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Thi. .tudy addr..... probl.m. ari.ing with informed con.ent for long-term 
maint.nanc. pharmacoth.rapy. Obtaining pati.nt consent to n.urol.ptic treatm.nt, 
with the ri.k of tardive dy.kin •• la, hal raised que.tion. about long-term recall and 
the compet.nc. of psychiatric patient. a. a .pecial population. 

Th •• ubject. w.re 32 adult outpati.nt., 16 w.re followed In the p.ychlatric clinic 
and 16 in the rh.umatology, pulmonary, and n.urology clinic •• Structured Int.rvl.w. 
with th ••• pati.nt. d.alt with knowledge about rel.vant .hort-term and long-t.rm 
medication .Id •• ffect •. Int.rvl.w re.ults w.re used to compare psychiatric and 
m.dical group. with r •• pect to ov.rall l.v.l. of comprehension. Two re.ults we,. 
.triking. 

1. Th.re was a remarkabl •• imilarity in the degree of compreh.nslon between 
p.ychiatric and medical outpati.nt group.; this .ugge.ts that psychiatric patients 
need not be con.ld.red any I ••• compet.nt than medical outpatients In assimilating 
nec ••• ary medication information. 

2. Pati.nt. in both group. w.re knowledgeable about .hort-term side effects, 
u.ually a. a consequ.nce of personal.xperience with them. How.v.r, their knowl­
edge was con.i.t.ntly inadequate with regard to pot.ntial Iong-t.rm sid •• ffects 
from th.ir maint.nanc. medication. 

Current informed consent doctrin. may pre.um. a degree of recall and compre­
h.n.ion beyond the capabillti •• of most patients. The development of an appropriate 
doctor-pati.nt r.lationshlp that reconcile. the need for consent with patient limita­
tion. remain. an important chall.ng. for clinician •• 

The responsibility for obtaining in­
formed consent regarding tardive dyski­
nesia is perceived as a considerable bur­
den to many clinicians grappling with 
other practical and potential difficulties 
attendant to neuroleptic use. Compli­
ance problems, attempts to maintain a 
CQnstructive relationship with often-dif­
ficult patients, and the physician's own 
Concerns about preventing or managing 
tardive dyskinesia (TD) have already 

made the treatment of chronic psychotic 
states a complex task. And yet develop­
ing the patients' participation in his own 
treatment is recognized, pragmatically, 
as one of the most decisive factors 
in treatment. Ethically, Redlich and 
Mollica t state that "informed consent is 
the basis of all psychiatric intervention 
and that without it no psychiatric inter­
vention is justified." 

-
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With so many unknowns surroundin~ 
TD-risk factors, pathophysiology, and 
treatment-one certainty is that the 
risk/benefit ratio for long-term neuro­
leptic treatment has been significantl~ 
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altered. This change in the safety factor 
is frequently cited2

-4 as the reason for 
recommendations that TO information 
be a specific part of consent to neurolep­
tic treatment. 

Exactly how consent should be ob­
tained is not firmly established. The de­
gree to which written documentation 
should be used varies widely in separate 
recommendations, as does the issue of 
when, during the course of treatment, 
specific TO risk consent (independent of 
basic consent for the antipsychotic 
agent) should be obtained. Table 1 sum­
marizes the frequently cited sources of 
TO risk consent recommendations. 

Guidelines are more uniform as to 
what information should be provided to 
the patient. Most authors3. 5. 6 appear to 
be in general agreement that patients 
should be told the reasons neuroleptics 
are being prescribed; what alternative 
treatments might be available; how TO 
presents, how it relates to long-term 
medication use; the limitations of treat­
ment, with the possibility of its irrevers-

Table 1 
Consent Recommendations Regarding TD 

Author 

Ayd(197Tf 
Sovner et at. 

(1978)3 
Deveaugh-Geiss 

(1979t 
Jeste and Wyatt 

(1980)6 

APA Task Force 
(1980)17 

Gelenberg 
(1980)" 

Stone (1981)18 

164 

Medium 

Written 

Oral 
Written 
Oral and 

progress 
note 

Oral and 
progress 
note 

Oral and 
progress 
note 

Tape-record 
and writ-
ten 

When 

By 3 months 
12 months 

Initially 
4-6 weeks 
3 months 

Initially 
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ibility; what actions will be taken to 
prevent it. Finally, some concept of risk/ 
benefit thinking-weighing benefits of 
treatment, consequences of discontinu­
ing treatment, side effects, etc.-is gen­
erally suggested as part of the explana­
tion. 

These guidelines, and recommenda­
tions and regulations for formal consent 
In general, have led to cynicism regard­
ing patient's capabilities for recall and 
comprehension of relevent information. 
Poor recall after short-term surgical pro­
cedures (Robinson and Merav7 found 
recall of only 42 percent of taped infor­
mation four to six months after surgical 
consent) has been documented, with 
similar results being reported in many 
subsequent surveys and recall studies in 
a variety of clinical settings. 8. 

9 Some la­
bel the concept of informed consent a 
myth. 10. II Although schemas for im­
proving patient recall have been pub­
lished, 12. J3 Lidz et al. 14 in a review of the 
literature (p. 27) found the data to be 
sparse and the evidence conflicting. 

Retention of information during long­
term treatments appears to be more 
problematic. While advocates of formal 
consent procedures could support a pa­
tient's "right to forget" side effects, risks, 
etc., once a short-term procedure is over, 
the goal in long-term pharmacotherapies 
would be a continued awareness of treat­
ment issues by the patients (monitored 
and reinforced by periodic discussions) 
for as long as they take their medica­
tions. A more recent studyl4 (pp. 189, 
276, 320) suggests that long-term riskS 
(like TO) remain significantly underdis­
cussed in inpatient and outpatient set­
tings. 
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Long-term Informed Consent 

The goal of the present study was to 
identify the amount of information cur­
rent outpatient groups at a university 
medical center had about their treat­
~ent. Particular focus was placed on 
ISSues of long-term effects (like TD) to 
answer two questions. First, does general 
knowledge about medication include 
long-term side effect information, or will 
the findings of gaps in long-term infor­
mation be replicated? Second, recalling 
the work of Soskisl 5 in showing psychi­
atric patients to be generally as informed 
as medical patients, how does a psychi­
atric outpatient group compare with a 
medical group in informed participation 
in long-term pharmacotherapy? 

Methods 

Thirty-two adult outpatients at the 
Temple University Health Sciences Cen­
ter were seen in single, 5 to 10 minute, 
structured one-to-one interviews by me 
to explore their basic levels of knowledge 
of their medications. Patients were asked 
to Provide demographic information in­
ClUding age, level of education, and du­
ration of illness after formal diagnosis 
and identity of medications were ob­
tained from the chart. The following 
qUestionnaire was then read to each pa­
tient: 

1. What problems are you being 
treated for in the clinic? 

. 2. How long have you attended the 
clinic? 

3. What medications are you receiv­
ing? For how long? What dose? 

4. How does the medication work to 
help you? 

5. Does it have any side effects? 
6. Are there any long-term side ef-
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fects? This would be something 
that might happen after taking the 
medicine for several weeks or 
months. 

7. How long will your doctor try to 
prevent the long-term side effect; 
treat the long-term effect? 

8. Are you satisfied with the infor­
mation about side effects that your 
doctor has given you? 

All patients interviewed had received 
medication for at least three months and 
were on medication that had significant 
long-term risks. Sixteen psychiatric and 
medical patients were selected on the 
basis of these criteria, including all such 
patients presenting at their clinics on 
interviewing days. All were clinic, non­
private patients and were interviewed in 
the offices in the psychiatry, rheumatol­
ogy, pulmonary, and neurology clinics, 
just prior to their routine scheduled ap­
pointments. Sixteen were followed by 
psychiatry and were receiving neurolep-

Table 2 
Medical Group: Short- and Long-term Risks 

Medication Short-term Risk Long-term Risk 

Phenytoin 
(N = 10) 

Methys­
ergide 
(N = 2) 

Steroids 
(N = 4) 

Ataxia, 
slurred 
speech, 
interac­
tions with 
aIohoI 

Gastroin­
testinal 
(nausea 
and vom­
iting, 
cramping, 
diarrhea) 

Peptic ul-
cer, 
mood 
changes 

Gingival hyper· 
trophy, fol­
ate defi­
ciency 

Behavior 
changes, 
weight gain, 
edema, alo­
pecia, retro­
peritoneal fi­
brosis 

Steroid diabe­
tes, Cushin­
goid syn­
drome, os· 
teoporosis, 
cataracts 
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tic agents. The 16 medical patients and 
their medications are shown in Table 2. 
In psychiatry, 16 consecutive patients on 
neuroleptics attending medication clinic 
were interviewed. This service offers 
brief (15- to 20-minute) sessions for 
medication supervision of patients not 
receiving psychotherapy. The medical 
sample was obtained by 16 consecutive 
interviews in the neurology, pulmonary, 
and rheumatology clinics. 

As shown in Table 2, all medical pa­
tients were receiving medications in 
which the early and late side effects cor­
relate well with those of the neuroleptics. 
Possible long-term effects range from 
cosmetic impairment from Dilantin 
(comparable to TD in its cosmetic ef­
fects, when facial musculature is in­
volved) to serious health risks with ste­
roids and methysergide (Sansert) that 
can be compared with those more seri­
ous (and fortunately less common) TD 
effects, i.e., when gastrointestinal or res­
piratory muscles are involved. 

Patient characteristics for both groups 
are shown in Table 3. No statistically 
significant differences were found be­
tween groups for age, education, or 
length of illness by chi-square of median 
splits (x2 = .03, .139, .125, respectively). 
Chi-square for race and sex were likewise 
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not significant (x2 = 3.28 and .126, re­
spectively). 

Responses were evaluated on the basis 
of an ability to provide some, not nec­
essarily all, correct information. For ex­
ample, regarding the nature of illn·ess, a 
correct response was scored for "I have 
hallucinations" as well as "schizophre­
nia" or "pulmonary fibrosis"; regarding 
side effects, some accurate description of 
one short- or long-term effect was re­
quired. No credit was given for a re­
sponse that included incorrect informa-
tion. 

Results 
The numbers of correct responses to 

the interview questions are summarized 
in Table 4; two findings were striking. 
First, both medical and psychiatric 
groups appear to have been comprised 
of fairly well-informed patients. Scores 
were quite high and quite similar, ques­
tion by question, for naming medica­
tions, knowing the dose, having some 
insight as to illness, and providing a 
connection between medication and 
symptom relief. Knowledge of at least 
one short-term side effect was, again, 
impressive and similar across both 
groups. Although the questions regard­
ing side effects were asked in an imper­
sonal way (i.e., "Does the medicine have 

Table 3 

Patients 

Psychiatry (N = 16) 

Medicine (N = 16) 

186 

Age 

39 
(22-64) 

38 
(23-62) 

Patient Characteristics 

Race 

5 white 
11 black 

1 white 
15 black 

-Mean Length 
Sex Education of Illness 

(years) (median, years) _ ! 
8 male 12.25 5 
8 female (8-17) (.25-20) 
7 male 11.6 7 
9 female (9-20) (.25-40) 

-- < 
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Long-term Informed Consent 

Table 4 
Psychiatric Versus Medical Group-Patients Providing Correct Responses 

Psychiatric Medical 
(N = 16) (N = 16) 

-

Name 
Dose 
How medicine helps 
Short-term effects 
Long-term effects 
Prevention 
Total 
Insight into illness 
Satisfaction with information 

any side effects?"), a large number-lO 
of 12 psychiatric and 8 of the 11 medical 
Patients responding correctly-chose to 
Personalize their response and were an­
Swering out of personal experience. This 
reaction, which has been noted else­
Where, 16 took such form as "it makes me 
restless (stiff, sleepy, gain weight, etc.)." 
The final high scores for satisfaction with 
their doctor's explanations were not sur­
Prising, given both groups' ability to in­
telligently discuss their treatments. As 
noted in Table 4, responses regarding 
Illedicines were not statistically signifi­
Cant between groups in a 2 x 6 table (x2 

:::: 2.85, p > .05). Degree of insight 
showed no significant difference by in­
sPection. 

The second striking finding was the 
SCOring for long-term side effects and for 
~revention/management issues; again 
sllllilar, but here quite poor, with four 
of 32 subjects able to detail any long­
term effects and 2 knowledgeable about 
~revention issues. (No correlation ex­
ISted between responses to these two 
qUestions.) Again, the one correct re­
sPonse in the medical group reflected a 
Patient's personal experience-a woman 
on Dilantin who indicated a friend, also 

16 
14 
15 
12 
3 
2 

62 
15 
13 
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15 
15 
14 
11 

1 
o 

56 (x 2 = 2.85 P > .05, NS) 
16 
12 (x 2 = .183 P > .5, NS) 

on Dilantin, had developed some gingi­
val hypertrophy. 

Discussion 
This study is limited by the fact that 

no specific information was available as 
to how much, if any, information was 
presented by the various physicians in­
volved. As each patient was treated in a 
clinic setting for a chronic illness, each 
had seen more than one physician. The 
data presented are only a survey of pa­
tient knowledge at a given time. 

As a survey, the results appear to sup­
port the findings of So skis IS that psychi­
atric patients are as knowledgeable as 
medical patients. They likewise support 
the impression of GellerB that this level 
of knowledge is often inadequate. 

The fact that the psychiatric patients 
were attending a medication clinic raises 
two issues: First, while this group would 
have a clinic experience quite similar to 
that of the medical patients (i.e., medi­
cation adjustment or change based on 
symptom and side effect changes), the 
primary focus on medication may have 
given these patients more knowledge 
about medication than is usual in psy­
chiatric patients receiving traditional 
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therapy that includes medication. 
Whether such patients are, in fact, more 
knowledgeable than other psychiatric 
patients is a question that must be ad­
dressed in further comparative studies. 
Second, by utilizing those patients who 
might be best able to answer medication 
questions, the discrepancy in knowledge 
about short- versus long-term effects 
may have been maximized. We cannot 
be sure that other groups would display 
the knowledge of short-term effects 
shown by our patients. On the other 
hand, it would be unlikely that other 
populations would show a different re­
lationship between knowledge of short­
and long-term effects, i.e., little knowl­
edge of short-term effects and extensive 
knowledge of long-term effects. Indeed, 
these results were quite consistent with 
the findings of Lidz et at. 14 in their ob­
servations of inpatients and outpatients 
receiving neuroleptics. 

Ensuring competent, truly informed 
consent, problematic in all treatment 
areas, appears to be particularly chal­
lenging with chronic treatments. This 
study supports the impression that pa­
tients are learning best from experi­
ence-the discomfort of an unpleasant 
side effect or the repeated medication 
discussions and prescriptions. The pros­
pect for education about TD by either 
of these modalities-experiencing the 
discomfort or raising the spectre of an 
irreversible movement disorder at every 
visit-is at variance with clinical goals 
and realities. 

The complex interactions between the 
doctor-patient relationships and in­
formed consent doctrine are beyond the 
scope of this article. A return to a more 
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fiduciary or paternalistic relationship in 
psychiatry cannot, of course, be ex­
pected or desired. It can be concluded 
that the difficulties in developing in­
formed patients challenges us to be in­
formed of the issues involved. The iden­
tification of those patients for whoI11 
alternatives to long-term neuroleptic 
treatment exist is clearly more impor­
tant than ever, both to reduce the inci­
dence of TD for them and to justify its 
risk in those who require them. 
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