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INTRODUCTION

ﬂny surgical procedure plays a significant event in a
patient’s life and is perceived to be associated with

Background: To evaluate the extent of recall of consent information by daycare
prostate biopsy patients in our low-literacy setting. And to evaluate the role of a
3rd party check on patient’s recall of consent information. Subjects and Methods:
As part of our standard of care, a formal informed consent session for day care
prostate biopsy takes place 3 days prior to the procedure. For this study, before
leaving the outpatient clinic the same day, the patient acknowledged before a
third-party that his concerns were or were not satisfactorily addressed. The extent
of recall of consent information was assessed on the morning of the procedure
using a researcher-administered questionnaire. Consecutive patients participated
in this cross-sectional study for day care prostate biopsy at a tertiary hospital
in southeast Nigeria from February to November 2015 after obtaining due
consent. Results: The recall of the risks associated with the planned procedure
was poorer than the recall of the nature of the disease condition or the nature
of the planned procedure. However, it was observed that aggregate recall was
significantly poorer among patients who negatively attested to a satisfying
consent session (OR 0.125; P < 0.0005). Conclusion: The use of a third-party in
determining patient satisfaction after a consent session may be a better indicator
of patient comprehension and subsequent recall of consent information, especially
in low-literacy settings. Using a third-party, in this manner, may assist in checking
paternalism inherent in the patient-doctor relationship.

Keyworbps: Consent-information recall, patient satisfaction, prostate biopsy,
third-party check

for minor procedures.” To date, the extent of recall of
consent information by the patient remains a recognized
approach to assess understanding of the proposed
treatment procedure,®™ and in this regard, various

risks by all stakeholders. Some procedures, however,
are undertaken as day care procedures based on the
understanding that the patients have minimal risk of
significant post-procedure morbidity.!"¥ A prostate
biopsy is one such procedure. The informed consent
process in an ambulatory surgical setting similar to that
in major nonambulatory surgical settings aims to address
all known sources of concerns?® for the patients in a bid
to allay anxiety.[®

Short-term recall of information transmitted during the
consent process about the planned procedure is known
to be generally low, even among patients scheduled
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strategies have been deployed in attempts to increase the
extent of the recall by patients.!”!%

Irrespective of the strategy used, it is advocated that
personalized communication, in contrast to top-down
exposition or standardized interactions, should take
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place between the physician and the patient to maximize
patient understanding.!''”) We propose that the patient’s
opinion on how satisfactorily their concerns were
addressed could be sought for shortly after the informed
consent process by a third-party who was not part of the
consent session. This simple strategy which can easily
be applied in our low-literacy, the low-income setting
may give the patient the opportunity of expressing
their satisfaction with the consent communication thus,
reducing paternalism and information overwhelm.!3!4

A personal acknowledgment by the patient to a third-party
that the information received was satisfactory and has
addressed all concerns may reflect that comprehension
has taken place. This strategically positioned question
is underpinned by the concept of “hearing the patient’s
voice”! and adopting the “empathic patient-centered
approach towards obtaining informed consent.!'™)

This study shows the relationship between the patient’s
response to a third-party question on how satisfying the
consent process was and the extent of recall 72 h later of
the information transmitted during that consent process.

MATERIALS AND METHODS

This is a survey conducted from February to November
2015 in a third-tier hospital, University of Nigeria
Teaching Hospital, Enugu Nigeria. The target population
was patients undertaking day care prostate biopsy. To
be eligible to participate in this study, the patient must
have been cognitively sound enough to have given their
clinical history themselves and have given informed
consent to participate in the study.

As part of the standard of care, procedure-specific
informed-consent sessions were conducted by a senior
member of the surgical unit during the outpatient clinic
visit preceding the procedure day. Before leaving the
outpatient clinic on that day, a junior member of the
surgical unit enquired of how satisfying the consent
information was from the patient. The patient’s response
to this inquiry was documented as ‘“satisfactory,”
“unsatisfactory,” or “unsure.” However, during data
analysis, a “satisfactory” response was taken as “positive
attestation” while “unsatisfactory” and “unsure”
responses were taken as “negative attestation.”

On the morning of the surgical procedure day,
usually, 3 days after the consent session in the
outpatient clinic, Generalized Anxiety Disorder
7 (GAD-7) questionnaire!'®'®) was administered to each
participating patient. Those with no or mild anxiety by
the GAD-7 score completed our consent information
recall questionnaire. Our consent information recall
questionnaire was designed to assess the patient’s
recall of the nature of the disease condition, the nature
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of the planned procedure and the risks involved in the
planned procedure. The questions were non-leading
and open-ended. Two intern doctors, who were
previously tutored, also participated in the procedure
consent process assisted with the administration of the
questionnaires.

Responses to the questions were recorded as
“uninformed,” “forgotten,” “incorrect response,” and
“correct response.” The responses to the three questions
from each participating patient were aggregated to
create an index of effective consent termed “returns on
consent information.” This index was ranked into “good
returns,” “fair returns,” and “poor returns.” Regression
analysis was used to evaluate the relationship between
these levels of return on consent information and other
variables. Statistical Package for Social Sciences (SPSS)
version 20 was used for analysis.

RESuULTS

A total of 95 respondents scheduled for day care prostate
biopsies participated in this survey. They were 98.9%
Nigerians from the southeast region, and within the age
group of 55 and 82 years (mean: 68.6 + 6.2 years). All
the respondents checked in no or mild anxiety using the
GAD-7 scale with a range of 0-9 and a median of 1 and
a mode of 0. Other descriptive statistics are shown in
Table 1.

Matching the group that positively attested their
concerns were satisfactorily addressed (Group A) against
those that negatively attested (Group B) showing no
significant differences in level of formal education
attained (2 2.822; P = 0.14), in comparison of mean
age (t -0.684; P = 0.50), and in comparison of GAD-7
score (t -0.667 P = 0.33).

Figure 1 compares the extent of recall of the information
on the nature of disease condition, nature of the planned
procedure, and risks involved in the planned procedure
by study participants within the two groups.

The calculated index of effective consent shows that
21.1% of participating patients demonstrated good
returns on consent information, 44.2% demonstrated

Table 1: Displays the frequency distribution of the
responses from study participants

Variable
Post-primary level of formal education

Attested to having received a satisfying consent
session

Appropriate recall of nature of disease condition
Appropriate recall of nature of the planned procedure
Appropriate recall of risks involved in a planned
procedure

Value
71 (74.7%)

61 (64.2%)

72 (75.8%)
52 (54.7%)

15 (15.8%)
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Figure 1: Displays the proportion of appropriate recall by participants
within the two groups A and B

Table 2: Displays the results of ordinal regression
analysis of the studied variables as they relate to the
calculated index of effective consent termed “returns on
consent information”

Variables OR 95% CI Wald y? P
Age 1025 0.966-1.083  0.666  0.41
GAD-7 0974 0771-1230 0050 082
Litde or No Formal - 645 0 249.1.643 0861 35
Education

Negative Attestation 0,125 0.049-0.318 _19.086__<0.0005

[OR: Odds Ratio; CI: Confidence Interval; y*: Chi-square]

fair returns while 34.7% demonstrated poor returns on
consent information. Table 2 shows the result of the
ordinal regression analysis of the variables that relate to
returns on consent information.

DISCcUSSION

The concept of a patient’s recall of information
transmitted during the consent process has been
variously studied. Consistently, the extent of recall
has been documented to be low,!”! the medico-legal
implication of which is worrisome for the medical
care provider. In view of this, various modalities have
been incorporated into the informed consent process
to enhance information delivery and comprehension
by the patient. These modalities include, although
are not limited to handing out information bills and
documents,!'” use of patient-friendly multimedia
materials®*?? and repeat back techniques.**?* While
some studies have documented objective improvement in
the extent of recall of information by patients employing
these modalities,*2%2225] others have failed to establish
the same.[2627]

Our low-socioeconomic setting is challenged by
low-literacy levels, less than optimal infrastructure

development, poor language development (making
the translation of consent information to the local
languages challenging), absence of social security, and
rudimentary health insurance system.*®?? Handing out
complimentary patient information leaflets to be studied
at home and the playback of patient-friendly multimedia
recordings during consent proceedings are of limited use
in our practice due to the aforementioned challenges.
Therefore, the search is still on for means of improving
patients’ extent of recall of information transmitted in
the course of obtaining informed consent from patients
for any diagnostic or therapeutic intervention.>”

In this study, we evaluated the implications of a simple
but resource-poor-compliant strategy termed “third-party
check.” We introduced the interposition of a member of
the medical care team who was not part of the informed
consent process, between the consent process and the
administration of the planned procedure. This interposed
member simply asked whether the patient’s concerns
were satisfactorily addressed, from the patient’s
perspective, during the consent process or not. The step
is akin to the concept behind the advocated personalized
or empathic patient-centered consent.!!!-*]

Overall, 75.8% of the respondents were able to
appropriately recall the information on the nature of
diagnosis [Table 1] which is quite impressive. On the
background that 74.7% of the respondents had formal
education beyond the primary level [Table 1], this
proportion of respondents that appropriately recalled the
nature of diagnosis could be understood. The improved
understanding and hence, recall of consent information
associated with formal education and health literacy has
been reported.’'2 However, just 15.8% of respondents
demonstrated appropriate recall of risks involved in the
planned procedure. Johnstone et al.*?! also observed poor
recall of risks or complications of the planned procedure.
This recall pattern may be because study participants
shut out information on risks or complications to avoid
being overwhelmed by consent information.

Figure 1 shows that participants that attested positively
that the consent process was satisfying, demonstrated
better recall across all domains. This finding is similar
to that of Nehls ef al. in Berlin which shows that higher
satisfaction with consent communication is associated
with the higher recall of consent information.** Due
to paternalism in patient-doctor interactions particularly
in low-literacy settings, it is usual for the doctor to
elicit a near 100% patient agreement with the consent
information,** only for the patient to express some
concerns to a third-party in the absence of the doctor.
From this study, only 64.2% of the participating
patients [Table 1] positively attested to a third party that
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their concerns were indeed satisfactorily addressed by
the consent process.

The calculated index of effective consent which is
an aggregation of the appropriateness of patient’s
recall in the three assessed domains showed that
34.7% of respondents demonstrated poor returns on
consent information. More specifically, there are a
0.125 odds (95% CI 0.049-0.318; Wald x> 19.086;
P < 0.0005) that a respondent attested negatively to
the consent process would demonstrate fair or good
returns on consent information. The other variables
studied [Table 2] did not significantly influence returns
on consent information. A similar observation had been
made by other studies.***5! Every consent session must
be satisfying from the patient’s perspective. The doctor
or the provider of the consent information may not
be the most appropriate person to determine from the
patient or information receiver that the latter’s concerns
have been well addressed.

CONCLUSION

The recall of consent information on nature of disease
condition, the nature of the planned procedure, and the
risks involved in the planned procedure are significantly
higher among patients that positively attested to a
third-party that the consent processes satisfactorily
addressed all their concerns irrespective of age and
formal educational attainment of the patients.

Practice implications

Clinically, the finding from this study can be of
relevance in the process of obtaining informed consent
from patients before any diagnostic or therapeutic
procedure especially in the low-literacy medical practice.
Conventionally, the patient signs the consent form after
admitting to the physician that their concerns have been
satisfactorily addressed. In our low-literacy setting, this
may be pro-paternalistic. With the third-party check as
proposed, the patient is “freer” to exercise his autonomy
such that patient satisfaction is consequent upon better
understanding.
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