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A B STRA CT ~ Clinicians who treat patients with sch i z o p h renia may encounter a va ri e ty
o f e t h i cal issues rel a ted to both psy ch i a tric and medical treatment of p a t i e n t s . Wh i l e
i n f o rmed consent is a crucial aspect of the ca re of all patients, it may present special ch a l-
lenges for patients with schizophrenia. Schizophrenia is a severe mental illness that is fre-
quently accompanied by neuro p sy ch o l o g i cal def i c i t s . These impairm e n t s , as well as
p sy chotic symptoms and lack of i n s i g h t , can affect patients’ abilities to make fully
i n f o rmed decisions about their own ca re. E n s u ring that consent for treatment is
informed, voluntary, and competent can thus become a more difficult endeavor. The ethi-
cal principles underlying treatment of these patients, however, are the same as those guid-
ing treatment of all patients. I n f o rmed consent, as an embodiment of these ethica l
principles, represents the expression of individual rights in both clinical and research con-
tex t s . At tention to the process of i n f o rmed consent as an ongoing dialogue strengthens the
clinician-patient rel a t i o n s h i p, i m p ro ves ad h ere n c e, and helps the patient clarify options,
va l u e s , and pref ere n c e s . In the re s e a rch setting, p sy ch i a tric re s e a rch ers are incre a s i n g l y
c o n c erned with maximizing the abilities of i n d ividuals with severe mental illnesses such
as sch i z o p h renia to provide meaningful informed consent for pro t o c o l s . This rev i ew
ad d resses decision-making abilities of people with sch i z o p h renia in both treatment and
research contexts. Ps ych o ph a rm a c o l o gy Bull e t i n . 2 0 0 7 ; 4 0 ( 4 ) : 1 4 5 - 1 5 5 .

INTRODUCTION

S ch i zo ph renia is a seve re mental illness accompanied by function a l , o c c u p a t i on-
a l , and social disturbances that can place heavy burdens on the patient, the family,
and ca re g i ve r s . In treating patients with this disord e r, clinicians may encounter a
v a ri e ty of ethical issues. Ad d i t i on a lly, the deve l o pment of new treatments for
s ch i zo ph renia depends on patients with this disorder volunteering for re s e a rch
s t u d i e s . E t h i cal conduct of re s e a rch on sch i zo ph renia depends upon ca reful enact-
ment of the ethical principles which guide cl i n i cal ca re, but in a diffe rent con t e x t .

Concepts of respect for autonomy, beneficence, veracity, and justice are funda-
mental to caring for  mentally ill populations. Informed consent, as a pillar of
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ethical clinical practice and human research, embodies these ethical
principles, representing the expression of individual rights in both clin-
ical and research contexts. In patients with schizophrenia, in particular,
attention to the spirit, and not simply the letter, of informed con s e n t
s e rves not on ly as a legal safe g u a rd , but also strengthens the cl i n i c i a n -
patient re l a t i on s h i p. I n f o rmed consent is thus an on going opport u n i ty to
p rovide inform a t i on as well as engage in a discussion about option s , v a l-
u e s , and pre fe re n c e s .This rev i ew addresses the elements of informed con-
sent bro a dly as well as what is known about decision-making abilities of
people with sch i zo ph renia for treatment and re s e a rch - related decision s .
The paper then focuses on potential barriers to informed consent and
d e s c ribes recent work exploring ways to improve consent pro c e d u res to
o p t i m i ze the ca p a c i ty of people with sch i zo ph renia to provide meaning-
ful informed con s e n t .

OVERVIEW OF INFORMED CONSENT

T h ree key elements are widely con s i d e red to be essential for meaning-
ful informed con s e n t .1 I n f o rm a t i on discl o s u re re fers to the sharing of full
and re l evant inform a t i on a patient needs to know about the pro p o s e d
t reatment or pro c e d u re . H ow mu ch should be disclosed remains a matter
of some debate, since diffe rent standards such as the “re a s onable person
s t a n d a rd” versus the “p ro fe s s i onal practice standard” h a ve been viewed as
acceptable at diffe rent times and in diffe rent juri s d i c t i on s .2 In genera l ,
physicians should engage the patient in a dialogue re g a rding the purp o s e
of the treatment (or in the case of re s e a rch , the pro t o c o l ) , the pro c e d u re s
i nv o lve d , the foreseeable risks and potential benefits, and altern a t i ve s .1 I n
a d d i t i on , the manner in which inform a t i on is pre s e n t e d — o ra lly or in
wri t i n g, with the use of decision aids or multimedia tools—can affect how
mu ch patients understand. Recent work is focusing on discove ring which
methods of inform a t i on prov i s i on work best, for which patients, and in
what con t e x t s .

The second necessary element of informed consent is decisional capac -
ity, the clinical equivalent of the legal concept of competency. Decision-
making capacity actually encompasses four abilities, generally agreed
upon by experts in the field as 1) adequate understanding of information
relevant to the decision, 2) appreciation of the information, ie, applying
it to one’s own situation, 3) reasoning with the information, weighing
options logically, and 4) expressing a stable choice regarding the treat-
ment or research decision.3

Fi n a lly, p ro b a b ly the least well-studied aspect of consent relates to
the re q u i rement of the patient or subject to make a vo l u n ta ry d e c i s i on .
The decision should be auton om o u s , f ree from coerc i on , and authenti-
ca lly re f l e c t i ve of the wishes of the individual. But what con s t i t u t e s
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v o l u n t a riness or coerc i on is not alw ays clear and has not been well
e x p l i ca t e d .

As a step in the right dire c t i on , R o b e rt s4 asks us to consider a con c e p-
tual model of voluntarism in which four domains of possible influence
m ay affect an individual’s ca p a c i ty for voluntarism in the treatment or
re s e a rch con t e x t . D eve l o pm e n t a l , i ll n e s s - re l a t e d , p s ych o l o g i ca l , c u l t u ra l ,
re l i g i o u s , and external factors or pre s s u res can all con c e i v a b ly influence
p a t i e n t s ’ d e c i s i on-making and may in some cases amount to diminished
ca p a c i ty for voluntari s m . In patients with sch i zo ph re n i a , a ll of these fac-
tors may play roles in patients’ d e c i s i on - m a k i n g, and clinicians should be
a w a re of these potential sph e res of influence. For example, d eve l o pm e n-
tal factors include patients’ abilities to form their own sets of pre fe re n c e s ,
a p a rt from family wishes or peer pre s s u re . Ill n e s s - related factors may
i n clude altered cognitive processes or psych o p a t h o l o gy that may affe c t
the abilities to understand or re a s on with inform a t i on , or to appre c i a t e
the significance of the inform a t i on . For instance, a paranoid belief that
others are out to do harm to oneself may result in a great deal of mistru s t
of the phys i c i a n , cl i n i c , or hospital. A patient’s authentic wishes about
t reatment could be ove r ridden by fears which may cause him or her to
misjudge risks or discount a prov i d e r’s inform a t i on or opinion .

Under the more general category of psychological, cultural, or reli-
gious influences fall many possible factors that influence the capacity to
make voluntary choices. A patient with schizophrenia, for example, may
be reluctant to disagree with their physician or even to speak up regard-
ing their own difficulties adhering to a treatment plan. The physician
may have no idea about these issues unless he or she is attuned to their
possibility. Asking not just about whether a patient understands the
proposed treatment, but also about beliefs, values, and concerns that a
patient may have regarding the treatment is thus crucial in promoting
this aspect of informed consent.

Putting the above into the context of the medical encounter, a help-
ful model described by Ness5 delineates three content areas of the
medical interview—medical decision-making, informed consent, and
the physician-patient relationship. Informed consent is clearly just one
component of medical discussions. In addition, Ness describes two use-
ful techniques to assist physicians in adapting their interviewing for the
complex task of optimizing collaboration while advocating as necessary.
These techniques explore the patient’s views (eg, by asking open-ended
questions and empathizing), and assert the physician’s views while
negotiating with the patient’s issues and concerns in mind.

An additional con s i d e ra t i on , p a rt i c u l a rly for pri m a ry ca re phys i c i a n s
and OB/GYNs, stems from re s e a rch indicating that women may re ly
m o re heavily on re l a t i onal con s i d e ra t i ons in their decision - m a k i n g.6
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Although gender diffe rences have not been as well-studied in the health
ca re context and minimally in patients with sch i zo ph re n i a , clinicians and
i nvestigators must consider the possibility that wom e n’s decision - m a k i n g
m ay be qualitative ly diffe rent from men’s . For example, s ome women may
be more likely than men to perc e i ve the physician as an authori ty whose
judgment or decisions should not be question e d . While subtle, these are
a ll possible influences on the ca p a c i ty to make fully inform e d , v o l u n t a ry
ch o i c e s . The more clinicians are aware of these factors, the more they
a s s u re that decisions arise out of an on going dialogue.

SCHIZOPHRENIA AND DECISION-MAKING ABILITIES

In patients with sch i zo ph re n i a , d e c i s i on-making abilities may be affe c t e d
by cognitive factors as well as psychopathologic factors. S ch i zo ph renia is
a serious mental illness afflicting approximately 1% of the population.7

Its clinical manifestations include “positive symptoms” including hallu-
cinations, delusions, and disorganized speech or behavior, as well as
“negative symptoms,” which generally manifest as apathy, anhedonia,
avolition, emotional blunting, and affective flattening. Major areas of
functioning (work, education, and relationships) are affected in most
individuals with this disorder, although it is important to remember
that remission is not uncommon, especially in later years.

Schizophrenia is usually, although not always,8 associated with mild to
moderately severe neuropsychological impairments. Research indicates
that although psychotic symptoms fluctuate, these cognitive deficits are
u s u a lly stable over time.9 Most fre q u e n t ly, patients manifest impairm e n t s
in attention , w o rking memory, l e a rn i n g, and exe c u t i ve function s / a b s t ra c t
re a s on i n g.These abilities are cl e a rly re l evant to medical decision - m a k i n g
ca p a c i ty, s p e c i f i ca lly to the understanding and appre c i a t i on com p on e n t s .
Ap p re c i a t i on of inform a t i on — a p p l i ca t i on of material to on e’s ow n
s i t u a t i on — m ay be hampered in patients who have diminished insight
into their illness and situation , another com m on accom p a n i m e n t
t o s ch i zo ph re n i a . R e s e a rch also indicates com o rbid psych i a t ric con d i t i on s ,
i n cluding mood disturbances and substance use, to be com m on .1 0 – 1 2

These may impact decision-making abilities at seve ral levels as well .1 3 – 1 6

G i ven the above con s i d e ra t i ons about how decision-making by patients
with sch i zo ph renia may be affected by various aspects of the ill n e s s , it is
i m p o rtant to address what is actually known about the abilities of patients
to make tru ly informed decision s . R e s e a rch in this area has been con-
ducted over the last seve ral decades by a number of gro u p s ; patients with
s e rious mental illnesses including sch i zo ph renia have been re p o rted in a
number of studies to have suboptimal understanding of disclosed infor-
m a t i on .1 7 – 2 1 In one of the largest and most well - c onducted studies, t h e
M a c A rthur Treatment Competence St u d y,18,22,23 Ap p e l b a u m , G risso and
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c o lleagues examined the abilities of psych i a t ric inpatients (hospitalize d
for sch i zo ph renia or depre s s i on) and medica lly ill inpatients (hospitalize d
for angina), as well as those of healthy, n on - h o s p i t a l i zed com mu n i ty con-
t ro l s , to make tre a t m e n t - related decision s . Ove ra ll , the patients with
s ch i zo ph renia perf o rmed more poorly on measures of understanding,
a p p re c i a t i on , and re a s oning com p a red to each of the other gro u p s .

Although schizophrenia patients often exhibit deficits on measures of
d e c i s i on-making ca p a c i ty com p a red to demogra ph i ca lly similar con t ro l s ,
patients nevertheless show substantial heterogeneity. For example, in
the MacArthur study, although the patients with schizophrenia per-
formed worse than the comparison groups on each of the four areas of
decision-making capacity, the majority of schizophrenia patients did
not show poorer performance on any particular measure compared to
patients with depression or community controls.18

A number of studies have focused on the correlates of decision - m a k i n g
ca p a c i ty in patients with sch i zo ph re n i a ; the data suggest that psy-
ch o p a t h o l o g i cal ch a ra c t e ristics and neuro p s ych o l o g i cal deficits are associ-
ated with impairments in patients’ d e c i s i on-making ca p a c i ty.1 8 , 2 4

Ap p e l b a u m , G risso and colleagues re p o rted in the original MacArt h u r
i n s t rument studies that ove ra ll seve ri ty of psych o p a t h o l o gy was corre l a t e d
with impaired understanding.1 8 , 2 2 , 2 3 C a rpenter and colleagues re p o rted per-
f o rmance on the understanding subscale of the MacArthur Com p e t e n c e
Assessment Scale for Clinical Research (MacCAT- C R ; this scale is
designed to help assess understanding, a p p re c i a t i on , re a s on i n g, a n d
e x p re s s i on of a choice in the cl i n i cal re s e a rch context) to be significa n t ly
c o r related with reading ability and ove ra ll perf o rmance on a brief cogni-
t i ve battery, w h e reas re a s oning subscale scores correlated with ove ra ll cog-
n i t i ve ability and immediate memory, and scores on the a p p re c i a t i on
c om p onent were associated with visual-spatial perf o rmance and work i n g
m e m o ry.2 4 In this same study, higher levels of psych o p a t h o l o gy were asso-
ciated with worse perf o rmance on the understanding, a p p re c i a t i on , a n d
re a s oning subscales of the MacCAT- C R.Wirshing and coll e a g u e s2 5 f o u n d
c onceptual disorganiza t i on to be associated with poor com p re h e n s i on at a
one-week retest of understanding of a study pro t o c o l , but other psych o t i c
s ym p t oms were not associated with com p re h e n s i on score s .

It is important to note that patients with a vari e ty of medica l
c on d i t i ons—as opposed to solely patients with serious mental ill n e s s e s —
m ay d e m on s t rate impaired decision-making abilities when asked to con-
sider treatment or re s e a rch .2 6 Frequent deficits include inadequate
c om p re h e n s i on or re ca ll of disclosed inform a t i on , l a ck of aware n e s s
o f being in a re s e a rch study and the ability to withdraw at any time,
l a ck of understanding of re s e a rch - related concepts (eg, ra n d om i za t i on
p ro c e d u re s , placebo tre a t m e n t s ) , poor re ca ll of important ri s k s , c on f u s i on
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about the dual roles of phys i c i a n / re s e a rch e r s , and the “ t h e rapeutic mis-
c on c e p t i on” ( i e, the belief that treatment decisions in a re s e a rch are being
made solely with the individual subject’s benefit in mind).2 7 – 4 1

It is also well-established that normal adults (including physicians)
exhibit psych o l o g i cal biases with re g a rd to judgments about pro b a b i l i ty;4 2

these may affect reasoning, one of the component abilities of decision-
making capacity. A large literature in medical decision-making also
documents that manipulations of the way information is framed (ie,
potential loss vs. potential gain, quantitative vs. qualitative descriptions
of risks) also influence people’s judgments and decisions.43 Not surpris-
ingly, people are not purely rational in their reasoning; their medical
decision-making reflects emotional factors as well as cognitive abilities.

OVERCOMING BARRIERS TO INFORMED CONSENT IN PATIENTS
WITH SCHIZOPHRENIA

Why is informed consent important in sch i zo ph renia treatment and
re s e a rch? We live in an era of great pro g ress in the treatment of sch i zo-
ph re n i a . Recent years have witnessed a mini-rev o l u t i on in psych o ph a r-
macologic advances, and promising new treatments—both biological and
b e h a v i o ra l — a re con t i n u o u s ly being developed and tested. M a ny patients
h a ve been able to resume pro d u c t i ve and fulfilling lives as a result of new
t re a t m e n t s . T h u s , patient volunteers will continue to be needed for cl i n i-
cal trials to establish the utility of these tre a t m e n t s . Ad d i t i on a lly, a l t h o u g h
the advent of the atyp i cal antipsychotic era has led to improved outcom e s
and genera lly fewer serious side effe c t s , no treatment is com p l e t e ly with-
out ri s k s . As both cl i n i cal and re s e a rch experience with newer dru g s
a c c ru e s , s om e t i m e s - u n f o reseen side effects emerge. Fi n a lly, patients with
s ch i zo ph renia also need medical ca re . In fact, poor phys i cal health is
e x t re m e ly com m on among the ch ronic mentally ill .4 4 , 4 5

As screening and diagnostic tests, medical procedures, and treatment
options become more varied and sophisticated, patients need to be fully
informed about preventive health screening and maintenance, treat-
ment options, and side effects (not only those from psychotropic med-
ications), as well as about the risks of no treatment for their medical
problems. Informed consent thus needs to be viewed not as a discrete
event (ie, occurring at the start of a new medication or at entry into a
research protocol), nor simply as a legal requirement, but as an ongoing
process underlying the patient-physician relationship and the ethical
conduct of research. Informed consent optimizes patients’ abilities to
make autonomous decisions that are most consonant with their own
values, beliefs, and preferences.

Potential barriers to informed consent in patients with schizophrenia
m ay be ca t e go ri zed as belonging to one of the foll owing thre e
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ca t e go ri e s : 1) patient- or subject-related factors, 2) con s e n t - , t re a t m e n t - ,
or protocol-related factors, or 3) physician- or investigator-related fac-
tors (See Table 1). It should be apparent that these factors play a role in
many types of illness, not just psychiatric ones. Considering the possi-
ble influences on the informed consent process from these multiple per-
spectives can help clinicians and investigators to optimize individuals’
abilities to provide meaningful consent. Consent-related factors, for
example, involve the way information (whether oral or wr itten) is
organized or presented.29,46 In the research context, many studies have
documented the high estimated reading level needed to understand the
consent forms.47,48 In the clinical treatment context, communicating
with a patient clearly—whether a psychiatric illness is present or not—
should involve attention to using simple terms, avoiding jargon, and
asking questions to engage the patient.

In a previous review, we examined the literature on methods to
improve understanding of informed consent for research or for treat-
ment.26 Of the 34 studies included in that review, five included patients
with psychiatric disorders. Despite assorted methods and types of
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POTENTIAL BARRIERS TO INFORMED CONSENT FOR TREATMENT AND RESEARCH

A. Patient- and subject-related factors:
• Age (effects amplified by other factors listed)
• Education
• Vocabulary, literacy, numeracy
• Cognitive impairment (eg, neuropsychological deficits; delirium)
• Previous experiences
• Psychopathologic factors (eg, paranoia, suspiciousness)
• Emotional variables (eg, depression, denial)
• Factors influencing capacity for voluntarism

B. Consent and protocol-related factors:
• Readability
• Presentation/format
• Length
• Complexity/level of detail
• Risk:benefit ratio
• Expression of risk information (quantitative, qualitative)

C. Clinician- and investigator-related factors:
– Attitudes/beliefs/biases (eg, toward informed consent and toward patients

with certain diagnoses)
– Knowledge (of informed consent requirements and strategies)
– Skill in presenting information
– Previous experiences
– Conflict of interest

Dunn. Psychopharmacology Bulletin. Vol. 40. No. 4. 2007.

TABLE 1
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interventions, most (25 of 34) of the articles found a positive effect on
patients’ understanding or recall. Beneficial strategies included better
organized or more structured consent procedures, testing with iterative
fe e d b a ck / multiple learning tri a l s , “advance organize r s ” ( p rev i ew i n g
information that will be presented), and summarizing information.

A number of groups including our own have been studying methods
to enhance informed consent in patients with schizophrenia. We exam-
ined 102 middle-aged and older (40 to 80 years of age) outpatients with
schizophrenia or related psychotic disorders and 20 normal comparison
subjects using a structured, 20-item questionnaire to assess under-
standing of consent for participation in a low-risk research protocol.
Participants were randomized to receive either a routine (paper-based,
read aloud by a staff member) or an enhanced (computerized, structured
slideshow incorporating greater review, also read aloud slide by slide by
a staff member) consent procedure. We found that patients with schiz-
ophrenia, compared to normal controls, experienced more difficulty
answering the open-ended questions, including those focusing on study
procedures, time involved, and potential risks and benefits. However,
patients who received the enhanced consent procedure performed bet-
ter on questions about potential risks and time required compared to
those who received the routine procedure.

In the Carpenter et al. s t u d y2 4 m e n t i oned earl i e r, the authors ev a l u a t e d
the capacity of 30 schizophrenia patients and 24 normal comparison
subjects to provide informed consent for re s e a rch part i c i p a t i on .4 9

Consistent with the original MacArthur findings, patients performed
significantly worse than normal controls upon initial testing of deci-
sional capacity to consent for a hypothetical study protocol. However,
when those patients who scored below the median of the normal
controls on the understanding component of the MacCAT-CR were
given an educational remediation program, the majority later retested
above the cut-off score. No significant differences between patients and
controls in understanding scores remained; in addition, patients’ scores
on the appreciation and reasoning components of the MacCAT-CR
also improved.

Wirshing and colleagues25 reported the beneficial effects of repeated
learning trials and corrected feedback on schizophrenia patients’ com-
prehension and retention of key research-related information. Similarly,
Stiles and colleagues50 reported that providing feedback during the con-
sent process improved performance by schizophrenia patients on a test
of understanding. Similar to the original MacArthur studies, patients
with schizophrenia performed more poorly on a test of understanding
compared to depressed patients and normal controls, but—consistent
with Carpenter and coll e a g u e s ’ w o rk—the sch i zo ph renia patients show e d
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improvements after being given corrective feedback, not differing sig-
nificantly from the other two groups after feedback. Thus, the results of
a number of studies provide substantial evidence that patients with
schizophrenia, although at risk for impaired decision-making capacity,
do demonstrate improved performance on measures of consent-related
abilities when educational or remedial interventions are provided dur-
ing the informed consent process.

CONCLUSIONS

Physicians and investigators need to be aware of ethical issues re l ev a n t
to decision-making in patients with sch i zo ph renia—a seve re mental
i llness that can potentially diminish auton omy by interfe ring with the
n e c e s s a ry pre requisites of decision-making ca p a c i ty. M e d i cal advances in
the treatment of sch i zo ph renia owe mu ch to the willingness of patients
with this disorder to participate in re s e a rch . Patients with sch i zo ph re n i a
also must coll a b o rate with their pri m a ry ca re physicians in tre a t m e n t -
related medical decision - m a k i n g. Patients with sch i zo ph renia or other
mental illnesses should not be presumed a pri o ri to lack decision - m a k i n g
ca p a c i ty. M u ch still remains unknown about decision-making ca p a c i ty
in patients with sch i zo ph renia in both re s e a rch and treatment con t e x t s .
For example, f u rther work should be done to explore the uses of
enhanced consent pro c e d u res and decision aids in decision - m a k i n g.
Fo rt u n a t e ly, re s e a rch is underw ay to find ways to optimize decision -
making abilities of patients with chronic mental illnesses. When a
question about ca p a c i ty ari s e s , clinicians should stri ve to assess the com-
p onent abilities of ca p a c i ty. It should be emph a s i ze d , h ow eve r, that there
is no “magic formu l a” for determining ca p a c i ty. When in doubt, c on s u l-
t a t i on with a psych i a t ric colleague can be extre m e ly helpful. ✤
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