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Brief Report

A Videotape Intervention to Enhance the Informed Consent 
Process for Medical and Psychiatric Treatment Research

Donna A. Wirshing, M.D.
Mark J. Sergi, Ph.D.
Jim Mintz, Ph.D.

Objective: This study evaluated a brief educational video de-
signed to enhance the informed consent process for people
with serious mental and medical illnesses who are considering
participating in treatment research.

Method: Individuals with schizophrenia who were being re-
cruited for ongoing clinical trials, medical patients without self-
reported psychiatric comorbidity, and university undergraduates

were randomly assigned to view either a highly structured in-
structional videotape about the consent process in treatment re-
search or a control videotape that presented only general infor-
mation about bioethical issues in human research. Knowledge
about informed consent was measured before and after viewing.

Results: Viewing the experimental videotape resulted in larger
gains in knowledge about informed consent. Standardized ef-
fect sizes were large in all groups.

Conclusions: The videotape was thus an effective teaching
tool across diverse populations, ranging from individuals with
severe chronic mental illness to university undergraduates.

(Am J Psychiatry 2005; 162:186–188)

Concerns have been raised over the capacity of men-
tally ill patients to understand the risks and benefits of
participating in clinical trials (1). There has been evidence
for decades that medical patients may also have difficulty
understanding informed consent information. Cassileth
and colleagues (2) found that only 60% of 200 cancer pa-
tients participating in radiation, surgery, or chemotherapy
recalled the nature and purpose of the procedure as little
as a day after signing the consent, and most could not re-

call even one risk or benefit. Many misunderstood the
purpose of the informed consent process as being for the
physician’s protection. In previous work, we developed
simple questionnaires designed to enhance and assess pa-
tients’ understanding of specific research protocols (3–5).
This article describes a brief videotape teaching interven-
tion that was designed as part of a larger study of the con-
sent process. The videotape program was designed to en-
hance the consent process for medical and psychiatric
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treatment. Viewed by prospective research volunteers be-
fore the consent session, it alerts them to their rights as
participants, informs them of the key requisite elements of
informed consent, models active participation in the con-
sent session itself, and discusses good decision making.

Method

Schizophrenia patients (N=83; age: mean=37.2 years, SD=13.9;
education: mean=13.2 years, SD=1.7; 82% men) who were consid-
ering participation in one of 10 randomized clinical trials (most
involving comparisons of medications) were recruited for this
project at the West Los Angeles Veterans Administration (VA)
Healthcare Center and the Aftercare Program of the University of
California at Los Angeles. Medical patients without self-reported
comorbid psychiatric illness (age: mean=59.1 years, SD=12.9; ed-
ucation: mean=14.1 years, SD=2.2; 82% men) were recruited from
the West Los Angeles VA’s diabetes, nutrition, wellness, women’s,
and outpatient clinics. University undergraduates without obvi-
ous medical, cognitive, or psychiatric problems (age: mean=21.4
years, SD=7.2; years of education: mean=13.1, SD=1.2; 40% men)
volunteered to fulfill a requirement of a lower division psychology
course. All subjects gave informed consent to participate. Al-
though the groups obviously differed in age and gender, they were
surprisingly similar in educational level. The high percentage of
men among the patients was a natural consequence of the heavy
reliance on VA clinical research settings.

The experimental video addresses three areas: 1) optimal be-
havior during the recruitment session, 2) the content that the in-
formed consent session covers, and 3) good decision making. The
videotape repeatedly emphasizes the need for the patient to be
active, open about any failure to understand, and assertive in
seeking information. Brief vignettes throughout the program
show two professional actors playing a doctor/recruiter and a pa-
tient reviewing the major consent topics that are mandated by
our institutional review boards, including the purpose of the
study, the benefits, the risks, the voluntariness, and so on. The vi-
gnettes explain what each topic means and emphasize that it is
the researcher’s responsibility to present each topic during the
session. A final section emphasizes the need to consider pros and
cons and to weigh costs and benefits of participation in the deci-
sion-making process. The videotape counsels that the patient
may take his or her time in deciding and may consult with family,
friends, or other advisors. Each point is presented in three modal-
ities—text bullets, voiceover narration, and brief enacted vi-
gnettes. It is important to stress that the experimental videotape
was deliberately written to be generic and applicable to a wide
range of conditions, protocols, and treatments. Nothing in the
content identifies whether the “patient” depicted is mentally or
physically ill or hints at the nature of his condition or the study for
which he is being recruited. The patient depicted is a Caucasian
man who is probably in his 30s. The physician recruiter is an Afri-
can American woman who is probably also in her mid-to-late 30s

or early 40s. The control program is an educational presentation
of general information about the history of societal concern
about human subject research and regulatory mechanisms such
as institutional review boards. It notes the importance that soci-
ety places on protecting human subjects, but it primarily empha-
sizes the role of institutional protections, such as institutional re-
view boards and government agencies, and it gives no specific
information about the nature, process, or content of the consent
session or of the responsibilities of either researcher or prospec-
tive participant. Both videotapes have the same “look and feel,”
are 16–18 minutes long, and are written at a fifth-grade reading
level. Most viewers perceive both as “educational.” Both are ge-
neric and suitable for general use in virtually any clinical research
in medicine or psychiatry.

The subjects were randomly assigned to view one of the video
programs. Knowledge about the consent process was measured
before and after the viewing with an 80-item quiz covering key el-
ements of the informed consent process written for this project
(Assessment of Informed Consent Issues, http://www.npistat.
com/aici.pdf). Coefficient alpha (reliability) of this measure was
0.90 in the schizophrenia group and 0.85 in both the student and
medical groups. The schizophrenia participants also were evalu-
ated with the Brief Psychiatric Rating Scale (BPRS) (6).

The primary measure of knowledge gain was percent improve-
ment calculated by dividing the raw change by the total possible
improvement. Thus, a score of 100% indicates a perfect final
score, regardless of the initial score, and a score of 50% indicates
that the subject got half of the items originally missed correct af-
ter viewing. A simple analysis of change yielded significant inter-
actions of change by baseline (i.e., a larger change for those start-
ing lower). This was considered a measurement artifact, and
conversion to the percent gain metric removed all such interac-
tions. Initial scores were analyzed by using one-way analysis of
variance, and the knowledge change data were analyzed with a
three-by-two (subject group-by-videotape condition) analysis of
covariance of percent knowledge gain by using baseline knowl-
edge score as a covariate. Table 1 presents initial and final means,
standard deviations, mean percent improvement, within-group t
tests and p values, and a standardized “effect size” index (d) com-
puted by dividing the mean difference by the pooled standard de-
viation (7). In the schizophrenia group, Pearson’s correlations
were computed between some BPRS items and initial and per-
cent gain scores on the 80-item informed consent knowledge
quiz.

Results

Table 1 summarizes the data. Initial knowledge scores
differed (F=8.6, df=2, 265, p<0.001; all pairwise differences
were significant by t test); the VA medical patients had the
highest baseline scores, and the schizophrenia subjects
had the lowest. There was a significant main effect of vid-
eotape condition, indicating far more improvement in

TABLE 1. Knowledge Gain Scores for Medical Patients, University Students, and Schizophrenia Patients Who Viewed Either
a Videotape About Informed Consent or a Control Videotapea

Group

Score for Informed Consent Videotape Score for Control Videotape

AnalysisInitial Final Percent Gain Initial Final Percent Gain

Mean SD Mean SD Mean SD Mean SD Mean SD Mean SD t p d
Medical patients 67.9 7.5 73.4 6.5 0.42 0.40 69.6 3.8 71.5 4.9 0.19 0.32 2.85 0.005 0.77
University students 65.7 6.3 74.9 5.1 0.64 0.27 65.6 7.1 68.9 6.3 0.21 0.27 7.98 0.001 1.43
Schizophrenia patients 63.5 9.1 69.2 8.2 0.36 0.32 62.9 9.2 65.1 9.5 0.15 0.22 3.22 0.002 0.70
a Main effect of videotape: F=55.3, df=1, 261, p<0.0001; videotape-by-diagnosis: F=4.0, df=2, 261, p=0.02; t tests (all df=261) showed signifi-

cance of within-group difference in percent gain between experimental and control videotapes; d is the standardized mean difference
(pooled SD=0.30) or the effect size for percent gain; values of 0.8 are considered large.
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knowledge for those viewing the experimental videotape
in each subject group (F=55.3, df=1, 261, p<0.0001). Al-
though the effect was small, a significant interaction of
videotape condition by group (F=4.0, df=2, 261, p=0.02) in-
dicated that the student group had a larger videotape ef-
fect than either patient group. Within-sample t tests were
significant in all groups, and standardized effect sizes were
statistically large to very large in all groups. In the schizo-
phrenia group, higher scores on BPRS conceptual disorga-
nization were moderately correlated with lower baseline
(before viewing) test scores on the informed consent quiz
(r=–0.38, df=80, p<0.001). However, conceptual disorgani-
zation did not correlate meaningfully with percent gain in
the experimental (r=0.06, df=41, n.s.) or control videotape
groups (r=–0.14, df=35, n.s.) when the baseline score was
statistically controlled. Similarly, BPRS positive and nega-
tive symptom cluster scores and the BPRS total score were
all uncorrelated with percent gain in the experimental vid-
eotape group (r ranged from –0.16 to 0.18, all df=41, all
n.s.), suggesting that knowledge gains associated with
viewing the experimental videotape were relatively inde-
pendent of symptom level, at least within the range in this
study group.

Conclusions

We believe that our brief videotape is a valid teaching
tool for a broad range of prospective clinical research par-
ticipants, including those with schizophrenia. This is con-
sistent with Carpenter et al. (8), who reported that individ-
uals with schizophrenia can benefit from educational
interventions during the informed consent process across
a range of symptom severity. This study also echoes our
previous finding that schizophrenia patients with more
severe conceptual disorganization may be most in need of
assistance with the consent process (3). Current symptom
severity did seem to matter, but the participating clinical
trials involved maintenance treatments of stabilized
schizophrenia patients. Patients who were acutely psy-
chotic were screened out by a clinician before the issue of
participating in a maintenance study was even broached.
Our videotape program may thus have applicability to the
recruitment of persons with very varied cognitive abilities

for medical and psychiatric treatment research in diverse
research settings.
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