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understanding 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, struc-
tured slideshow incorporating greater review, also
read aloud slide by slide by a staff member) consent
procedure. We found that patients with schizo-
phrenia, 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 better on questions about
potential risks and time required compared to those
who received the routine procedure.

In the Carpenter et al. study24 mentioned earlier, the
authors evaluated the capacity of 30 schizophrenia
patients and 24 normal comparison subjects to provide
informed consent for research participation.49 Consistent
with the original MacArthur findings, patients
performed significantly worse than normal controls
upon initial testing of decisional 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’ comprehension and
retention of key research-related information. Similarly,
Stiles and colleagues50 reported that providing feedback
during the consent 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
colleagues’ work—the schizophrenia patients showed
improvements after being given corrective feedback, not
differing significantly from the other two groups after
feedback. Thus, the results of a number of studies
provide substantial evidence that patients with schizo-
phrenia, 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 during the
informed consent process.

TABLE

POTENTIAL BARRIERS TO INFORMED CONSENT FOR
TREATMENT AND RESEARCH
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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
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