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Abstract

This study examined the efficacy of corrected feedback for improving consent recall throughout
the course of an ongoing longitudinal study. Participants (N = 135) were randomly assigned to
either a corrected feedback or a no-feedback control condition. Participants completed a consent
quiz 2-weeks after consenting to the host study and at months 1, 2, and 3. The corrected feedback
group received corrections to erroneous responses and the no-feedback control group did not. The
feedback group displayed significantly greater recall overall and in specific content areas (i.e.,
procedures, protections, risks/benefits). Results support the use of corrected feedback for
improving consent recall.
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Research indicates that participants often recall only a portion of consent information
following their recruitment into clinical trials. Research participants have been found to be
unaware that they are participating in a research study, have poor recall of study
information, have inadequate recall of important risks and benefits, lack understanding of
randomization procedures and placebo treatments, lack awareness of the ability to withdraw
from the research study at any time, and are often confused about the dual roles of clinician
and researcher (Appelbaum et al., 1982; Cassileth et al., 1980; Edwards et al., 1998; Levine,
1992; Muss et al., 1979; Robinson & Merav, 1976; Silva & Sorell, 1988; Sugarman et al.,
1998; Verheggen & van Wijmen, 1996). In our own program of research with drug-abusing
offenders, we similarly found a discouraging lack of understanding and retention of
informed consent information (e.g., Festinger, Ratanadilok, Marlowe, Dugosh et al., 2007;
Festinger et al., 2009).

Substance abusers in particular may present a number of unique issues when obtaining
informed consent because of the direct effects of their substance abuse as well as a wide
range of co-morbid conditions (McCrady & Bux, 1999). Acute drug intoxication or
withdrawal may impair attention, cognition, or retention of important information (Munro,
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et al., 2000; Saxton et al., 2000; Tapert & Brown, 2000; Victor et al., 1989). Limited
educational opportunities, chronic brain changes resulting from long-term drug or alcohol
use, poor nutrition, and co-morbid health problems (e.g., AIDS-related dementia) are
common in individuals with substance abuse or dependence and may also reduce
concentration and limit understanding during the informed consent process (McCrady &
Bux, 1999).

Successful strategies for improving understanding and recall of consent information have
involved the use of improved and simplified consent forms (e.g., Krynski et al., 1994;
Tymchuk et al., 1988; Tymchuk & Ouslander, 1991; Wirshing et al., 1998), the use of
consent information summaries (Sorrell, 1991), making post-consent telephone contacts
(Aaronson et al., 1996; Dodd & Mood, 1981), and providing procedural orientations
(Armstrong et al., 1997; Askew et al., 1990). Other efforts that were generally not successful
or showed mixed results included the use of videotape methodologies (compare Agre et al.,
1994; Fureman et al., 1997 [positive effects] with; Westreich et al., 1995; Weston et al.,
1997 [no effects]), and the use of highly detailed consent information, which was not
associated with improved understanding in either a research or a clinical context (Hopper &
Tyler, 1989; Stanley et al., 1998; Taub et al., 1986; Taub et al., 1987).

One strategy that has been most consistently associated with improvements in both initial
understanding as well as recall of informed consent information is the corrected feedback or
multiple learning trial approach (Taub et al., 1981; Taub & Baker, 1983; White et al., 1995).
This procedure typically involves (1) assessing a participant’s knowledge and
comprehension of informed consent information following an initial presentation and review
of the consent form and (2) providing corrected feedback on incorrect items. This procedure
has been evaluated both as a one-time (e.g., Stiles et al., 2001) and as a multiple-trial
intervention (e.g., Taub & Baker, 1983).

Taub et al. (1981) examined the extent to which providing elderly patients with feedback on
incorrect consent quiz responses improved retention of consent information. A total of 87
elderly adults were divided into two groups. Participants in the experimental group read the
consent form and answered multiple-choice questions covering the main points of the
consent form. They then received feedback with corrected answers. Participants in the
control group read the consent form but did not receive a consent quiz or corrected
feedback. All participants were tested two to three weeks later on their recall of the consent
information. Results indicated that the use of the corrected feedback procedure significantly
improved recall of consent information at all age levels and vocabulary levels. Taub and
Baker (1983) used a similar procedure to examine comprehension of consent information in
another cohort of elderly participants. Participants in one group were given a single
comprehension test and feedback before signing consent documents, while those in the other
group were provided with up to three comprehension trials to reach mastery criteria on the
quiz. Results indicated that the multi-trial corrected-feedback approach improved
comprehension scores at all vocabulary levels.

Carpenter et al. (2000) tested an educational corrected feedback procedure to improve
comprehension of consent information among schizophrenic patients. Prior to the
intervention, the patients demonstrated significantly poorer comprehension of consent
information than a non-patient control group as measured by the MacArthur Competence
Assessment Tool for Clinical Research (MacCAT-CR). Results revealed that the
intervention was able to bring schizophrenic patients’ scores into the range of the non-
patient comparison group. This procedure has also been effective with patients consenting to
surgical procedures (White et al., 1995).
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Notably, the corrected feedback procedure appears to be one of the only interventions to
translate the informed consent into an ongoing process rather than a one-time event. In this
respect, ongoing corrected feedback may not only help to remedy problems with the initial
informed consent procedure, but may also establish informed consent as a dynamic, on-
going process that begins when a participant is first approached about entering a study and
continues throughout his or her participation. An ongoing consent process may be
particularly important for ensuring the recall of certain information, such as the ability to
withdraw from the study with out negative recourse, specific side effects that may result
from experimental interventions, confidentiality of research data, and how to register
complaints in the event of research misconduct. In fact, some of these concerns may not
arise until a study is over. This view is clearly endorsed by many research ethics boards and
scientific organizations (e.g., Bioethics Interest Group, National Institutes of Health, 1998;
Geller et al., 1997; Office of Human Subjects Research, National Institutes of Health, 2000;
United States Department of Health and Human Services, 1998). For instance, the NIH
Bioethics Interest Group (1998) recommends that: “Investigators should provide information
in small increments, repeated over time, and assure that the process lasts as long as is
required for the Participant to gain proper appreciation of the study” (p. 3). Similarly, the
NIH Office of Human Subjects Research (2000) requires that “depending on the nature, type
and duration of the research, ongoing discussion with and education of subjects about the
study may continue long after the informed consent document is signed” (p. 1).

Despite highly promising empirical support for the use of corrected feedback in a range of
clinical populations, we identified no empirical evaluation of this procedure with substance
abusers or with criminal justice-involved populations other than the current line of research.
The purpose of the current study was to examine the efficacy of the corrected feedback
procedure in improving recall of consent information in a population of drug court clients
who were being recruited for participation in a real-world clinical trial. Importantly, the
current study seeks to examine the use of corrected feedback to improve recall of consent
and study-related information throughout the course of a longitudinal study, after
participants have provided informed consent to participate; in contrast, many other studies of
this nature have focused on the initial consent process. Based on the prior literature on this
procedure, we hypothesized that clients receiving monthly corrected feedback would recall a
significantly larger proportion of the informed consent information over the course of the 4-
month study than clients who received the standard consent procedure that did not include
ongoing monthly corrected feedback.

Host Study context

To increase the ecological validity of the study, we appended this informed consent protocol
onto an on-going NIDA-funded study. The aim of the host study was to examine the effects
of matching drug court clients to different dosages of court hearings before the judge.
Because the procedures involved in the host study may have substantial implications for
participants’ legal rights, it was particularly important to obtain voluntary and knowing
consent to participate in the research. The purpose of this study (as described in Marlowe,
Festinger, Lee, Dugosh, & Benasutti, 2006) was to prospectively assign high-risk drug court
clients to bi-weekly judicial status hearings, and to assign low-risk clients to as-needed
hearings, and to compare their outcomes to those of clients attending the standard schedule
of status hearings. Specifically, consenting participants were randomly assigned in roughly
equal proportions either to be matched or unmatched. Unmatched participants were
scheduled to attend status hearings every 4 to 6 weeks, which is the standard practice for this
misdemeanor drug court. Matched participants were scheduled either to attend bi-weekly
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judicial status hearings or as-needed hearings, depending upon whether they met criteria for
APD or had a drug treatment history

A total of 90 offenders who were admitted to a misdemeanor drug court located in the urban
city of Wilmington, Delaware signed up to hear about the parent study between October 26,
2004 and November 15, 2005. All of these individuals ultimately consented to participate in
the study. To be eligible for the misdemeanor drug court program and for the host study,
offenders had to (1) be at least 18 years of age; (2) be a resident of New Castle County,
Delaware; (3) be charged with a misdemeanor drug offense involving possession of
cannabis, possession of drug paraphernalia, or possession of hypodermic syringes; and (4)
have no history of a violent crime, drug dealing, or drug manufacturing. All individuals
admitted to the drug court program received treatment and court monitoring in lieu of
incarceration. The drug court program is scheduled to be a minimum of 14 weeks in length
and involves a combination of psychosocial treatment, court hearings, regular case
management, and weekly urine drug screens. A total of 45 participants were randomly
assigned to each of the two study conditions, and the two groups did not differ on baseline
demographic or status variables including age, gender, race, and drug problem severity (see
Table 1).

All potential study participants underwent a comprehensive, manualized informed consent
procedure upon entry into the host study. First, the research technician explained the consent
process to clients. The research technician then asked clients to read the consent form
silently to themselves as the interviewer read it aloud. This procedure avoids clients
experiencing embarrassment by having to admit difficulties with reading. The research
technician assured clients that they could stop the process at any time to ask for clarification
and that there would also be time at the end of the process to discuss the consent form and to
ask additional questions. The technician then proceeded to read and subsequently paraphrase
each section of the informed consent document according to a standard script. When the
technician was finished, clients were given yet another opportunity to ask questions.
Subsequently, clients were asked to paraphrase each section of the consent form and offered
clarification by the technician until they could correctly paraphrase each section.. Consented
clients were then randomly assigned to either the corrected feedback condition or the no-
feedback control condition. Importantly, it was necessary to provide all participants with the
same high standard of informed consent upon entry into the host study. Unlike many studies
conducted in ethics research that often employ sham studies, the current study was
conducted in the context of a real-world clinical trial involving a high-risk intervention with
a vulnerable population. As such, it would be considered unethical not to clarify
misconceptions about the study to participants in one group during their initial informed
consent process.

Following the consent process, all participants completed a baseline interview that included
the Addiction Severity Index (ASI) (McLellan, Luborsky, O’Brien, & Woody, 1980;
McLellan et al., 1992). Within two weeks following the initial assessment (M = 11.63 days,
SD = 10.55 days), all clients attended a second appointment at which they completed the
baseline consent quiz. During the consent quiz, participants were instructed to answer each
question according to their best recollection of how the information was presented to them
during the initial consent procedure. Participants in the corrected feedback condition
received corrections to erroneous responses and those in the no-feedback control condition
did not. Research technicians were trained by the research coordinator to administer the
consent quiz and feedback (to the experimental group) in a scripted and highly standardized

Ethics Behav. Author manuscript; available in PMC 2011 November 10.



1duasnuey Joyiny vd-HIN 1duasnuey Joyiny vd-HIN

1duasnuey Joyiny vd-HIN

Festinger et al.

Measures

Page 5

manner. The research coordinator conducted multiple role plays of the consent process with
the research technicians until they had successfully mastered the process. Following this
assessment, clients returned monthly for the next three months to complete a consent quiz.
Consequently, clients had the opportunity to complete a total of four possible consent
quizzes (i.e., baseline, month 1, month 2, and month 3). Participants received $40 for
completing the first baseline assessment, $30 for completing the second baseline assessment,
and $25 for completing each monthly quiz.

The study was approved and monitored by the Institutional Review Boards of the Treatment
Research Institute and the Delaware State Department of Health and Social Services. We
obtained a NIH Confidentiality Certificate for the host study, which shields the research data
from a court order or subpoena (42 CFR Part 2a; 42 U.S.C. § 2a(6)).

Addition Severity Index (ASI)—The ASI (McLellan, Luborsky, O’Brien, & Woody,
1980; McLellan et al., 1992) is a semi-structured interview that assesses current (past 30
days) and lifetime problems in the following domains: legal, medical, drug, alcohol, family/
social, employment, and psychiatric. Composite scores are calculated for each ASI domain,
and these scores are global indicators of problem severity in that domain (McDermott et al.,
1996). The ASI was administered at the first baseline interview and took approximately 45
minutes to complete. ASI composite scores provided a measure of baseline problem severity
in order to ensure the equivalence of the two conditions.

Consent Quiz—The consent quiz was modeled after the Understanding Scale of the
MacCAT-CR (Appelbaum & Grisso, 2001). The 16-item consent quiz was administered to
all participants at their second baseline assessment and at each subsequent assessment. The
scale was tailored to assess 16 principal aspects of the host study’s consent form including
the purpose of the study, the procedures and assessments, remuneration, and human rights
protections (e.g., confidentiality, recourse in the event of being harmed, whom to contact
with additional questions or concerns). It was developed by translating each of the main
elements of the consent form into a scorable question format. This modified version of the
scale has been used in a number of previous studies as a measure of consent recall (e.g.,
Festinger, Ratanadilok, Marlowe, Dugosh, et al., 2007; Festinger, Marlowe, Croft, Dugosh,
Arabia, & Benasultti, 2009).

The questions varied in the number of answers that were called for, with the number of
necessary responses ranging from one to seven. For example, one question addressing the
duration of the study had only one response (i.e., 6 months), whereas another question
addressing the schedule of follow-up interviews had seven responses, corresponding to each
of the seven follow-up interviews. The questions were delivered in an open-ended manner;
therefore, participants did not know the number of responses that were required for each
question. The 16-item questionnaire took an average of 12.5 minutes (SD = 2.6) to
complete.

Because each item varied in the number of necessary responses, scores for each item were
weighted by the number of necessary responses. This weighting was accomplished by
calculating the proportion of correct responses provided (out of the total of necessary
responses) for each item. For instance, if a person provided one correct response to an item
that had two components, he or she received score of .50 for that item. Likewise, if a person
provided seven correct responses to an item that had seven components, he or she received a
score of 1 for that item. Consent quiz scores were calculated by summing these weighted
scores. And scores could range from 0 to 16. In addition, each item could be classified into
one of three domains: 1) understanding of protocol (8 items), 2) human subject protections
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(6 items), and 3) risks and benefits of participation (2 items). Subscale scores were
calculated for each of the three domains listed above by summing the weighted scores for
the items within each domain. Understanding of protocol scores could range from 0 to 8,
human subject protections scores could range from 0 to 6, and risk and benefits scores could
range from 0 to 2.

Data Analysis

Results

Groups were compared on the number of consent quizzes completed using a t-test, and a
poisson regression analysis was used to identify baseline status and demographic variables
(i.e., age, race, gender, employment status, marital status, history of prior substance abuse
treatment, alcohol problem severity, and drug problem severity) that were related to the
number of consent quizzes completed. Group differences in the timing of the consent quiz
administrations (i.e., the number of days from consent) were examined using a linear mixed
effects model (Littell, Milliken, Stroup and Wolfinger, 1996). Mixed effects models are well
suited to the analysis of repeated measures data because they allow for the specification of
the covariance structure of the repeated measurements and they do not require complete
data. The model examined differences in time from consent for quizzes 1 through 4 and
included terms for group, administration number, and their interaction. Significant group or
group by administration number interaction effects would indicate that time from consent
should be included as a covariate in the model as the timing of the consent quizzes varied
systematically between the conditions.

The primary analyses examined group differences in recall of the consent information. A
series of linear mixed effects models were used to examine differences between the consent
as usual and corrected feedback conditions on recall of consent information. The primary
model examined differences in total consent quiz scores administrations 1 through 4 and
included terms for group, administration number, and their interaction. Models used a
maximum likelihood estimation strategy and specified a compound symmetry covariance
structure. This approach was repeated for each of the three subscale scores. Analyses were
conducted using SAS v. 9.3.

Quiz completion

In the consent as usual group, the sample sizes at administration 1 through 4 were 45, 39, 31,
and 13, respectively. Corresponding sample sizes in the feedback group were 45, 41, 32, and
20, respectively. Clients in the consent group completed an average of 2.84 (SD = 1) consent
quizzes and clients in the corrected feedback group completed an average of 3.07 consent
quizzes (p = .30). The number of consent quizzes completed was not related to any
demographic or baseline status variables (all p’s = .24 to .80). In the consent as usual group,
the average number of days from consent for each quiz administration was 18.55 (SD =
19.77), 59.90 (SD = 27.42), 90.10 (SD = 27.42), and 120.23 (SD = 20.15) for
administrations 1 through 4, respectively. In the corrected feedback condition, the
corresponding average number of days from consent was 22.84 (SD = 27.93), 63.88 (SD =
27.56), 89.06 (SD = 22.25), and 119.90 (SD = 20.76). There was no group [F(1, 88) = 0.04,
p = .83] or group or group by administration number interaction [F(3, 170) = 1.42, p = .24]
for the number of days from consent.

Total scale score

Quiz scores for each group at each assessment number are presented in Table 2. The model
examining total scales score revealed a main effect for group, F(1, 88) = 8.26, p < .01,
administration number, F(3, 170) = 5.06, p < .01, and a group by administration number
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interaction, F(3, 170) = 2.76, p < .05. Specific contrasts indicated that total scale scores were
significantly higher in the corrected feedback condition than in the consent as usual
condition at the third and forth administrations, but not at the first and second
administrations. On average, clients in the corrected feedback condition displayed a 15%
increase over time in the percent of correct responses (40% at baseline vs. 55% at the final
administration) while clients in the consent as usual displayed a 5% increase over time (37%
at baseline vs. 42% at the final administration).

Understanding of protocol score

The model examining the understanding of protocol sub-scale scores indicated a significant
effect of group, F(1, 88) = 5.85, p < .05, and administration number F(3, 170) =2.93,p <.
05. However, the group by administration number did not reach statistical significance (p =.
33). Specific contrasts indicated that, overall, scores were significantly higher in the
corrected feedback condition (IsM = 4.00; SE = .21) than in the consent as usual condition
(IsM = 3.24; SE = .22) and scores at the third administration (IsM = 3.93; SE = .20) were
significantly higher than scores at the first (IsM = 3.41; SE = .18) and second administrations
(IsM = 3.43; SE =.18). On average, clients in the corrected feedback condition displayed a
13% increase over time in the percent of correct responses (45% at baseline vs. 58% at the
final administration) while clients in the consent as usual displayed a 9% increase over time
(40% at baseline vs. 49% at the final administration).

Human subject protections score

The model examining the human subject protections sub-scale scores indicated significant
effects of group F(1, 88) = 5.52, p < .05 and administration number, F(1, 170) =8.59, p <.
0001. Collapsing across administration number, scores were significantly higher in the
feedback condition (IsM = 2.69; SE = .10) than in the control condition (IsM = 2.34; SE =..
11). Overall, scores were significantly lower at the first administration (IsM = 2.10; SE =.
10) than at the three subsequent administrations (second: IsM = 2.50; SE = .10; third: IsM =
2.70; SE = .12; and fourth: IsM = 2.77; SE = .16). Finally, there was group by administration
interaction trend, F(3, 1708) = 2.26, p < .10, in which the feedback groups displayed higher
scores than the control group at the third and forth administration. On average, clients in the
corrected feedback condition displayed a 20% increase over time in the percent of correct
responses (35% at baseline vs. 55% at the final administration) while clients in the consent
as usual displayed a 5% increase over time (35% at baseline vs. 40% at the final
administration).

Risks and benefits score

The model examining risks and benefits sub-scale scores indicated a main effect of group,
F(1, 88) = 4.46, p = .04 and a group by administration number interaction, F(3, 170) = 2.83,
p < .05. Specific contrasts indicated that risks and benefits subscale scores were significantly
higher in the corrected feedback condition than in the consent as usual condition at the third
and forth administrations. On average, clients in the corrected feedback condition displayed
a 15% increase over time in the percent of correct responses (30% at baseline vs. 45% at the
final administration) while clients in the consent as usual displayed a 12% decrease over
time (32% at baseline vs. 20% at the final administration).

Discussion

The results of this study provide additional support for the efficacy of an ongoing corrected
feedback procedure for improving recall of informed consent information. Findings
indicated that research participants who received monthly quizzes and corrected feedback on
incorrect responses displayed greater recall of consent information overall (i.e., total scale
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scores) than participants who did not receive corrected feedback. In addition, the corrected
feedback procedure led to significant improvements in participants’ correct recall of (1) the
nature and purpose of the study, (2) the specific human subject protections afforded to them
as research participants and (3) the risks and benefits associated with participation.
Importantly, however, these effects were generally modest in size, leading to only a 55%
recall of consent information after several repetitions of the corrected feedback procedure.

Consistent with prior research on multiple learning trials and corrected feedback, our
procedure resulted in greater recall of potentially important and vital information related to
participants’ human subject protections. Prior to the present study, the corrected feedback
procedure was examined and found to be efficacious in a number of clinical populations
including the elderly, medically hospitalized, and schizophrenic patients. However, the
current study was the first to examine the utility of this intervention in a doubly vulnerable
population of criminally involved substance abusers.

A potential limitation of the study is related to the level or type of knowledge of consent
information that we are measuring in the study (Appelbaum and Grisso, 2001; Flory and
Emanuel, 2004). Flory and Emanuel (2004) have argued that the improvements observed as
a result of the corrective feedback procedure (e.g., Wirshing et al., 1998; Coletti et al., 2003;
Stiles et al., 2001; Taub & Baker, 1983; Taub, Kline & Baker, 1981) may reflect rote
memorization rather than changes in understanding. For example, simply recalling the
elements of a consent document may not necessarily mean a participant appreciates the
implications that taking part in the study may have to his or her personal well-being.
However, it seems reasonable to assume that accurately recalling consent information is a
minimum requirement for engaging in such a decision-making process. If participants do not
correctly recall the basic study elements, it is difficult for them to rationally consider the
implications of participation to their personal interests.

Moreover, it may be argued that much of the information that is relevant to research
participants’ human subject protections and risks and benefits are simple memorizable facts
rather than latent constructs. For example, it may be sufficient for a participant to know that
he or she can withdraw from the study at any time without consequence (human subject
protection) or that an experimental procedure may cause certain side effects (risks). A
procedure that increases the likelihood that this type of information is memorized is likely to
improve their overall ethical protections. However, it should be noted that our research
technicians were trained to probe participants to gauge whether they understood the
concepts behind their responses. For example, “randomization” was considered an
acceptable response for the question of how one was assigned to a study condition. If a
participant responded to the question with only the word “randomization”, the RA probed
them to determine whether they truly understood the meaning of randomization.

Another potential limitation of the study is that the open-ended consent quiz used in the
study has not been standardized or psychometrically validated. In our review of the
literature, we failed to identify a single structured, psychometrically validated consent quiz.
In fact, standardization may not be possible because consent quizzes must be tailored to each
study. Nevertheless, dozens of versions of consent quizzes are found in the literature (see
Flory and Emanuel, 2004 for review). One common limitation of many of these quizzes is
that they use of brief, overly simplistic, and leading questions (e.g., true and false, multiple
choice) which are likely to overestimate participants’ understanding and recall. Furthermore,
these instruments often rely on recognition rather than recall of the information. To avoid
the shortcomings of these formats and to more accurately assess understanding and recall,
we chose to use an open-ended format for our consent quiz that relies on recall rather than
recognition. In fact, study participants are likely to rely on recall (rather than recognition)
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when they need study related information (e.g., protections, risks, and recourse for adverse
events) throughout or following their study participation

A final potential limitation to the study is that the research technicians that administered the
consent quiz were not blinded to the different study conditions. It is possible that our failure
to blind them to study conditions may have introduced some unintentional bias to the
delivery of the informed consent procedures and the scoring of consent quizzes. Future
studies should include blinding procedures to prevent the introduction of experimenter bias.

The current study demonstrated the effectiveness of a cognitive-based corrective feedback
procedure in improving the recall of consent information in a substance abusing offender
population. Clients in the corrected feedback condition recalled approximately 15% more of
the consent information at the fourth assessment than they did at baseline; however, they
were still only able to recall approximately 55% of the information overall. While the effects
of this cognitive intervention have demonstrated statistical significance, its clinical
significance is not as apparent as participants who receive corrected feedback still fail to
remember 45% of their consent information, on average. We have begun to explore other
factors including motivation that may play a role in recall of consent information. In fact, we
have demonstrated in a pilot study (Festinger et al., 2009) that increasing motivation to
recall consent information through the use of incentives results in higher rates of recall.
Future studies are necessary to develop and examine effective cognitive and motivation-
based strategies to improve participants’” understanding and recall of consent information as
to better ensure their human subject protections.

Acknowledgments

This research was supported by grants #R01-DA-16730 and #R01-DA-13096 from the National Institute on Drug
Abuse (NIDA). The views expressed are those of the authors and do not necessarily reflect the views of NIDA. We
gratefully acknowledge the on-going collaboration of the New Castle County Court of Common Pleas.

We also thank Kathleen Benasutti for her assistance with project management and data collection and Matthew D.
Haines for his help in manuscript preparation.

References

Aaronson NK, Visser-Pol E, Leenhouts GH, Muller MJ, van der Schot S, van Dam F, et al. Telephone-
based nursing intervention improves the effectiveness of the informed consent process in cancer
clinical trials. Journal of Clinical Oncology. 1996; 14:984-996. [PubMed: 8622050]

Agre P, Kurtz RC, Krauss BJ. A randomized trial using videotape to present consent information for
colonoscopy. Gastrointestinal Endoscopy. 1994; 40:271-276. [PubMed: 8056226]

Appelbaum, PS.; Grisso, T. The MacArthur Competence Assessment Tool for Clinical Research
(MacCAT-CR). Sarasota, FL: Professional Resource Press; 2001.

Appelbaum PS, Roth LH, Lidz C. The therapeutic misconception: Informed consent in psychiatric
research. International Journal of Law and Psychiatry. 1982; 5:319-329. [PubMed: 6135666]

Armstrong AP, Cole AA, Page RE. Informed consent: Are we doing enough? British Journal of Plastic
Surgery. 1997; 50:637-640. [PubMed: 9613407]

Askew G, Pearson KW, Cryer D. Informed consent: Can we educate Patients? Journal of the College
of Surgeons of Edinburgh. 1990; 35:308-310.

Bioethics Interest Group, National Institutes of Health. Research involving individuals with
questionable capacity to consent: Ethical issues and practical considerations for Institutional Review
Boards (IRBs). 1998. Retrieved June 23, 2003, from
http://www.nih.gov/sigs/bioethics/reports/exec_sum.htm

Carpenter WT, Gold JM, Lahti AC, Queern CA, Conley RR, Bartko JJ, et al. Decisional capacity for
informed consent in schizophrenia research. Archives of General Psychiatry. 2000; 57:533-538.
[PubMed: 10839330]

Ethics Behav. Author manuscript; available in PMC 2011 November 10.


http://www.nih.gov/sigs/bioethics/reports/exec_sum.htm

1duasnuey Joyiny vd-HIN 1duasnuey Joyiny vd-HIN

1duasnuey Joyiny vd-HIN

Festinger et al.

Page 10

Cassileth BR, Zupkis RV, Sutton-Smith K, March V. Informed consent: Why are its goals imperfectly
realized? New England Journal of Medicine. 1980; 302:869-900.

Coletti AS, Heagerty P, Sheon AR, Gross M, Koblin BA, Metzger DS, et al. Randomized, controlled
evaluation of a prototype informed consent process for HIV vaccine efficacy trials. Journal of
Acquired Immune Deficiency Syndrome. 2003; 32:161-169.

Dodd MJ, Mood DW. Chemotherapy: Helping patients to know the drugs they are receiving and their
possible side effects. Cancer Nursing. 1981; 4:311-318. [PubMed: 6911058]

Edwards SJF, Lilford RJ, Thornton J, Hewison J. Informed consent for clinical trials: In search of the
best method. Social Science and Medicine. 1998; 11:1825-1840. [PubMed: 9877351]

Festinger DS, Marlowe DB, Croft JR, Dugosh KL, Arabia PL, Benasutti KM. Monetary Incentives
Improve Recall of Research Consent Information: It Pays to Remember. Experimental and
Clinical Psychopharmacology. 2009; 17(2):99-104. [PubMed: 19331486]

Festinger DS, Ratanadilok K, Marlowe DB, Dugosh KL, Patapis NS, DeMatteo DS.
Neuropsychological functioning and recall of research consent information among drug court
clients. Ethics & Behavior. 2007; 17(2):163-186.

Flory J, Emanuel E. Interventions to improve research participants’ understanding in informed consent
for research: A systematic review. JAMA. 2004; 292:1593-1601. [PubMed: 15467062]

Fureman I, Meyers K, McLellan AT, Metzger D, Woody G. Evaluation of a video-supplement to
informed consent: Injection drug users and preventive HIV vaccine efficacy trials. AIDS
Education & Prevention. 1997; 9:330-341. [PubMed: 9376207]

Geller G, Botkin JR, Green MJ, Press N, Biesecker BB, Wilfond B, et al. Genetic testing for
susceptibility to adult-onset cancer: The process and content of informed consent. JAMA. 1997,
277:1467-1474. [PubMed: 9145720]

Hopper KD, Tyler HN. Informed consent for intravascular administration of contrast material: How
much is enough? Radiology. 1989; 171:509-514. [PubMed: 2704817]

Krynski MD, Tymchuck AJ, Ouslander JG. How informed can consent be?: New light on
comprehension among elderly people making decisions about internal tube feeding. Gerontologist.
1994; 34:36-43. [PubMed: 8150306]

Levine R. Clinical trials and physicians as double agents. The Yale Journal of Biology and Medicine.
1992; 65:65-74. [PubMed: 1519378]

Littell, RC.; Milliken, GA.; Stroup, WW.; Wolfinger, RD. SAS system for mixed models. Cary, NC:
SAS Institute, Inc; 1996.

Marlowe DB, Festinger DS, Lee PA, Dugosh KL, Benasutti KM. Matching judicial supervision to
clients’ risk status in drug court. Crime & Delinquency. 2006; 52:52-76. [PubMed: 18174915]

McCrady BS, Bux DA Jr. Ethical issues in informed consent with substance abusers. Journal of
Consulting & Clinical Psychology. 1999; 67:186-93. [PubMed: 10224728]

McDermott PA, Alterman Al, Brown L, Zaballero A, Snider EC, McKay JR. Construct refinement and
confirmation for the addiction severity index. Psychological Assessment. 1996; 8:182-189.

McLellan AT, Kushner H, Metzger D, Peters R, Smith I, Grissom G, et al. The fifth edition of the
Addiction Severity Index. Journal of Substance Abuse Treatment. 1992; 9:199-213. [PubMed:
1334156]

McLellan AT, Luborsky L, O’Brien CP, Woody GE. An improved diagnostic instrument for substance
abuse clients: The addiction severity index. Journal of Nervous & Mental Disease. 1980; 168:26—
33. [PubMed: 7351540]

Munro CA, Saxton J, Butters MA. The neuropsychological consequences of abstinence among older
alcoholics: A cross-sectional study. Alcoholism: Clinical & Experimental Research. 2000;
24:1510-1516.

Muss HB, White DR, Michielutte R, Richards F, Cooper MR, William S, et al. Written informed
consent in patients with breast cancer. Cancer. 1979; 43:549-556.

Office of Human Subjects Research, National Institutes of Health. Guidelines for writing informed
consent documents. 2000. Retrieved June 23, 2003, from http:/ohsr.nih.gov/info/finfo_6.php3

Robinson G, Merav A. Informed consent: Recall by patients tested post-operatively. The Annals of
Thoracic Surgery. 1976; 22:209-212. [PubMed: 962403]

Ethics Behav. Author manuscript; available in PMC 2011 November 10.


http:/ohsr.nih.gov/info/finfo_6.php3

1duasnuey Joyiny vd-HIN 1duasnuey Joyiny vd-HIN

1duasnuey Joyiny vd-HIN

Festinger et al.

Page 11

Saxton J, Munro CA, Butters MA, Schramke C, McNeil MA. Alcohol, dementia, and Alzheimer’s
disease: Comparison of neuropsychological profiles. Journal of Geriatric Psychiatry & Neurology.
2000; 13:141-149. [PubMed: 11001137]

Silva MC, Sorrell JM. Enhancing comprehension of information for informed consent: A review of
empirical research. IRB. 1988; 10(1):1-5. [PubMed: 11658988]

Sorrell JM. Effects of writing/speaking on comprehension of information for informed consent.
Western Journal of Nursing Research. 1991; 13:110-122. [PubMed: 1998251]

Stanley BM, Walters DJ, Maddern GJ. Informed consent: How much information is enough? The
Auwustralian and New Zealand Journal of Surgery. 1998; 68:788-791. [PubMed: 9814743]

Stiles PG, Poythress NG, Hall A, Falkenbach D, Williams R. Improving understanding of research
consent disclosures among persons with mental illness. Psychiatric Services. 2001; 52:780-785.
[PubMed: 11376225]

Sugarman J, McCrory DC, Hubal RC. Getting meaningful informed consent from older adults: A
structured literature review of empirical research. Journal of the American Geriatrics Society.
1998; 46:517-524. [PubMed: 9560079]

Tapert SF, Brown SA. Substance dependence, family history of alcohol dependence and
neuropsychological functioning in adolescence. Addiction. 2000; 95:1043-1053. [PubMed:
10962769]

Taub HA, Baker MT. The effect of repeated testing upon comprehension of informed consent
materials by elderly volunteers. Experimental Aging Research. 1983; 9:135-138. [PubMed:
6641771]

Taub HA, Baker MT, Sturr JF. Informed consent for research: Effects of readability, patient age, and
education. Journal of the American Geriatrics Society. 1986; 34:601-606. [PubMed: 3722678]

Taub HA, Baker MT, Kline GE, Sturr JF. Comprehension of informed consent information by young-
old through old-old volunteers. Experimental Aging Research. 1987; 13:173-178. [PubMed:
3505870]

Taub HA, Kline GE, Baker MT. The elderly and informed consent: Effects of vocabulary level and
corrected feedback. Experimental Aging Research. 1981; 7:137-146. [PubMed: 7274320]

Tymchuk AJ, Ouslander JG. Informed consent: Does position of information have an effect upon what
elderly people in long-term care remember? Educational Gerontology. 1991; 17:11-19. [PubMed:
11659373]

Tymchuk AJ, Ouslander JG, Rahbar B, Fitten J. Medical decision-making among elderly people in
long-term care. Gerontologist. 1988; 28:59-63. [PubMed: 3139502]

United States Department of Health and Human Services. Congressional testimony of Gary Ellis,
Director of Office for Protection from Research Risks, National Institutes of Health, on protecting
human clinical research patients (before the house committee on government reform and
oversight, subcommittee on human resources). 1998. Retrieved June 23, 2003, from
www.hhs.gov/asl/testify/t980611a.html

Verheggen FWSM, van Wijmen FCB. Informed consent in clinical trials. Health Policy. 1996;
36:131-153. [PubMed: 10158765]

Victor, M.; Adams, R.; Collins, G. The Wernicke-Korsakoff Syndrome and Related Neurologic
Disorders Due to Alcoholism and Malnutrition. 2. Philadelphia: FA Davis; 1989.

Weston J, Hannah M, Downes J. Evaluating the benefits of a patient information video during the
informed consent process. Patient Education & Counseling. 1997; 30:239-245. [PubMed:
9104380]

Westreich L, Levine S, Ginsburg P, Wilets I. Patient knowledge about electoconvulsive therapy: Effect
of an informational video. Convulsive Therapy. 1995; 11:32-37. [PubMed: 7796066]

White CS, Mason AC, Feehan M, Templeton PA. Informed consent for percutaneous lung biopsy:
Comparison of two consent protocols based on patient recall after the procedure. American Journal
of Roentgenology. 1995; 165:1139-1142. [PubMed: 7572491]

Wirshing DA, Wirshing WC, Marder SR, Liberman RP, Mintz J. Informed consent: Assessment of
comprehension. American Journal of Psychiatry. 1998; 155:1508-1511. [PubMed: 9812110]

Ethics Behav. Author manuscript; available in PMC 2011 November 10.



1duasnue Joyiny vd-HIN

Festinger et al. Page 12

Table 1

Sample characteristics at baseline (N = 45 per group).

Consent as Usual  Corrected feedback

Variable” M(SD)/N(%6) M(SD) N(%)
Age Years 23.98 (6.39) 24.13 (7.39)
Gender Male 38 (84%) 35 (78%)
Race Caucasian 28 (62%) 29 (64%)
African American 16 (36%) 14 (16%)
Education Years 12.18 (1.51) 12.04 (1.69)
Employed full time 22 (49%) 24 (53%)
ASI composite Alcohol 0.09 (0.09) 0.07 (0.08)
Drug 0.07 (0.09) 0.08 (0.11)
Employment 0.44 (0.29) 0.42 (0.27)
Family 0.05 (0.12) 0.05 (0.12)
Legal 0.19 (0.18) 0.14 (0.14)
Medical 0.08 (0.15) 0.11 (0.26)
Psychiatric 0.09 (0.18) 0.09 (0.14)
Marital status Married 2 (4%) 1(2%)
Never married 39 (87%) 42 (93%)
Prior drug treatment 7 (16%) 9 (20%)

*
Groups did not differ significantly on any of the variables reported in the table.
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