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Abstract

Improving the health literacy of patients in relation to medical
practices and research is essential for upholding the principle of
respect for autonomy—that is, respecting the patient’s ability to
make self-governed choices regarding medical interventions or
research participation that reflects the patient’s beliefs and values.
This paper considers the challenges of informed consent (i.e.
ethical gaps, barriers, and priority needs) that are unique to cer-
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tain vulnerable groups, namely preadolescents, adolescents, and
pregnant women, with a specific emphasis on how neurobio-
ethical, multicultural and interreligious variables should be taken
into account when assessing the appropriateness of the current
documents relying on the notion of informed consent. In exploring
how we are to improve the process of obtaining informed consent,
this contribution pays particular attention to the relevance of bias
and privacy in the debate, suggesting new ways of intervening so
to reduce the effects of implicit bias.
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consent, Vaccination

Introduction

Informed consent process requires of four characteristics to be
valid: voluntariness, disclosure, understanding and capacity. Whe-
never one of these elements is missing, informed consent can be
compromised.'

Voluntariness, meaning that patients must make the decision to
participate without influences or coercion and understanding that
they are under no obligation to participate, and if they do, they
have the right to withdraw at any time.? >

Disclosure means giving subjects all the relevant and right infor-
mation about the research, including the risks, potential benefits,
nature and other therapeutic alternatives. According to the ethical
considerations of the Belmont Report, the following principles are
specifically relevant in terms of the existing issues when disclosing
the information in the informed consent obtaining process. The
principle of autonomy and obligation truth-telling, places disclo-
sure on always providing the complete information to every patient.
However, based on the principle of beneficence and the principle
of non-maleficence, usually the right approximation to do is only
partial disclosure. The principle of justice is not considered here
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when analyzing disclosure due to its more limited relevance with
this issue. > Understanding involves that participants have the abi-
lity to comprehend the information and perceive the relevance into
their personal lives under reasoned conditions. In other words,
appropriate, precise and relevant information should be provided
in a language and format that patients fully understand.® 7 ® Capa-
city in any clinical situation means to be capable of making auto-
nomous decisions and engage into a clinical trial under reasoned
deliberations, comparing the risks and benefits of the procedure. A
patient needs to have the capacity of self-determination to reflect,
decide and consider, when deciding to participate in a clinical trial.”
1" Capacity can also be considered as a sliding scale, where not all
the decisions need the same level of capacity. In this way, a patient
could have the capacity to make a decision but not another. As the
importance of the decision increases, and the information given is
more specific and accurate, the threshold for considering a patient
capable, is also higher. For instance, a life-or-death decision with
clinical and technical information, would have a high threshold for
capacity and the patient would need to show the required level of
ability to reason the decision-making process.'' '* In the following
section, the role that investigators can have (with their bias) in the
obtainment of informed consent will be explored more in detail.

What is bias?

A patient should receive a different care attention relative to his or
her specific ethnic group, gender or any other factor. However,
there are existing bias, among health care professionals that contri-
bute to health disparities.”” '* Bias refers by psychologists as «the
negative evaluation of one group and its members relative to
another»."

A stereotype is «a cognitive structure that contains the per-
ceiver’s knowledge beliefs, and expectations about a human
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group».'® The reason why people have stereotypes is because it is a
way to simplify the processing and storing of information in a
more efficient way in terms of mental energy and time consuming,
It has been found that repeated stereotyping leads to a psycholo-
gical system where consciousness disappears and becomes implicit
even when a person is educated in multicultural diversity and has
no conscious negative attempts to use their stereotypes.'’

There are two types of bias: explicit and implicit. The explicit
bias is the one that the person has awareness of, and it is associa-
ted with deliberative behaviors (e.g. verbal). In the last 50 years, ex-
plicit bias in terms of ethnic background or religious beliefs have
decreased significantly, being nowadays unacceptable within gene-
ral society."® However, implicit bias, is the one that makes a person
acts unintentionally, unconsciously and makes negative associa-
tions and judgements without awareness. This kind of implicit bias
is persistent and common in the society and it is difficult to con-
trol. Implicit bias is normally associated with spontaneous non-
verbal behavior such as repeatedly eye contact, sitting away from a
person that is not from the same ethnic group as yours, facial
expression, and so on. For instance, a person could think that he
or she is not racist but then, has unintentionally attitudes that
makes him or her act in a prejudiced manner. This non-conscious
behavior can influence in the decision-making, health-care profes-
sionals and patient’s perceptions, and thus, in the quality of care.
Implicit racial attitudes have been considered as one of the reasons
that may explain why clinicians provide less quality care to patients
from a different ethnic background, even when they fully intend to
give equal care to everybody.”” 2 2! 22 2

Recruitment of minorities

Recruitment in research is influenced by several factors that need
to be identified in order to improve this process.** When talking
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about minorities, recruitment for clinical trials have even more ba-
rriers and gaps that need to be addressed.” Clinical investigators
have found it difficult to enroll patients from minorities due to a
mistrust relationship, language differences, cultural values and limi-
ted access to these populations.” In this way, a study that intet-
viewed and look for experiences and perspectives of principal
investigators, research staff, referring clinicians and cancer center
leaders, showed that multi-level barriers are often faced by mino-
rities that exclude them from being offered an opportunity to par-
ticipate in a clinical trial. Language discordance was one of the
barriers where investigators suggested that the time and effort
required with translators could discourage others from even offe-
ring the trial to these patients.”’

One qualitative study performed in London where three clinical
research teams were interviewed, showed that there were four the-
mes influential to recruitment: infrastructure, nature of the re-
search, recruiter characteristics and participant characteristics. Fo-
cusing on the recruiter characteristics it was noticed that none of
the recruiters had received specific training in recruitment. There
was a discussion on whether or not this training could affect the
recruiter skills or could be useful to improve them. At the end, it
was said that an individual’s personality was crucial to their recruit-
ment success, meaning that it is an aspect difficult to teach. This
suggests again that there is an existing investigator bias that can
affect in the recruitment and in consequence in the informed con-
sent obtaining process, as every person is different and thus, can
influence in offering or not the participation in a clinical trial to a
potential subject. Furthermore, no specific strategies are normally
employed for the recruitment of patients from different ethnicities
or socio-demographic backgrounds due to the belief that recrui-
ters invite all eligible patients to participate, despite of their back-
ground. However, the truth is that recruiters tend to stereotype
potential participants based on their previous experiences and
choose not to go towards individuals who are otherwise eligible.?®
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A research group from United Kingdom (Centre for Population
Health Sciences of the University of Edinburgh; the National
Heart & Lung Institute and the Division of Epidemiology of the
Imperial College London; and the Medical Research Council
(MRC)- Asthma UK Centre for Allergic Mechanisms in Asthma
of the Barts and The London School of Medicine and Dentistry)
conducted a qualitative case study where a comparison between
United States and United Kingdom is done in terms of multicultu-
ralism and multi-ethnic attitudes when recruiting minorities into
research. This study is considered particulatly relevant in this re-
port, since United States is a reference country with high differen-
ces in multi-ethnic and multiculturalism population and also large
experience in conducting clinical trials. The study consisted on in-
terviews with 19 researches from UK and 17 from US. Results
revealed a wide gap between both countries in terms of policy, at-
titudes, practices and experiences in relation to the inclusion of
ethnic minorities in research. The study showed evidence of UK
researchers having a lot of stereotypes and prejudices that were
negatively influencing on the recruitment process of ethnic mino-
rities. For instance, one researcher presented ethnic minorities as
lacking altruism stating that this population were more focused on
their families rather than on society as a whole, describing south
Asian people as «a little bit selfish».? This gap between US and
UK (to an extent linkable to much of Europe) could be explained
by the presence in US of the NIH policy in relation to recruitment
of women and minorities in clinical trials, that places a responsibi-
lity on investigators to ensure that women and members of mino-
rities and their subpopulations are included in all human research
not allowing cost as a reason for excluding them and initiate pro-
grams and support for outreach efforts to recruit these groups.
The absence of such a policy in UK, with the prejudices and ste-
reotypes, contribute to the under-representation of these groups in
the clinical trials, and thus, to the existing investigator bias in the
informed consent obtaining process.”” Besides, clinicians can also
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find difficulties to provide the information to their patients, be-
cause they worry about information being frightening in some ca-
ses. For this reason, the investigator’s attitude can lead to a biased
recruitment selecting patients that they consider «easier» to com-
municate with.”'

Researcher influence

Patient decision making process could also be influenced conscio-
us or unconsciously by the investigator. This is so, that various
reviews have shown that researcher influence is one of the most
provocative variables in patient participation in clinical trials. Pa-
tients tend to accept participation when they have a good rela-
tionship with the investigator and a reliable relation is built
between them. Nevertheless, when patients do not trust their phy-
sician, or the physician even discourage them, they are more likely
to decline participation.’ In this way, informed consent is also in-
fluenced suggesting that patients are not being objectively infor-
med, and their consent is being influenced by the investigator and
other external factors. There is also another kind of bias, called
optimism bias which has been seen in patients but also in investi-
gators. This kind of bias is more likely of phase I clinical trials
where patients normally do not have another alternative to treat-
ment and accept to participate in research because it’s the only
choice. In this context, ethical issues arise in whether these patients
are consenting without understanding really the trial’s purpose or
without enough information to make an informed consent deci-
sion. For instance, in phase I cancer subjects, optimism bias is
commonly found. They hope their own chance of obtaining high
medical benefit. Sometimes, even investigators are not immune to
therapeutic optimism bias. Despite of their predictions about sur-
vival, they show an optimism bias when it comes to patients they
know better or they have treated longer. This optimism bias is one
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of the most consistent in psychology and its consequences are
shown in patients willing to participate and investigators willing to
propose the clinical trial.”

Limits of Disclosure

Another aspect to consider are the limits of disclosure in informed
consent. For now, it has only been discussed the point of view
where the investigator’s opinion, views, and characteristics can in-
fluence on the decision-making process of a potential subject.
However, other opinions and reviews state that unless subjects are
informed of these investigator’s personal characteristics, views and
sponsors, their autonomy is being overridden, meaning that sub-
jects could consider the information about researchers important
to their decisions. But then, there is also the issue of the
investigator’s privacy not being respected and the doubt of his or
her characteristics not being discriminated.*

There are differences in how people understand, accept and
react when confronting bad news, or even cultures where giving
bad news is not allowed, whereas others think that every kind of
information is needed to know, etc. For these inconsistent opinio-
ns, disclosure of information should be thought carefully and con-
sidering these questions: Who? Where? What? How??

Regarding who should disclose the information, the doctor that
best knows the patient should.”® Where? It should always be dis-
closed in a private and quiet room, not in the middle of the corri-
dor or in front of other people.”” What? The relevant and adequate
information in each case should be disclosed, whatever is the best
for the patient.®® How? The information should always be disclo-
sed in a sensitive and empathic way, considering also the body
language, non-verbal behavior, the wording, Also, patients need to
have their time to process the information and a return visit if
they wish.”
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Ethnic/racial implicit bias: neuroscientific approach

We have seen in the previous sections that both neuroscience and
cultural background are important variables to take into account
when assessing informed consent -and this applies also for what
concerns implicit bias. In general, clinical investigators and health
care professionals show respect for other cultures and ethnicities,
but when applying it to real situations and clinical research, a lot of
gaps are identified. This suggests that there is an unconscious bias
and stereotyping that lead to the difficulties in communicating, en-
rollment and informed consent process when other cultures and
populations are involved.*

It has been seen that when health care professionals have the
appropriate time to process the information, enough cognitive re-
sources and the required motivation to avoid bias and prejudices,
the care attention they provide is equal within different patients
and it is not influenced by implicit bias. However, these implicit
attitudes can influence in the behavior and cognitions when the
cognitive process capacity is altered by factors such as anxiety,
stress, illness, fatigue or cognitive overload. Moreover, in this con-
text, when cognition capacity is loaded too much, people are more
likely to stereotype and follow automatic categorizing due to the
memory being biased towards implicit attitudes, difficult to overri-
de. For this reason, it is important to take this into account in clini-
cal/medical contexts, where it is easy to have situations under
stress, time pressure and working memory, that can lead to a cog-
nitive overload, and thus, to a biased behavior.*!

A plethora of different studies that were conducted in different
countries found evidence of existing implicit bias among health-
care professionals, using different testing methods and studying
various socio-demographic characteristics. The results showed that
the higher the level of implicit bias was, the poorer was the quality
of care. There is clear evidence for a relationship between implicit
bias and negative effects on patient interaction, but, although this
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does not always have to mean a bad treatment, the truth is that, a
good relationship between patient and healthcare professional is
crucial to provide a good treatment.” Another study stated that
implicit racial bias in favor of white people over blacks showed
less patient-centered attitudes in clinicians, with a less emotional
tone and negative communication that rated as poor the care of
the visit.*

In fact, results have shown that the majority of implicit ethnic
bias are favorable to whites over blacks and that these attitudes are
different between males or females health care professionals, being
stronger for males, which have stronger preferences for whites on
explicit and implicit racial attitudes.*

Future steps

Implicit bias can be considered as an automatic association bet-
ween two terms (cue and response). It has been shown that trying
to change the association is more effective than trying to change
the response itself, because implicit bias is difficult to control and
even if physicians are convinced to consciously reduce their per-
ceptions and implicit bias, it is not guaranteed that they have dele-
ted it and they may re-appear again after a while. In this way, there
are some findings where admired African Americans are presented
to whites and afterwards, implicit bias is reduced. This technique
needs to be translated into clinical contexts, but it suggests a possi-
ble way to address the bias.* ¥/

Another possible intervention could be to address the stereo-
type threat that some patients have which have been shown that
may altered patient-researcher communication and thus, increase
mistrust. Actions that decrease patient’s insights of threat are nee-
ded. Self-affirmation is the process where the self-integrity values
are affirmed, and it is sometimes used in educational fields to
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decrease racial issues. Hence, self-affirmation could help reduce
the implicit bias and improve patient-researcher relationship.*®

Emerging research has shown that explicit cognition can be
used to control and mitigate implicit attitudes. Considering this,
one of the strategies suggested for health care professionals, is to
change the categorization of the patients, focusing on a shared
common identity. The health care professional should ask ques-
tions about other social identities such as hobbies, interests, occu-
pation, and shifts his or her attention from the patient’s ethnicity.
This can help to inhibit the implicit negative stereotypes. Mo-
reover, another strategy for reducing the activation of implicit bias
can be taking the perspective of the other side, in this case, the mi-
nority group. Some findings have shown that when a person imagi-
nes to be in the difficult situation of the other side, he or she is
more likely to be empathic and adopt a more approving concep-
tion as a result. Some workshops that train this, involve viewing a
picture of a minority group and write down a story where they
spend a day in the life of that patient.* There is also evidence that
increasing the diversity of health care professionals help to reduce
racial and ethnic biases.”
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