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Abstract

This literature review seeks, through a qualitative approach, to address ethical aspects related to the
design of assent forms for research involving children and adolescents. The gap in Brazilian resolutions
regarding their composition is also discussed. Finally, some of the most relevant pieces of information
for designing the document are suggested.
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Resumo

Termo de assentimento: pesquisas com criancas e adolescentes

Esta revisao bibliografica busca abordar os aspectos éticos relacionados a elaboracio de termos de
assentimento para pesquisas envolvendo criangas e adolescentes, por meio de abordagem qualitativa.
Discute-se, ainda, a lacuna existente nas resolucdes brasileiras em relagcdo a sua composicao. Por fim,
sdo sugeridas algumas das informacgdes mais relevantes para a elabora¢ao do documento.

Palavras-chave: Crianca. Autonomia pessoal. Consentimento livre e esclarecido. Experimentacdo humana.

Resumen

Formulario de asentimiento: investigacién con nifos y adolescentes

Esta revision bibliografica busca abordar los aspectos éticos relacionados con la elaboracién de los
formularios de asentimiento para la investigacién con nifios y adolescentes, mediante un enfoque cua-
litativo. También se discute la brecha en las resoluciones brasilefias con relacién a su composicion.
Por ultimo, se sugieren algunas informaciones mas relevantes para la elaboracién del documento.

Palabras clave: Nifio. Autonomia personal. Consentimiento informado. Experimentaciéon humana.
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Assent form: research with children and adolescents

Children and adolescents represent approximately
30% of the Brazilian population. According to the
census carried out by the Brazilian Institute of
Geography and Statistics (IBGE) in 2022, of the
203,062,512 million people in Brazil, more than
50 million were in the age group between 0 and
19 years. Young people have increasingly been the
focus of public health care initiatives, as they are
considered vulnerable and susceptible to health-
related problems, such as sexually transmitted
infections (STIs), unwanted pregnancy, abortion,
drug use, among others?,

This requires further research on factors related
to the occurrence of these problems, aiming at
clarification and thus contributing to prevention?.
However, studies with children and adolescents
face challenges in the scope of research ethics,
especially as to the autonomy of these individuals®.

According to the National Health Council (CNS)
Resolution 466/20125, which approves the
directives and regulatory standards for research
involving human beings, and resolution 510/2016°,
which provides for the standards applicable to
research in human and social sciences (HSS) and
to any and all research that adopts methodologies
specific to these sciences, underage research
participants must receive the assent form (AF),
which provides information about the study,
in clear language, including objectives, methods,
benefits, risks, for them to give assent>%.

This does not exclude the need to obtain
consent from parents or guardians, and they
must receive the informed consent form (ICF),
which contains the necessary information about
the study, so they express their agreement to
participation in the research®.

Although Brazil lacks more normative or
legal provisions, since the aforementioned
resolutions prevail, according to the International
Guidelines for Biomedical Research in Human
Beings, there are situations in which the assent
of the minor is acceptable without authorization
of their parents or guardians. This is valid in
cases where the young person is emancipated,
married or lives independently, and in research
on subjects that may lead parents or guardians to
inhibit their participation”’.

On the other hand, very young children, unable
to understand the research context, or who are
facing a serious disease that has no available
treatment, can participate in research without the
need to give their assent’.

The Child and Adolescent Statute (ECA),
Law No. 8,069/1990, Art. 2 , defines: a child,
for the purposes of this Law, is a person aged
below 12 years, and an adolescent is a person
aged between 12 and 18 years®.

There are questions as to the time after
which minors can be considered as autonomous
individuals and in which cases they could make
decisions autonomously®. According to the
Brazilian Civil Code, Law No. 10,406/2002:

Art. 3 - Minors under 16 (sixteen) years of age are
absolutely unable to personally perform the acts
of civil life.

Art. 4 - Those over sixteen and under eighteen
years of age are incapable in relation to certain
acts or the manner of performing them.

Art. 5 - Minority ceases at the age of eighteen,
when the person is qualified to perform all acts
of civil life®.

As for the participation of minors in research,
according to research ethics committee (REC)
network system and the National Research Ethics
Committee (CONEP), which regulates the practice
of scientific research with human beings in Brazil,
it is understood that underage individuals are
naturally vulnerable and, therefore, should not be
the subject of studies when information can be
obtained from individuals with full autonomy?.

It is noted that participants who, despite
being of legal age, lack full autonomy to consent
to their participation are also considered legally
incapable, such as individuals with disorders,
mental illnesses or in situations of substantially
decreased decision-making capacity®.

For the participants’ proper understanding,
the AF must employ language that is appropriate
to the different age groups. A general AF should
be avoided for participants under the age of
18 years. Ideally, appropriate AFs should be
designed for each age group, according to the
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participants’ understanding °. The AF design may
employ drawings, figures, characters, illustrative
stories, etc. so minors, to the extent of their
understanding, comprehend the importance of
the research, in addition to procedures, risks and
other information .

The AF does not grant minors the autonomy to
decide for themselves on their participation in the
research. As a requirement for the presentation
of the AF, the ICF must be signed by a person
responsible for the minor, who must be an
adult, legally capable of making decisions?®.
The ICF is the document in which the consent
of the legal guardian is requested and must
contain, in easy-to-understand language,
the relevant information regarding the research to
which it is inviting, so the guardian expresses
their decision, autonomously and consciously ®.

Brazilian resolutions on research ethics
lack clear guidelines as to when the AF must
be presented or in which situations it is really
necessary. Research with underage participants
has peculiar characteristics and, thus, requires
clearer guidelines, which in fact guide the design
of the AF and when it should be applied“.

Based on the above, this article seeks to
conduct a literature review, through a qualitative
approach, addressing ethical aspects related to
the design of an AF for research involving children
and adolescents.

Method

For this study, we conducted bibliographic
survey on the theme proposed in the Virtual
Health Library (VHL), in the item “Health Sciences
in General,” which comprises the following
databases: Medical Literature Analysis and
Retrieval System Online (MEDLINE), Latin American
and Caribbean Health Sciences Literature (LILACS)
and Scientific Electronic Library Online (SciELO).
To screen the results, in the search filter fields
we used the combined terms “research with
children” and “research with adolescents,” “assent
form” and “assent.” Articles in English or Spanish
were also accepted.

We adopted the following inclusion criteria:
articles whose discussion revolved around
the issue of ethics in research with minors;
and publicly available articles. Initially, we decided
to select only publications from the last ten years;
however, because this theme is scarce in the
literature, this criterion was disregarded.

Articles that did not discuss children and
adolescents as research participants were
discarded. We used 19 articles as references for
the discussion of this study.

The theoretical framework referring to the
Brazilian regulatory system was based on CNS
resolutions on ethics in research involving
humans and their complements. We also
consulted the Brazilian Civil Code?, and ECAS®.

Results and discussion

The CNS Resolution 466/2012 only mentions
assent in relation to its definition, in the
following items:

1.2 - Free and informed assent - assent of
the research participant, child, adolescent
or legally incapable, free of vices (simulation,
fraud or error), dependence, subordination or
intimidation. Such participants must be informed
about the nature of the research, its objectives,
methods, expected benefits, potential risks
and the inconvenience that it may cause them,
to the extent of their understanding and respecting
their singularities;

(...)

11.24 - Assent Form - document prepared in
language accessible to minors or those legally
incapable, through which, after the research
participants are duly provided with clear
information, they will express their assent to
participation in the research, without prejudice
to the consent of their legal guardians®.

CNS Resolution 510/2016 establishes the
same recommendations for what it defines as
registration of consent and/or assent and adds
some guidelines on the process of assent and the
free and informed consent:
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Art. 5 - The process of communication of assent
and free and informed consent can be carried
out through its oral expression, in writing,
sign language or by other means that prove
appropriate, duly considering the individual, social,
economic and cultural characteristics of the person
or group of persons participating in the research
and the methodological approaches applied®.

Recently, CONEP published Official Letter
11/2023*2, which provides guidelines related to
the process of obtaining the assent of research
participants under the age of 18 years and persons
with “lack of autonomy,” permanent or temporary,
to consent. This document recommends some
items that must be present in the assent form or
registration, such as the investigational product,
the purpose of the research, the procedures
that will be carried out, possible inconveniences,
expected benefits, right to compensation,
among others.

Brazilian resolutions on ethics in research
involving human beings do not mention the
initial age group to which this document should
be applied. However, CONEP advises in its
substantiated opinions that the AF be applied
after the child becomes literate, around 6 years
of age, according to the National Pact for Literacy
at the Right Age (PNAIC) %2,

In addition, it is recommended that the AF be
designed in language adapted to the age of the
research participants, that is, to the extent of
their understanding, according to the different age
groups; hence it is not appropriate to present a
single general AF for all participants under 18 years
of age?®. The AF design may employ graphic
resources, such as drawings, characters, illustrative
stories, leaflets, so children or adolescents
understand the importance of the study and
relevant information %,

Some authors emphasize the most relevant
aspects that must be clearly informed in the AF
to request the assent of children or adolescents,
including the research objectives, methodology,
expected benefits and foreseen risks . It is
essential to explain the purpose of the study,
what is under study and why it is under study,
and why the child or adolescent was chosen.
For example, if the research is on a new drug,

the function of that drug and the disease to be
treated must be justified and clarified *°.

In addition, it should be communicated that
participant data will not be shared with people
not involved in the study, so as not to generate
inconveniences, and that, when the research results
are published, it will not be possible to identify the
participants, as the researcher and their team must
be committed to confidentiality and secrecy **.
In addition, the AF must include the contact
information of the researcher in charge, in case of
doubts and for the provision of immediate, full and
free assistance in situations where the participant
suffers any damage resulting from the study .
In addition, the contact information of the REC
(and CONEP, if applicable) must be included,
as well as a brief explanation of its function, so the
participants can resort to it in case of doubts about
the ethics of the research and about their own rights 2,

Other fundamental issue concerns participant
autonomy, and the guarantee of the possibility
of refusing participation or opting out of the
research, that is, the minor must be aware that,
even if their parents or guardians have agreed with
the research, they are free to make their decision
and can opt out of the study at any stage, without
being subject to any penalty *. Their opinion must
be listened to and considered according to the
interest of the child or adolescent and respect
for their rights. The process of obtaining assent
must be structured on the basis of the right to be
informed and the right to assent ‘. By considering
the will of this population, researchers establish
a good professional relationship and comply with
bioethical principles?’.

The person invited to participate in the
research who does not wish to give their assent
must be respected, especially if the expected
benefits are uncertain. Maintaining the balance
between the consent of parents or guardians
and the assent of the minor is essential to
achieve the necessary empathy between the
health care team and the patient and their family,
in addition to complying with the ethical and legal
principles of the medical practice .

It is noted that the AF should not be a
reproduction of the ICF for adults. Text-heavy and
extensive models can be difficult for minors to
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understand; thus, they should be replaced with an
invitation format, with short sentences **. An AF for
research with children can be designed in comic
book format, with language adapted to the age
group, with some illustrations ¥ and appealingly-
sized and interactive fonts?°. The strategy of
using playful language arouses the children’s
curiosity and encourages them to ask important
questions about the research, especially about
the methodology adopted 2.

On the other hand, as the age range increases,
the AF is expected to be accordingly more complex.
Therefore, an AF geared toward adolescents,
who are more developed and have greater
capacity to understand, does not require texts
adapted for younger children, and can be designed
in textbook format, with interspersed questions 22

It is noted that the process of obtaining assent
involves the establishment of a relationship of trust
between researcher and participant, which must
always be based on dialog and questioning.
More important than the formal signature of the
document, such process must be clear, objective,
spontaneous and in a mutual climate of trust,
valuing interactive communication®.

It is crucial to analyze how the community
deals with the theme that will be addressed by
the research and ensure that the participants do
not feel inconvenienced during the transmission of
information. For example, discussing STIs or some
diseases related to poor hygiene may be taboo in
some locations. Considering these sensitivities will
enable researchers to choose the best approach
to ensure that study information is effectively
transmitted to the group involved in the research 2.

In addition, the researcher, or the person
delegated to obtain consent, should perceive
the participants’ capacity to understand and,
if necessary, adapt the form to their conditions.
The fact that a form is approved by a REC is
no guarantee that the participant will truly
understand it. Typically, pharmaceutical companies
have a standard model for their researches.
However, cultural and educational differences
should be considered and, therefore, the method
for presenting information, if relevant, should
be adapted, respecting the conditions of each
individual, so as to achieve the best means of

communication and enable the participants to fully
understand the information 4.

The inclusion of an additional step to confirm
the understanding of important concepts of the
research could be interesting to ensure adequate
assent of the youth population. Complementation
with educational components, such as a
questionnaire with feedback, supplementary
materials and other means, can be a useful resource
to ensure full understanding of the study %.

Itis noted that communicating information about
health-related research poses the risk of conveying
an overly optimistic view and has the potential to
lead to therapeutic misunderstanding, in which
participants confuse the research objectives with
those of the treatment and do not understand that
the main purpose of clinical research is to produce
knowledge, regardless of whether they benefit
directly, which can lead them to make decisions that
are not based on proper understanding 2%.

In addition to excessive expectations, illiteracy,
low education level, and unfamiliarity with clinical
research and technical terms limit understanding.
Such issues can lead a person to participate in
a study due to the hope of receiving treatment
without a correct understanding of the process and
their own rights . Therefore, researchers must
assume ethical and legal responsibility for ensuring
properly informed assent/consent and not allowing
blind and erroneous optimism about research %.

Final considerations

The AF is one of the most important
documents for ethical assessment of research
involving children and adolescents, because,
through it, underage participants exercise their
right to autonomy, to choose to participate or not
in a study, after being duly informed.

Proper assent, to be considered as such,
must be obtained through a voluntary decision
of the participants, based on clear information,
with language accessible to the age group of the
target public, as the objective of the AF is to provide
information to support the participants’ decision-
making process. The design of an extensive document,
with technical terms, long sentences, difficult to
understand, can compromise the decision-making
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of individuals, thus violating the principle of
consent, which is expressed in the Universal
Declaration on Bioethics and Human Rights.

However, Brazilian resolutions have a gap as
to the composition of AFs, as the main national
resolutions on ethics in research involving human
beings contain few recommendations about the
basic information that should be part of AFs.
The REC/CONEP system, which is responsible for
protecting research participants, should provide
researchers with guidelines on the design of the
AF and recommend what information should be
included and how it should be described.

It is expected that the discussions conducted
here can foster reflection on the subject and
contribute to CONEP on the development of ethical
guidelines for research with underage participants,
who should be especially protected, as they
are naturally more vulnerable. Furthermore,
it is expected that this article, which sought
information on ethical aspects related to the
design of AFs for research involving children and
adolescents, can contribute to improve the design
of AFs, in order to reduce compliance issues in
the REC/CONEP system and streamline the ethical
assessment process.
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