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ABSTRACT

Introduction: The importance attached to ethical practice and related informed consent varies among health professionals and is
further influenced by working environments, level of knowledge, experience and societal values and beliefs. The objective of this
study is to evaluate the ethical conduct of professors, undergraduates and graduate students through questionnaires answered by
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patients. Methods: One hundred twenty (120) patients at the dental clinics of three different dental schools in Sdo Paulo State were
interviewed based on objective and discursive questions about signed informed consent, participation in scientific research, photo-
graphs during treatment, requested saliva samples, tooth donation requests, and information about tooth destination after removal.
A frequency distribution (absolute and percentage values) was used for a statistical analysis of the data. Results: In all, 65.8% of the
patients had given signed informed consent for treatment and 12.5% had not done so; 10.8% did not know if they had participated in
scientific research; 54.2% were photographed during dental procedures and 47.1% of them had signed an authorization form; 6.6%
were requested to provide a saliva sample and 66.6% of them had signed an authorization form to that effect; 16.1% had a tooth
donation requested and 64.4% of them had signed an authorization form to that effect; and 61.3% did not know the destination
of the tooth after removal, when donation was not requested. Conclusions: The majority of the patients had signed an informed
consent form for treatment, photographs, saliva samples and tooth donation. This demonstrated ethical conduct towards patients on
the part of professors, undergraduates and graduate students.

Kevworps: Ethics; bioethics; dentistry; research; informed consent (Source: DeCS).

RESUMEN

Introduccién: la importancia atribuida a la préctica y al consentimiento informado varfa entre los profesionales de salud. Esto es
aun més influenciado por el entorno laboral, nivel de conocimiento, experiencia, valores y creencias sociales. El articulo tiene como
fin evaluar las conductas éticas de profesores y estudiantes de pregrado y postgrado por medio de cuestionarios con pacientes. Mé-
todos: 120 pacientes de clinicas odontoldgicas de tres diferentes facultades del departamento de Sdo Paulo fueron entrevistados
con preguntas discursivas y objetivas acerca de la firma del consentimiento informado, participacién en investigacion cientifica, fotos
durante el tratamiento, solicitud de muestra de saliva, solicitud de donacién de diente e informacién sobre el destino de este luego
de removido. Para el andlisis estadistico de los datos, se utilizé distribucién de frecuencia (absoluta y porcentual). Resultados: el
65,8% de los pacientes firmé el consentimiento para tratamiento y el 12,5% no lo firmé. El 10,8% desconoce si ha participado de
investigacion cientifica. E1 54,2% ha sido fotografiado durante los procedimientos odontolégicos y, de ellos, el 47,1% firmé un tér-
mino de autorizacién. A un 6,6% se les solicit6 saliva y el 66,6% de ellos firmé una autorizacién. El 16,1% recibié una solicitud de
donacién de los dientes y, de ellos, el 64,4% firm6 una autorizacién. El 61,3% desconocia el destino del diente luego de su remocion
cuando la donacién les fue solicitada. Conclusiones: la mayoria de los pacientes firmé el consentimiento para tratamiento, fotogra-
fias, muestra de saliva y donacién de dientes. Ello demuestra qué conductas éticas ante a los pacientes se estin siguiendo por los
profesores y estudiantes de pre y postgrado.

PaLABRAS CLAVE: bioética; consentimiento informado; ética; odontologfa; investigacién (Fuente: DeCS).

RESUMO

Introduciio: a importincia atribuida & pratica ética e ao termo de consentimento varia entre os profissionais de satide. Isso é ainda
mais influenciado pelo ambiente de trabalho, nivel de conhecimento, experiéncia, valores e crencas sociais. O objetivo deste artigo
foi avaliar as condutas éticas de professores e alunos da graduagio e da pés-graduacio por meio de questiondrios com pacientes.
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Métodos: 120 pacientes de clinicas odontolégicas de trés diferentes faculdades de odontologia do estado de Sdo Paulo foram en-
trevistados com perguntas discursivas e objetivas sobre assinatura de termo de consentimento, participacdo em pesquisa cientifica,
fotos durante o tratamento, solicitacio de amostra de saliva, solicitagio de doacio de dente e informacio sobre o destino do deste
depois de removido. Para a andlise estatistica dos dados, foi utilizada distribui¢do de frequéncia (absoluta e valores percentuais).
Resultados: 65,8% dos pacientes assinaram o termo de consentimento para tratamento e 12,5% nao o assinaram. 10,8% nio sabem
se participaram de pesquisa cientifica. 54,2% foram fotografados durante os procedimentos odontolégicos e, destes, 47,1% assina-
ram um termo de autorizagio. 6,6% tiverem amostra de saliva solicitada e 66,6% destes assinaram um termo de autorizagio. 16,1%
tiveram uma solicitacio de doa¢iio dos dentes e, destes, 64,4% assinaram um termo de autorizacfio. 61,3% nio sabiam o destino do
dente apds a sua remogio quando a doagio néo foi solicitada. Conclusdes: A maioria dos pacientes assinou o termo de consenti-
mento para tratamento, fotografias, amostra de saliva e doag¢iio de dentes. Isso demonstra que condutas éticas perante os pacientes
estdo sendo seguidas pelos professores e estudantes de graduagao e pés-graduagio.

PaLavrAs-CHAVE: bioética; ética; odontologia; pesquisa, termo de consentimento (Fonte: DeCS).
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BACKGROUND

The importance attached to ethical practice and associated
informed consent varies among health professionals and
is further influenced by working environments, level of
knowledge, experience and societal values and beliefs (1).

Several studies have assessed the methodological/repor-
ting quality of oral health (2—4) and examined important
aspects related to conduct (5,6). Moreover, autonomy is
a hugely important value, and the ability of the health
professional to provide care also must be respected. This
leads to the crux of the moral issues involved in setting
limits to individual autonomy in health care (6-8).

One of the major challenges in bioethics has been re-
search involving human volunteers. Historically, there
was an “omission” of basic human rights, which resulted
in the need for guidelines and norms on this kind of
research (9).

In Brazil, guidelines and norms for research with human
subjects were created. Initially, this was accomplished
with Resolution 1/88 issued by the National Health
Council (10) to the effect that studies should be con-
ducted in such a way that scientific progress is not more
important than people’s well-being and the protection
of their rights. Later, Resolution 196/96 approved
research guidelines and regulatory norms involving
human subjects, and it was supported by international
documents such as the Nuremberg Code and the De-
claration of Helsinki, and incorporates the four basic
principles of bioethics: autonomy, non-maleficence,
beneficence and justice (11,12). This last resolution
was improved through Resolution 466/12.

Therefore, research subjects should know their parti-
cipation is voluntary and they must understand what
health researchers will do and decide whether or not
to give their consent to participate in a study (8,12-16).
Currently, many studies are conducted in educational
institutions and the research subjects are patients who
need the clinical services of those institutions. However,
itis important to emphasize that the research volunteer
and the patient are separate and have different needs.
Research subjects contribute to science interests volun-
tarily and patients need treatment (1,17).

Consequently, this study analyzed the ethical conduct
of professors, undergraduates and graduate students
through questionnaires applied to patients at the dental
clinics of different dental schools.

METHODS

A questionnaire was prepared with 14 objective ques-
tions about signing informed consent, participation in
scientific research, photos during treatment, requested
saliva samples, requested tooth donation and information
about tooth destination after removal. It was a descriptive
and qualitative study carried out through data analysis.
Prior to the start of data collection, the research project
was evaluated and approved by the Research Ethics
Committee (CAAE n° 0043.0.138.000-09).

The research subjects were selected randomly (n=40)
from three different dental schools at the University of
Sao Paulo (the Sao Paulo Dental School, the Bauru Den-
tal School and the Ribeirdo Preto Dental School). The
selection included patients who had finished treatment
and those who were undergoing treated. In all, 120 vo-
lunteers were chosen. The participation of these research
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subjects was conditioned to a correct understanding of
the goals and methods, as well as acceptance and signed
of informed consent.

A frequency distribution (absolute and percentage values)
was used for a statistical analysis of the data. The data
were analyzed and distributed according to the patient’s
response, as per the three different dental schools, then
organized together. All the data were collected on one
occasion only, because some patients finished their
treatments shortly after answering the questions.

RESULTS

The results in terms of signed informed consent and
participation in scientific research by patients are shown
in Table 1.

Table 1. Signed Informed Consent to Treatment and
Participation in Scientific Research

Yes No Do not Do not Total
remember know

N | (%) | N | (%) N (%) | N | (%) N (%)
Signed
informed 70 1 6561 15 | 125 | 26 | 216 0 | 0 |120 | 100
consent to
treatment
Partici-
pationin o) | 475166 [ 716 0 | 0 |13 ] 108|120 | 100
scientific
research

The letter “N” refers to the number of patients who answered that
part of the question.

Table 2 shows the patients who were photographed
during dental treatment and gave their signed infor-
med consent.

Table 2. Photos during Treatment
and Signed Informed Consent

Yes No ——— Total
remember

N (%) N (%) N | (%) | N | (%)

Photos during

65 | 542 | 55 | 45.8 0 0 120 | 100
treatment

Informed consent

. 31 | 473 | 31 | 473 | 3 5.4 | 65 | 100
signed

The letter “N” refers to the number of patients who answered that
part of the question.

In this table, “signed informed consent” applies to
the patients who answered yes to the question about

photographs.

Saliva sample requested and signed informed consent
are shown in Table 3.

Table 3. Saliva Sample Requested
and Signed Informed Consent

D
Yes No DL Total
remember

N (%) N (%) N (%) N (%)

Saliva sample

8 6.6 | 111 | 92.5 1 0.8 | 120 100
requested

Signed infor-
med consent

5 1666 | 3 | 333 0 0 8 100

The letter “N” refers to the number of patients who answered that
part of the question.

In this table “signed informed consent” applies to the
patients who said yes to the question about a saliva sample.

Table 4 shows tooth donations requested from the patients
and the informed consent signed by them.
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Table 4. Tooth Donation Requested
and Signed Informed Consent

Yes No Total
N [ (% | N | (% | N | (%
Tooth donation requested | 19 | 16.1 | 101 | 83.9 | 120 | 100
Signed informed consent | 12 | 644 | 7 | 356 | 19 | 100

The letter “N” refers to the number of patients who answered that
part of the question.

In this table, “signed informed consent” applies to the
patients who said yes to the question about tooth donation.

Finally, Table 5 shows tooth destination reported to pa-
tients, after removal, when donation was not requested.

Table 5. Tooth Destination after Removal, when
Donation was not Requested

N (%)
Thrown in the garbage by the professional 22 22.1
I took it with me 17 16.5
I do not know. 62 61.3
Total 101 100

The letter “N” refers to the number of patients who answered that
part of the question.

DISCUSSION

It is observed that most patients had given signed in-
formed consent, which is very important information.
The patient and his/her rights are being respected, as
required by Resolution CNS 466/12 (11), since it is
necessary to show all procedures, risks and benefits,
which must be written in language that is accessible and
understandable to the research subject (1,13-16,18).
It should be noted that the person’s autonomy should

be respected so he/she can make decisions that might
affect their life (1,13,16,18).

Although more than half of the patients had given their
signed informed consent, those who did not remem-
ber are a cause for concern. However, the bias in not
remembering about signing informed consent can be
explained by the fact that subjects might not understand
the contents of the term (13,18-20). Best practice already
obliges researchers to comply with a range of legal and
ethical obligations, with a particular focus on informed
consent and research transparency (6,15,16,18,21).

Regarding participation in scientific research, despite
the fact that only a few patients did not know if they had
participated, it is something that should not happen. This
must be explained to patients who are invited to partici-
pate in research voluntarily, including informed consent.
If so, they would remember their decision to participate
in research or their refusal to do so (6,12,13,18,22).

The research subject is a person who agrees to attend
voluntarily, to contribute to science interests, and to
look for progress and an improvement in the research
field. The patient is seen as a person who requires care
and treatment, and this need must be satisfied by the
responsible professional, regardless of acceptance to
participate in scientific studies (14,17,18,22).

The reasons for taking part (or not) in clinical trials have
been reported in another study (23). A major theme
emerging from the analysis was the extent to which people
said they took part because they anticipated some kind of
personal benefit and this was their primary motivation.
Others expressed more mixed reasoning, citing both
personal benefits and helping others or medical science.

ISSN 0123-3122 - e-ISSN 2027-5382 -

pers.bioét. « Vor. 21

< Num. 1T - pp. 14-22 - 2017 19




| PERSONA Y BIOETICA + ENERO - JUNIO 2017

In many of these cases, helping others was presented
as a secondary reason, while a smaller number said it
was their primary motivation and personal benefit was
secondary. Very few people mentioned helping medical
science or benefiting others as their only reason (24).

The number of patients who were photographed during
treatment and had not given their signed informed
consent was very similar to those who had given their
signed informed consent. In most parts of the developed
world, written consent is usually obtained for medico-
legal purposes prior to any medical procedure, including
photography (25). Patients need to be informed of the
purpose for which their photographs are to be used (26).
In medical practice, privacy of the individual patient
and confidentiality of patient information should never
be violated. Indiscriminate use of patients’ photographs
violates the ethical principle of ‘respect for persons’ (25).
A few patients had been requested to give a saliva sample
and been asked for a tooth donation, and the majority
of them had signed an authorization to that effect. This
information is important because the patients had given
a body part or a sample and had consented to do so, in
writing, according to Resolution CNS 466/12 (11,27). A
number of lawsuits concerning the use of human tissue
in research emphasize the central importance of the
donor’s informed consent (21,28). The use of teeth and
saliva as biological samples of human origin must comply
with legislation and ethical rules (27-30). Acceptability,
as measured by the proportion of samples collected,
varied by sample type. Saliva was easily accessed and
given by all participants after having given their informed
consent in writing (31).

More than half of the patients did not know the desti-
nation of the tooth after removal, when donation is not

requested. This probably occurs due to a lack of infor-
mation about the tooth being considered an organ of the
body (27,28,30). Research transparency is relevant, since
it means participants feel their autonomy is respected
and their interests are being represented throughout
the research process (21).

Another study considered it discouraging that, despite
in-depth information sessions and the consent process,
4-12% of the participants, depending on the type of
sample, gave it because they thought it was required.
Itis recommended that consent forms include a section
where participants can indicate the sampling methods
they consent to. Since the consent form is signed at the
beginning of the study, verbal confirmation as to which
samples the participant is agreeing to at each visit is also
recommended. This should be documented, in writing,
in clinical notes or other source documents. There cu-
rrently is a clinical trial with these added precautions.
The authors plan to compare participants’ reasons for
agreeing to provide specimens and to determine if this
additional step has improved their understanding of the
study requirements (31).

CONCLUSIONS

The majority of the patients gave signed informed consent
for treatment, photos, saliva samples and tooth donations.
This demonstrates that professors, undergraduates and
graduate students were working ethically in the dentist-
patient relationship, which is very important for all the
procedures done in dentistry.
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