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By ]eifrey C. Anderson*

Nancy began showmg symptoms of schizo affectwe dis-
order in her early twenties. As the suggestion of schizo-
phrenia became more pronounced; her doctor.undertook
drug therapy to-control the disorder by prescribing 400
mg. of Thorazine. Drug therapy was virtually the only
alternative available to treat Nancy's condition, since

‘her psychotic episodes were infrequent and nonviolent.

When Nancy's condition did not readily. improve with
this initial treatment, the dosage of Thorazine was

increased. Over the next several years, Nancy’s psychotic -

episodes-became more frequent and progressively worse.
Her physician responded accordingly by increasing her
daily- intake of Thorazine, which at times during her
treatment amounted to more than 1300 mg. From time
to time her physician would also prescribe Stelazine or
Mellaril in addition to or as a substitution for Thorazine.
For several years Nancy was continuously. kept on

- ‘Thorazine or alternate: neuroleptic medications, with
- no breaks or prolonged drug-free periods. Subsequently,
.Nancy developed some ‘minor involuntary; repetitive
~movements of her orofacial, buccal, and lingual muscu-

lature, and ‘one physician noted that she showed move-
" ments characteristic of the early stages of ‘Parkinson’s -

disease. In view of her continuing diagnosis as an

undifferentiated schizophrenic, however, she was main-

tained on heavy dosages of antipsychotic medications.
These Parkinsonian-like movements increased in sever-
ity and spread to her trunk and limbs. By this time, it
was too late; Nancy had developed tardive dyskinesia.
The real tragedy was that Nancy did not have a schizo-

_ affective disorder, for which she was originaily treated.

Her condition was later accurately diagnosed as tempo-
ral lobe epilepsy: a condition for which neuroleptic/
antipsychotic medication is not indicated. Despondent
over her condition, Nancy committed suicide a year
later by setting herself on fn:e '

' Nancy is just one of the great number of persons

. who will contract tardive dyskinesia as a result of both
the proper and improper use of neuroleptic/antipsychot-

*Jeffrey C. Anderson is equity owner of Southers & Lfons.
Tnc., San Antcnio. _
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ic medlcanons Although at the present time there are
very few teported medical malpract:ce cases involving’
tardive dyskinesia, there appears to be littie doubt that
these cases are just a trickle before the floodgates open.
Dr. Paul S. Appelbaum, ‘writing in the American Jour

_nal of Psychiatry, recently declared that the pending

epidemic -of tardive dyskinesia was possibly. “our next
mass accident,” similar. to the previous-asbestosis, Agent

3 -Orange dlethylstllbestrol (DES), Dalkon Shield and
. swine flu/guillian barre syndrome man-made. epidemics.’
_Smce tardive dyskmes:a is almost: exclusxvely an iatro-

genic disorder and:since neuroleptac -drug therapy is
currently the only effective methiod of ‘controlling the
psychotic episodes of schizo-affective disorder, one
author noted: “the impending flood of Tardive: Dyskine-
sia. Imgatxon has begun, I think that there is an enor-
mous backlog of cases that are going to plague us for
years "2 Articles have ah'eady been written by physicians
urging that alternate compensation symptoms be set up
to deal with the patients who become victims of tardive
dyskmesxa Since the medical profession seems to be -

~preparing for a flood of litigation involving this disorder,

we need to understand more. about its etlology
ETIOLOGY

Neuroleptlc drugs were first mtroduced into clinical psy-
chology around 1952. Soon after their introduction, it
became apparent that these drugs were capable of pro-
ducing a variety of unexpected extrapyramidal side
effects, including rigidity and acute dystonic reactions.
These unexpected. conditions were observed to occur
primarily in early treatment, usually after days to weeks;
to be transient, remitting spontaneously in some cases;
and frequently to respond well to anticholinergic agents.
These conditions were also reported to disappear after
neuroleptic dosage reduction or dlscontmuatlon of the
drug therapy : :

Inmal reports of tardive dysk1nes1a appeared in
Europe in the late 1950s. The first public description of
the disorder is attributed to an article written by Dr. M.
Schonecker in 1957 in a paper entitled “A Peculiar Syn-
drome in Oral Region as the Result of the Administra-
tion of Megaphen ™ In the article, Dr, Schonecker
described three patients who had developed involun-
tary movements similar to.a Parkinsonian disorder after
having been on a prolonged course of a neuroleptic
medication. ‘Although these movements occurred ear-
lier in treatment than what generally became associated
with the concept of tardive dyskinesia, the fact that
they persisted following drug withdrawal suggested that

“the condition was a different phenomenon from the

previously recognized “Parkinsonian” side effects. -

Subsequent articles in the 1960s.continued to report
types of neuroleptic-induced dyskinesias, some of which

- persisted long after the discontinuation of the neuroleptlc

drug therapy.* At this time the term “tardive dyskinesia”

was suggested to describe these Parkinsonian-type move-
ments associated with neuroleptic withdrawal. By the
early seventies the consequences of prolonged neuro-
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“leptic drug therapy were becoming evident as the num-

ber of patients with tardive dyskinesia increased dra-
‘maticaily, In 1980 a task force set up by the American
Psychratnc Association pubhshed its findings formally
recognizing a direct relationship between the prolonged
" use of neuroleptic drugs and the development of tardlve
dyskmesm 5.

MANIFESTATIONS

Tarchve dyskmesra is-an abnormal repetitive movement
disorder that affects some individuals who have been
. " treated for a prolonged period of time with antipsychot-
- ic/neuroleptic: medications, such. as Thorazine or

Meliaril. The initial physical manifestations of the dis-

ease usually involve choreic- movements of the face,
which include movements of the mouth, tongue rolling,
chewing or gnawing motions, lateral jaw movements,
twitches, and repetltlve tongue protrusmns {(a condition
referred to as “serpent’s tongue”). There may also be
‘andible grunts, whistles, or swallowing sounds. As the
disorder progresses, ‘the dyskinetic movements com-
monly extend to the extremities, such as the arms, fin-
gers and toes. There may be twitching or jerking of the
fingers or toes or forceful constant choreic movements.
The condition may also result in 1ncapacntatmg dystomc
posturmg .

Today, the initial dlaguoms of tardive dyskmesm
may not be a difficult one. Though there are no patho-
-gnomonic signs or symptoms, a presumptive diagnosis
~of tardive dyskinesia should-be made for any patient

with- abnormal involuntary movements who has a his- - .

‘tory of taking neuroleptic medication for a period of at
least three months. ‘A physician should also be-suspi-
-cious if a patient demonstrating dyskmenc movements
~ has recently undergone a reduction in his neuroleptlc

drug-dosage or a discontinuation of his medication pnor _

to the onset of his involuntary movements 6
INCIDENCE, PREVALENCE AND RISK FACTORS

. '.Both the 1nc1dence (hew cases occurring in a defmed

‘population during a given period of time) of tardive.
- .dyskinesia and its prevalence (the proportion of patients
with tardive dyskinesia‘in a treatment facility during a

glven period of time) appear to be highly variable ,Tang- -
ing from a low of 1 percent to a high of 57 percent.in

~chronic drug-treated patients.” The prognosis of | patlents
with tardxve dyskmesm is also hnghiy variable. -

, There are a number of risk factors. Age appears;to
be the single most important of these. Generally, it is
thought that younger patients who have not been chroni-
cally institutionalized and who have received low doses
of antipsychotic medication over a short period of time

-are at less risk of developing tardive dyskinesia than
elderly patients with prolonged exposure to antipsychotic

drugs.  Elderly patients are also more likely to deveio'p '

irreversible tardive dyskinesia than are younger patients
who have been taken off the medication upon demon-
stration of the first symptoms. ,

Being female is the second most frequently sug-
gested risk factor. Tardive dyskinesia appears to be sub-
stantially more prevalent in women than in men, even
after the age factor is discounted. It also appears from

.the studies that women are more likely than men to
- develop irreversible tardive dyskinesia, as well as the

more severe forms of the dlsorder 8

: Drug dosage and duratlon also seem to be major
risk factors in developing tardive dyskinesia. It is gener-
ally considered-that high dosages of neuroleptic drugs
increase the risk of the disorder, as does prolonged
administration of the drugs. The risk of tardive dyskine-. -
sia is dlrectly related to the cumulative neuroleptic drug
exposure, which is a combination of drug dosage and-
duration of drug administration.: Generally, the higher
the cumulative drug exposure, the greater the Tisk of
developlng tardive dyskmesra g

Drug type does not appear to be an important risk
factor in- the development of tardive dyskinesia. The

: drugs rmphcated in the etiology of tardive dyskinesia

are numerous and mclude the following:

Genenc Name....... .. ... ... Trade Name(s)
Chlorpromazine. .. ...............Thorazine
Promazine HC1. ... .. .. ... IR Sparine
‘Triflupromazine. . . . . Sl e Vesprin
Fluphenazine. ... ......... .. Permitil/Prolixin .
Perphenazine. .. ............. Triavil/Trilafon
Prochlorperazine. .. .. . .. U . Compazine
Trifluoperazine. ... ............... Stelazine
Thioridazine. ... ......... e o Mellaril
.- Chlorprothixene. . .. ............... .Taractan
‘Haloperidol............. ... ... ... Haldol
- Thiothixene. ... ............ . .. Navane
" Molindone. .. ..o L. e e Moban
"Mesoridazine .. .. .. .. ... ' . Serentit
Lithium Carbdnate ........ Clbahth-S/Eskahth/
. Lithane/Lithobid/Lithotabs/Lithonate
I.oxitane..'.-.-...................;;..Loxltane
Prperacetazmc. P S Quide

None of the above-hsted drugs appears to be more

g hkely to produce tardive dyskinesia than the others;

however, there does not appear to be sufficient research

to completely tule out drug type as an important risk
'-factor L e T

TREATMENT

There is no known cure for tardive dyskinesia. Some

‘individuals recover spontaneously over a period of time

after being taken off the medications. Dr. Norman M.

- Bacher reported some promising results in using a low

dose of propranclel in an April 1980 issue of the
American Journal of Psychiatry, but the treatment has
been far from universally effective.” In some patients,
lithium has been used to treat.the symptoms, but there
have been conflicting reports that lithium may actually

 aggravate the involuntary dyskmetlc movements,'' Other

drugs investigated for use in the treatment of tardive
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. dyskinesia include sinemet, tryptopan, motphiné', ‘halo-

“peridol, atropine, and naxolone. Though many. drugs

o have. been tested, the overall value of all these treat-

ments remams 1o be estabhshed a2

MEDICAL DILEMMA

.: The dilemma facihg physicians .regarding tardive dyski-

* . nesia is that there is no satisfactory alternative to the

~.use of neuroleptic/antipsychotic medication in the treat-

ment of schizo-affective disorders at the present ‘time.
Neurolepnc drugs are the mainstay of both acute and
maintenance treatment of schizophrenia. In other words;

_physicians :must - use antipsychotic medication to -pre-

. -vent the psychofic aspects of schizophrenia, but in.so -

. doing; they unavoidably subject their patients to the’
" very real risk of tardive dyskinesia, By attempting to
- control the psychotic mamfestatlon__s of a schizophrenic
.- patient, the physician may at the same time cause his
patient to sustain a permanent incapacitating injury.

LEGAL DILEMMA -

- ‘Tardive dyskinesia also presents a dilemma for attor-

. _neys representing patients'who have developed the con-

dition as a result of drug therapy. At the present time, |

* the treatment.of choice for a schizophrenic patient in a
psychotic state is the use of neurolept:c drug therapy.
Uncontrolled schizophrenics in a psychotic state. pres-
ent an unreasonable danger to themselves and others.
At the present time, this danger can be minimized only

- through the use of neuroleptic drug therapy, since the
. use of institutionalization and surgery is.severely lim-
lted to chronically psychotic, highly dangerous individ-
“uals. What makes the tardive dyskinesia epidemic differ- -

- . ent. from previous mass accidents caused by such man-
© made products as diethylstilbestrol (DES), the Dalkon
" Shield, and the guillian barre-producing swine flu inocu-
- lation is that the physician has no choice in many
- instances but to place his patient at some risk of devel-
- oping tardive. dyskinesia in order to control his psy-
chotic ‘outbfeaks. This lack of treatment alternatives,
however, does not completely shield the physician from
responsibility for causing his patient to suffer tardive
dyskmes1a as the result of neuroleptic drug therapy.

CAUSES OF ACTION
Informed Consent"

A great deal of attention has been focused in the medi-

- cal literature upon informing prospective drug therapy

_ “patients of the possibility of developing tardive dyski--

-nesia, The literature goes to great lengths to recom-
mend that physicians disclose all risk factors and possi-
" 'ble treatment alternatives to their patients before under-
taking neuroleptic drug therapy.” This concern regard-
ing the legal consequences of failing to obtain a patient’s
informed consent before a drug treatment may be exag-
gerated in view of recent developments.

" A cause of action based upon a physician's failure

' - to obtain the patient’s inforimed consent to administer

neuroleptic medication may not exist in Texas under

.. the present state of the law. In Barclay v Campbell 683
" $.W.2d 498 (Tex. App.—Dallas, 1984, writ granted), 2

. Tex. Pers. Inj. L. Rep. ‘88 (1985), the Texas Court of

Civil Appeals in Dallas affirmed a trial court’s instructed

‘verdict in favor of the defendant on the issue of informed

consent. In Barelay; the plaintiff filed suit against the
defendant physician, alleging that the doctor had negli-
gently prescribed certain neuroleptic medications in con-
nection with his psychiatric treatment:of the plaintiff,

and that the doctor negligently failed to disclose'to the .-
* plaintiff the risks of tardive dyskinesia associated with
~ the medications.. During the course of his treatment,’
the plaintiff developed tardive dyskinesia. The evidence -
~ was undisputed that the defendant failed .to warn the -

plaintiff of the risk of developing the disorder associ-

_ ated-with the use of neuroleptic medication: During the
' trial 'various expert witnesses were called. Plaintiff’s

expert,‘a neurologist with a special interest in tardive

'_ dyskinesia, testified that the drugs administered by the

‘defendant could cause the condition, but.on cross-

examination -he stated that the risk was small. The °

defendant’s éxpert witnesses also testified that although

the drugs administered to the plaintiff could cause.

tardive dyskinesia, the risk was extremely small; fur-
thermore, the plaintiff was suffering from a medical con-
dition .in whlch virtually the only treatment was drug
therapy utilizing antipsychotic medication. A psychia-
trist called by the defendant went further and testified
that it would have been poor psychiatric practice to tell
a patient like the plaintiff of the risk of the side effects
of tardive dyskinesia because it'would probably have
kept him from. taking the medication. The defendant
himsélf testified that a possible consequénce of inform-
ing the plaintiff of the risk of tardive dyskinesia was that
it would have been more difficult for him- to take the

medication and the information:* mlght very well have "
_made him. uncooperatwe »Id. at 501 '

The court of appeals in aff:rmmg the trial court’s
instructed verdict in favor of the defendant on the issue
of informed consent, stated that its decision was con-
trolled by provisions of the Medical Liability and Insur-
ance Improvement Act, Tex. Rev. Civ. Stat. Ann. art.

4590i (Vernon Supp..1984). That Act changed the com-

mon-law rule concerning a physician’s duty of disclo-
sure from that of a “reasonable medical practitioner” to
that established by a panel of experts to determine and
list which risks related to medical care should be
disclosed. Provisions of section 6.07(a) of the Act cre-
ated a rebuttable presumption of negligence when a

~ physician failed to disclose one of the risks which the

panel listed among those that must be disclosed. For
some reason, tardive dyskinesia was not on the section
6.07(a) list of risks:to be disclosed before undertaking
neuroleptic drug therapy. In citing from the Act, the

court stated that a physician's “failure to- disclose may

be found not to be negligent if there was an emergency
or if for some other reason if was not medically feasible
to make a disclosure of the kind that would otherwise
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have been negligent.” (Emphasis added.) 7d. at 501. The

-Dallas court affirmed the district court’s instructed ver-
- dict on the issue of informed consent by finding, in

effect; that it was not medically feasible to disclose the
risk of developing tardive dyskinesia to the plaintiff

.. because it could have caused him to become uncoopera-
“’tive in his drug therapy and to refuse to take the
'neuroleptlc medication prescribed for him by the phy-

-~ isician. Id. at 5012, In other words, the trial court and
. 'the Dallas Court of Appeals determined that under cer-

tain circumstances the risk of developing tardive dyski-
nesia as a result of neuroleptic drug therapy is so small

‘that it does not exist as a matter of law. It appears that

the 'court of appeals created its own “benefit to risk
ratio™ in determining which risks related to medical care
must be disclosed under the Act. Although the supreme

“court has granted a writ in this case, at the present time

there may not be any cause. of action for a physician's
failure to warn of the risk of tardive dyskinesia when
prescribing neu:oleptic/antipsychotic drugs.

std:agnosns

-If a physu:lan at the present tlme has no duty to advzse

his patients of the possible risk of developing tardive
dyskinesia_incidental to neuroleptic drug therapy, he
still must exercise reasonable medical care in screening

_ those patients selected for administration of neuroleptic .

drugs. Neuroleptic medication must be Kmited to those

- patients diagnosed as suffering from a schizo-affective

- disorder of a moderate to severe nature. Its use must be -

limitéd to conditions which, in all reasonable medical
probability, will result in severe aggression or self-abuse.
See Clites v. State, 322 N.W.2d 917 (Iowa Ct. App. 1982)
Neurolept:c medlcanon must not be administered. in
the presence of any preexisting movement disorder or
to patients in which such disorders may be masked by
the use of other medications. In the case recited in the
beginning of this article, Nancy had been erroneously

‘diagnosed as. suffermg from. a schizo-affective disorder

for a number . of years. Neuroleptic drug therapy was

* ‘undertaken based upon this mlsdlagnosxs Even though

the risk of tardive dyskmesm was never related to Nancy,

‘that issue is not material, since Nancy's ultimate cause
~of action will be one based upou inadequate screening,
msdnagnosns and i mappropnate medical treatment

There-ls also a potentlal cause of action when- the
error in diagnosis relates to the failure of the defendant
physician to timely recognize the initial physical mani-

festations of tardive dyskinesia or to confuse those mani-

festations with another disease process. In the case of
Faigenbaum v. Oakland Medical Center, 373 N.W.2d
161 (Mich. App. 1985), the plaintiff filed suit on behalf

‘of his minor daughter against the Clinton Valley Center

and the doctors and staff of the Oakland Medical Center.
He alleged that his daughter had been initiaily misdiag-

. nosed as being mentally ill and that she was improperly

admitted to the Clinton Valley Medical Center. Id. at
162. Shortly after the initial misdiagnosis, the plaintiff's

“daughter was begun on neuroleptic drug therapy with
- Thorazine and Mellaril. The prolonged use of these

drugs subsequently caused her to develop tardive dyski-
nesia, which was manifested by the classical movement

‘disorders of her face, mouth and limbs. Although she

demonstrated the classical symptoms, she was again
misdiagnosed, this time as suffering from Huntington’s
Chorea, and was subsequently prescribed yet another
neuroleptic drug, Haldol, to control the disorder. It was
determined too late, after a prolonged course on Haldol,
that she did not have Huntington's Chorea. The Haldol
she received aggravated her condition and contributed
greatly to the severity of her tardive dyskxnesna render-
ing the condition lnevemlble Id. at 163. .

The case was subsequently settled agamst some

~ defendants for $378,000 and a verdict returned against

the remainder in the total sum of $1,000,000. Although
the case was reversed-on the issue of gevemmental
immunity under the Michigan Tort Claims Act, it is one
example of a cause of action that would be actionable
under: the Texas Medlcal Llablllty and Insurance Im-

provement Act )

Mistreatment

Even though physmlaus may be faced unavmdably, with
a risks-versus-benefit consideration when prescribing
neuroleptic drug therapy, the dilemma: posed by the
risk of tardive dyskinesia will not excuse a physician
from his obligation to-follow accepted standards of medi-
cal care in the treatment of the condition. In the case of
Clites'v. State, 322 N.W.2d 917 (Towa Ct. App. 1982), a
twenty-eight-year-old retarded man who developed

tardive dyskinesia as the result of prolonged tréatment
-with major tranthzers in a state hospital school was
_ awarded a ;udgment in excess of $760,000.

The plamnff was adlmtted to the Glenwood School,
a state-owned - hospital school, in-early 1963. Upon
admission, he showed no signs of abnormality. other
than mental retardation. He was completely ambulatory
upon admission; had sufficient manual dexterity to care
for himself, and could interact with his peers. Although
the plaintiff had a poor speech pattern, he could make
himself understood. In"1970, he was placed on Mellaril,

‘a neuroleptic, after unsubstantiated reports of sexual

misconduct and aggression. Over the next several years,
the plaintiff-continued to receive this'drug therapy in
ever-increasing dosage levels, In 1975, he developed
hyperkinetic, mvoluntary movements of hlS mouth, face,
and limbs. At that time he was dlagnosed as sutfermg
from tardlve dyskmesna

The plamtlff ﬁled suit under the Iowa Tort C1a1ms
Act, alleging negligence in the improper use of drugs
and the failure. to moderate the dosage levels. He also
alleged that he was given this treatment merely for the
convenience. of the staff- and not as the result of any
medical- necess1ty :

- In its decnsmn the mal court found that the long-
term use of neuroleptic medication, under the facts of

-this case. was medically unwarranted, that the plaintiff
























