. Where
the injuries are causally indistinguishable, and where experts
cannot determine whether an individual injury arises from
culpable human cause or non-culpable natural causes, evi-
dence that there is an increased incidence of the injury in a
population following exposure to defendant’s risk-creating
conduct may justify an inference of “causal linkage” between
defendant’s conduct and plaintiff’sinjuries.”™

Sometimes the proximate cause of the patient’s devel-
oping TD can be attributed to the patient (or the family).
Thus, in one case summary, judgment was granted in favor
of the psychiatrist because the patient had failed to inform
him of side effects she was experiencing until it was too
late for him to effectively treat them. The court noted that,
as under traditional law, the plaintiff has a duty to exercise
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ordinary carefor her own protection by keeping her physi-
cian informed of problems she might be having with the
prescribed treatment.”™

The physician coming on the scene late in the treatment
of the patient may be held to have caused a disability al-
though his prescribed dosage was on the low side. Legal,
or proximate, cause isillustrated by the story of the camel
whose back was broken by a straw added onto the load al-
ready on the camel’s back. A similar result is reached
when pollution of astream results from conduct that might
otherwise have been harmless but for the prior history. To
be sure, one or more of the polluters may be held respon-
sible for the harm done. Quite frequently, the psychotic
patient has a history of medication, henceit isimportant to
have the patient’s drug history.”

There are apparently no direct reports of TD occurring
as a result of therapy with the tricyclic antidepressant
drugs aone. There are afew instances reported of TD that
have occurred in patients who were taking tricyclic antide-
pressants and antipsychotic medication concurrently. In
most of these reports, the antipsychotic drugs used were
the phenothiazines. However, the medications associated
with the development of TD are not limited to the neuro-
leptics.” TD can be caused or influenced by other pharma-
cologic agents, or it may occur spontaneously.” Several
drugs have been identified that exacerbate TD.

A study by the research department of the Carrier Foun-
dation reported a significant prevalence of TD among el-
derly residents of nursing homes who have never received
neurgleptics. This study strongly suggested that aging ei-
thér alane'on in combination with senile brain disease may
prodace asyndrome that may be called “ spontaneous dys-
kinesia)”»and_that neuroleptics cannot be held solely re-
sponsibléfor dyskinesia.” What seemed to be TD, by de-
scription, was:noted,lready by Kraepelin in the 1890s in
elderly (chroniC)pattentsdiagnosed with dementia prae-
cox—this long before the/pharmacol ogic revolution.

DRUG MANUFACTURER’S LIABILITY

The liability of a drug manufacturercunder products li-
ability law is another specific groundsof liability. Drug
manufacturers are subject to strict liability/tather than
simple negligence, for failure to warn of known or know-
able risks of their product.® Manufacturing defect, design
defect, and failure to warn are distinguishable causes of
action. The Restatement of Torts™ providesthat those drugs
that are incapable of being made safe in design for their
intended uses are not deemed defective if “properly pre-
pared and accompanied by proper directions and warning.”

A product has a manufacturing defect when, as pro-
duced, it does not conform to the manufacturer’s own
design. In contrast to a manufacturing defect, which usu-
aly occursin only asmall portion of any particular mass-
produced product, a design defect is one that occursin an
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entire product line. Much of the controversy surrounding
design defect liability involves the difficulty of making
risk-benefit assessment. The Restatement of Torts and
much of the case law refer to drugs as “unavoidably un-
safe” and decline to impose liahility on the pharmaceutical
company or distributor for harm that results after an ad-
equate warning of the risksis given.

A prescription drug is deemed defectivein designif itis
not reasonably safe “at the time of sale or other distribu-
tion.” It is not reasonably safe when the foreseeable risks
of harm are(so)great in relation to foreseeable therapeutic
benefits that a reasenable health care provider who knows
of the feared risks,and hoped-for benefits would not pre-
scribe the drug for'any-¢lass of patients. The any-class-of-
patients provision means-that if the drug has net benefits
for any class of people it is'not a design-defective drug,
even though itsoverall harmfarekceedsits overall benefit.
Otherwise stated, once a drug isshiéwn to have net benefit
for any group, the manufacturer’s or_distributor’s liability
is limited to manufacturing defects or o failure to provide
appropriate warnings or instructions.®> EDA~approval as-
sures the pharmaceutical company against'liability on the
ground of defective design, unless therefs fradduin‘regard
to significant information provided the FDA..

The duty of the pharmaceutical company 1sito-provide
information to the physician so that the physician can
make an informed decision on risk-benefit. The theory Is
that the physician isa*“learned intermediary” who isif-the
best position to make a risk-benefit assessment. Thered's
no duty on the pharmaceutical company to warn the con-
sumer directly, and that remains the law notwithstanding
the massive increase of medication advertising directed at
consumers (e.g., sildenafil). The FDA only requires adver-
tisements to mention the most common side effects, ignor-
ing uncommon, but often troubling and serious side ef-
fects.®

CONCLUSION

At one time no movement disorder was called TD; now,
in some circles, every movement disorder is given that la-
bel. TD is not amyth, but it is also not an epidemic, espe-
cially today with developments in medication. Every
drug—being a chemical—is bound to have some untoward
side effect. Is the use of antipsychotic medication a neces-
sary trade-off between psychosis and TD? What are the
options? The “risk-benefit” or “cost-benefit” ratio speaks
to the use of antipsychotic medication, yet at the sametime,
sayslittle. What is the measuring stick? Can we measure it
indollars? To be sure, theissue cannot be evaluated in num-
bers; it is a way of thinking. Although it appears that the
benefits of the drug outweigh the risks, the crucial question
is really whether or not TD is avoidable. If not avoidable,
then a consent that isinformed about the risks is essential.
If avoidable, then consent is no safeguard against liability.
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Drug names. amantadine (Symmetrel and others), benztropine (Cogen-
tin and others), carbamazepine (Tegretol and others), chlorpromazine
(Thorazine and others), clozapine (Clozaril and others), diphenhydra-
mine (Benadryl and others), dival proex sodium (Depakote), hal operidol
(Haldol and others), loxapine (Loxitane and others), nortriptyline (Pam-
elor and others), perphenazine (Trilafon and others), procyclidine
(Kemadrin), risperidone (Risperdal), sildenafil (Viagra), thioridazine
(Méellaril and others), thiothixene (Navane), trifluoperazine (Stelazine),
trihexyphenidyl (Artane and others).

Disclosure of off-label usage: The author has determined that, to the
best of his knowledge, no investigational information about pharmaceu-
tical agents has been presented in this article that is outside U.S. Food
and Drug Administration—approved |abeling.
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Task Force Report of the American Psychiatric Association. Washington,
DC: American Psychiatric Association; 1992. See also Jeste DV, Potkin
SG, Sinha S, et d. Tardive dyskinesia: reversible and persistent. Arch Gen
Psychiatry 1979;36:585

West JC. The legal implications of medical practice guidelines. J Hedlth
Hosp Law 1994;27:97

On how strictly the physician must follow the ingtructions, Dr. James L.
Goddard, then Commissioner of the U. S. Food and Drug Administration,
said: “In the routine practice of medicine, it isjudicious for a physician to
follow the labeling directions, which generally provide for individualiza-
tion of drug dosage. However, as licensed practitioner, he is not precluded
from using a commercialy available drug in @ manner which his knowl-
edge and experienceindicate to himisin the best interest of hispatient. . . .
Physicians are sometimes sued for their use of any drugs on patients, even
when the directions have been followed. We would anticipate more diffi-
culty in defending a civil suit, where labeling instructions are not followed.
Certainly informed patient consent would be afactor in anonapproved use,
since such use would be investigational.” Quoted in Appleton WS. Lega
Problemsin Psychiatric Drug Prescription. Am J Psychiatry 1968;124:174
Trent CL, Muhl WP. Professional liability insurance and the American psy-
chiatrist. Am J Psychiatry 1975;132:1312
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. The Texas Court of Appealsin Tajchman v Giller, 938 SW2d 95 (Tex App
1996) and Galvin v Downey, 933 SW2d 316 (Tex. App 1996) incorporates
the discussion about informed consent from Barclay v Campbell,
704 SW2d 8,10 (Tex 1986) (which appears to be the leading TD case on
informed consent) to explain what constitutes an inherent risk that is
material enough to require disclosure. See also Headley v Hanneken, No.
ST81-151, Marion Cty Super Ct (Ohio 1984)
Sovner R, DiMascio A, Berkowitz D, et d. Tardive dyskinesia and in-
formed consent. Psychosomatics 1978;19:172
. Bernstein JG. Handbook of Drug Therapy in Psychiatry. 3rd ed. St. Louis,
Mo: Mosby; 1995:28
. SeeAyd FJ, note 32. At least one case, however, has been reported of apa
tient who developed TD only one month after his first exposure to neuro-
leptic drug treatment. Chouinard G, Jones BD. Early onset of tardive dys-
kinesia: case report. Am J Psychiatry 1979;136:1323
. Kornfeld DS. Doctor’s dilemma: what truth for which patient at what time?
[letter] New York Times, May 16, 1978:34. “ For the record—and to protect
himself—the physician hasto recite the worst possibilities. But . . . insome
circumstances, an artful ambiguity alowshope; in others, temporary denial
ishelpful.” Lazarus RS, Goleman D. Positive denial: the case for not facing
reality. Psychol Today Nov 1979:44
Alton WG. Madpractice. Boston, Mass: Little, Brown; 1977
In aLouisiana case, a 62-year-old woman diagnosed as schizophrenic sued
the State of Louisianafor failure to obtain informed consent for the admin-
istration of neuroleptic medication. She suffered TD. The court noted that a
written consent to hospitalization, which was an adequate consent to the
use of antipsychotic medication, was signed by the patient. The court found
that the patient’s daughter provided informed consent to the continued use
of themedication. Frazier v Dept of Health & Human Resources, 500 So2d
858 (La 1986). Consent from a near relative, when the patient isincompe-
tent, is considered sufficient in the administration of electroshock. Wilsonv
Lehman, 379 SW2d 478 (Ky 1964); Lester v Aetna Cas & Surety Co, 240
F2d 676 (5th Cir 1957), cert denied, 354 US 923 (1957) (spousal consent)
The hazard of over-information may beillustrated by caselaw on consumer
contracts. In Jonesv Goodyear Tire & Rubber Co, 442 F Supp 1157 (ED La
1977), the court found “it is practically impossible to read the form from
beginning to end without getting lost.”
Roth LH, Meisal A, Lidz CW. Tests of competency to consent to treatment.
AmgB,Psychiatry 1977;134:279. Meisel A. The “exceptions’ to the in-
fafmed’consent doctrine: striking a balance between competing values in
medi¢al decision-making. WisL Rev 1979:413
-~ Two cases—Rogersv Okin, 457 US 291 (1982), and Renniev Klein, 462 F
Supp 1131 (N/NJ 1978), 476 F Supp 1294 (D NJ 1979), &ff'd in part, 653
F2d-836(3d ‘Cir’1981), vacated and remanded, 458 US 1119 (1982), on re-
mand, 700)F2d 266.(3d Cir 1983)—werethe prototypesfor “right to refuse”
litigation dlring the2970s'and 1980s. The trial court in Rogers noted that
recent studieshad. suggesi[ed] that tardive dyskinesiais more widespread
inmental patientsthan previotsly, [thought]” and cited psychiatric research
estimating that 50% or moreyGf’ chronic patients, and over 40% of outpa
tientstreated with medicationsdéveloped TD. Thejudge characterized anti-
psychatic medication as “mind-aterifig™ and treatment as “involuntary
mind control.” 478 F Supp 1342 at 1360:4367 (D Mass 1979). The trial
judgein Rennie castigated the hospitalsTopfghoring TD and for badly mis-
handling other side effects. 476 F Supp 1294, 1300. Nationwide, in subse-
quent litigation, most jurisdictions have recagnized a nomina right to
refuse, but have allowed the hospital director or @ther hospita officials to
override the patient’s refusal. That was the outcome il Néw Jersey, where
Renniewasllitigated. A few other jurisdictions require that iospital s respect
apatient refusal absent ajudicia adjudication of the patient’sincompetence
or ajudicial assessment of the reasons for and against compelling medica
tion. That was the outcome in Massachusetts, where Rogers was litigated.
See Appelbaum PS. Almost a Revolution. New York, NY: Oxford Univer-
sity Press; 1994. Gelman S. Thelaw and psychiatry wars, 1960-1980. Calif
West L Rev 1997;34:153
The Minnesota Supreme Court in Price v Shepard, 239 NW2d 905 (Minn
1976), said: “We cannot draw aclear line between the moreintrusive forms
of treatment requiring a procedural hearing and those which do not. Cer-
tainly this procedureis not intended to apply to the use of mild tranquilizers
or those therapies requiring the cooperation of the patient. On the other
hand, given current medical practice, this procedure must be followed
where psychosurgery or electroshock therapy is proposed.”
. Inre Paul Fussa, No. 46912 (Minn Prob Ct 1976)
. In re Guardianship of Roe, 383 Mass 415, 421 NE2d 40 (1981); Harper v
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State of Washington, 110 Wash2d 873, 759 P2d 358 (1988)

. Herewith a synopsis of some recent decisions. In a North Dakota case, the

court noted the patient’s reactions to haloperidol and risperidone. About
haloperidol the patient said, “It isavicious drug that makes people want to
dlide along the floor.” About risperidone the patient said, “It seemed to
round out that high speed thing | wasworking on” and it brought “ me down
to that old business sense.” The doctor reported that risperidone “probably
hasamuch less chance of causing tardive dyskinesia.” The court concluded
that risperidone is least restrictive and haloperidol could be administered
only if the patient refuses risperidone. Shannon Jv RAJ, 554 NW2d 809
(ND 1996)

In an lllinois case, the appellate court reversed an order alowing in-
voluntarily administered psychotropic drugs. The court classified both
hal operidal andrisperidone as drugs with serious side effects. The patient
argued thatthere was extensive evidence beforethetrial court asto the pos-
sible serious sidefeffegts of both haloperidol and risperidone, and further
noted that psychetropic.medication is less effective where the recipient of
the medication doesinot/agree to accept the medication. The doctor testi-
fied, however, that the enefits of the medication would substantialy out-
weigh any possible negative effects of the medication. The appellate court
ruled that because the patient affered rational reasonsfor refusing the medi-
cation, the hospital was not permittéd'to involuntarily administer the drugs.
InreBrad Israel, 664 NE2d 1032 (H’/App 1996)

InaMinnesota case, the medical recordsof the patient indicated that clo-
zapine was the most effective treatment. The patient asked to be given flu-
phenazine, but because he had shown signs of, TD"that request was refused.
The patient was given haoperidol and intermittent/elGzapine, but his con-
dition again deteriorated. The hospital wanted to give200'mg of clozapine
and 100 mg of haloperidol. The caregivers testifjed thats€lozapine is best
for treatment “while avoiding the risks of tardive dyskinesia” Jhe appel-
late court affirmed the order to administer clozapine, 900 mg, andhal operi-
dol, 100 mg. In the Matter of Richard Martin, 527 NWW2d,170 (Minhn App
1995)

In a Tennessee case, the court ordered the discharge™af an insanity
acquittee and established a mandatory outpatient program for him:-T he in-
dividual was committed in 1981, and there was no significant imprevement
until 1992 when he was put on clozapine treatment, which had beCome
available. The court noted the report of the case managers that “ clozapine
requires weekly monitoring and blood tests of a patient.” State of Tennes:
seev Martin, 1996 WL 687028 (Tenn Crim App 1996)

In another Minnesota case, the issue waswhether theindividua who had
been committed to a security hospital as mentally ill and dangerous should
be treated with the typical neuroleptic loxapine that he was then receiving
or with clozapine. Medical opinion on the issue differed. One psychiatrist
believed loxapine was a better choice—unlike clozapine, he said, loxapine
can be administered by long-acting injections, which might prevent dan-
gerous behavior after hisrelease. In contrast, 2 other medical examinersfa
vored clozapine. They concluded that the individual had TD and believed
use of loxapine was therefore not appropriate. Thetrial court, after hearing
the testimony, |eft the decision to the discretion of the medical profession-
als, and the order was affirmed on appeal. In re Stewart, 1991 WL 126637
(MinnApp 1991)

In a Minnesota case, the experts testified that clozapine was necessary to
treat the patient’sillness and that other neuroleptics, including haloperidal,
were not effective. The court noted, “If he refuses to take clozapine volun-
tarily, the only alternative means of administration is by nasogastric tube.”
In the Matter of Richard Martin, 527 NW2d 170 (Minn App 1995). See
aso Inre Len P 1999 WL 42067 (Il App 1999); In the Matter of Nancy
Reinhold, 1991WL 42601 (Minn App 1991)

Pinals DA, Buckley PF. Novel antipsychotic agents and their implications
for forensic psychiatry. JAm Acad Psychiatry Law 1999;27.7

Viser v Taylor, 756 F Supp 501 (D Kan 1990)

Services covered by a state Medicaid plan must be sufficient in
amount, duration, and scope to reasonably achieve its purpose. 42 CFR
8440.230(b). A state Medicaid agency may not arbitrarily deny or reduce
the amount, duration, or scope of arequired serviceto an otherwise eligible
recipient solely because of the diagnosis, type of illness, or condition. 42
CFR §440.230(c)

See Metzner JL. An introduction to correctional psychiatry. JAm Acad
Psychiatry Law 1998;26:107. The American Psychiatric Associaion has
published guidelines for psychiatric servicesin jails and prisonsin Psychi-
atric Servicesin Jails and Prisons. Washington, DC: American Psychiatric
Association; 1989. Task Force Report No. 29.
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62.

69.

70.
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Washington v Harper, 494 US 210, 232 (1990)

Riggins v Nevada, 504 US 127 at 135 (1992). Many other cases dealing
with due process and the issue of forcing involuntarily committed mental
patients or prisoners to take psychotropic drugs mention TD as the most
serious of the side effects of neuroleptic drugs. A list of cases after 1990 in
this class includes: TD v New York State Office of Mental Health, 650
NYS2d 173 (1996); Enis v Wisconsin Dept of Health, 962 F Supp 1192
(WD Wis 1996); Shannon Jv RAJ, 554 NW2d 809 (ND 1996); Hightower
v Olmsted, 959 F Supp 1549 (ND Ga 1996); In Interest of CW, 552 NW2d
382 (ND 1996); In re Conservatorship of Foster, 547 Nw2d 81 (Minn
1996); Guardianship of Boyle, 674 A2d 912 (Me 1996); In re Israel, 664
NE2d 1032 (Ill App 1996); State v Garcia, 669 A2d 573 (Conn 1996); In
Matter of Rauenhorst, 1995 WL 673385 (Minn App 1995); In re Schapp,
654 NE2d 1084 (I1l App 1995); In Interest of SJ, 528 NW2d 367 (ND
1995); Matter of Martin, 527 NW2d 170 (MinnApp 1995); State v Adams,
888 P2d 1207 (Wash App 1995); In re CE, 641 NE2d 345 (Il 1994);
Sullivan v Flanigan, 8 F3d 591 (7th Cir 1993); Woodland v Angus, 820 F
Supp 1497 (D Utah 1993); Donaldson v District Court for City of Denver,
847 P2d 632 (Colo 1993); State v Perry, 610 So2d 746 (La 1992); Felce v
Fieder, 974 F2d 1484 (7th Cir 1992); Guardianship of Roe, 583 NE2d 1282
(Mass 1992); Maul v Constan, 928 F2d 784 (7th Cir 1991); Williams v
Wilzack, 573 A2d 809 (Md 1990); Matter of Schauer, 450 NW2d 194
(Minn App 1990). See Winick BJ. The Right to Refuse Mental Health
Treatment. Washington, DC: American Psychological Association; 1997
Cohen F. The Mentally Disordered Inmate and the Law. Kingston, NJ:
Civic Research Ingtitute; 1999. California has the most extensive statutory
limits on forced treatment of mental patients and mentally ill prisoners. Cal
Penal Code §§2670-2680 (West 1995); Keyhea v Rushen, 223 Ca Ruptr,
746 (CtApp 1986)

. See Torrey EF. Jails and prisons—America’s new mental hospitals [edito-

riad]. Am J Public Health 1995;85:1611

. EganT. The war on crack retreats, still taking prisoners. New York Times.

Feb 28, 1999:1

. Estellev Gamble, 429 US 97 (1976)
. Farmer v Brennan, 511 US 825 (1994)
. See Madrid v Gomez, 889 F Supp 1146 (ND Cal 1995); Casey v Lewis,

834 F Supp 1477 (D Ariz 1993); Coleman v Wilson, 912 F Supp 1282 (ED
€a 1995); Lightfoot v Walker, 486 F Supp 504 (SD 11l 1980); see adso
CohenF. Liahility for custodial suicide: theinformation base requirements.
Jail"Suicide Update 1992;4:1

) Zandér TK. Prolixin decanoate: areview of the research. Mental Disability

Law ReporteseJuly-Aug 1977:37-42

IhFalley v Portland Residence, 582 NW2d 590 (Minn App 1998), the
plaintiff;a disabled, mentally retarded adult, was given the medication that
allegedty’ calised his TiD before he had a conservator. Thus, the claim was
not barredby’statute’of limitations.

In aTexas ¢ase, thespatient was given neuroleptic drugs between 1980
and 1985 withoubeing ‘nfafMmed of possible side effects. The patient de-
veloped TD. The psychiatrisirelied solely on the statute of limitations as a
defense. It was found that thé psychiatrist fraudulently concedled the
patient’s condition even after a neurelogist opined to the patient that she
may have developed TD. The patient’s Conversation with the neurologist
did not set the statute of limitations runnifg’)The court could not fault a
psychologically disturbed patient for relying:on,her psychiatrist over aneu-
rologist seen on merely one occasion. The claim was not barred by the stat-
ute of limitations. Gatling v Perna, 788 SW2d 44°(Tex App 1990)
InAdkinsv Tafel, 871 SW2d 289 (Tex App 1994), thé patient, given halo-
peridol that allegedly caused TD, sued 2 physicians arid apharmacist; the
suit against one of the physicians and the pharmacist was barred by the stat-
ute of limitations. The physician who obtained summary jtidgment had
given the patient haloperidol for 13 years but was found not culpable of
fraudulent concealment as he believed that the patient’s tremors were are-
sult of acar crash and not adrug side effect. The patient’s family learned of
the connection between haloperidol and TD from the Phil Donahue show.
See aso De Witt v United States, 593 F2d 276 (7th Cir 1979); Leary v
Rupp, 280 NW2d 466 (Mich App 1979); Ohler v Tacoma General Hospi-
tal, 598 P2d 1358 (Wash 1979); Willis v United States, 879 F Supp 889
(CD 111 1994); De Witt v United States, 593 F2d 276 (7th Cir 1979); Leary
v Rupp, 280 NW2d 466 (MichApp 1979); Ohler v Tacoma General Hospi-
tal, 598 P2d 1358 (Wash 1979)

“When theinjury might, with equal probability, have resulted from the acts
of others as well as from the acts of defendant, proof of facts, other than
that of injury, from which defendant’s negligence can be inferred, must be
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made before the questions can be submitted to the jury. Otherwise, the ver-
dict would be founded on mere speculation. . . . Aninference of negligence
based on an inferred fact of which thereisneither evidence nor predominat-
ing probability cannot be safely made.” Olson v St. Joseph's Hospital, 281
NW2d 704 (Minn 1979)

DSM-IV, pp 678-679

InAccardo v Cenac, 722 So2d 302 (La App 1998), the Louisiana Court of
Appesals stated: “The evidence overwhelmingly established that the mental
disorder of schizophrenia does not cause any of the symptoms resulting
from abnormal movements. The record firmly established that the uncon-
trollabletwisting, writhing, flailing, contorting, contracting, grimacing, etc.
displayed by [the patient] are al components of the neurological disease
and have nothing to do with her schizophrenia.”

Allen v United \States, 588 F Supp 247, 416 (D Utah 1984), reversed on
unrelated grounds, 816 F2d 1417 (10th Cir 1987), cert denied, 484 US
1004 (1988)

Tisdale v Johnsoh, 17Z.GaApp 487, 339 SE2d 764 (1986)
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In Marzalf v Gilgore, 933 F Supp 1021 (D Kansas 1996), the patient who
was given phenothiazine class drugs for over 14 years was held to have a
cause of action against the physician who prescribed the drug for thefinal 6
months of the long drug-taking period. The early prescription “ primed” the
patient for the later complications. The finad doses, rather than the prior
13Y2 years, may be deemed the cause-in-law of the patient’s TD. Summary
judgment for the physician was denied as the facts created a question for
thejury.

. Rosenbaum AH. Tardive dyskinesia: relationship with a primary affective

disorder. Dis Nerv Syst 1977;38:423

. Altrocchi PH. Spontaneous oral-facial dyskinesias. Arch Neurol 1973;26:

506

. Casey DE. Managing tardive dyskinesia. J Clin Psychiatry 1978;39:748

. Carlin v Superior Court (Upjohn Co), 56 Cal Rptr2d 162 (1996)

. American Law Indtitute. Restatement of Torts §402A

. Terzian TV. Direct-to-consumer prescription drug advertising. Am J Law

Med 1999;25:149
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