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RESUMO

Tavares-Silva, Claudia. Conhecimento dos pais, etiologia e eficacia da
Melissa officinalis em associacdo ou ndo com a Phytolacca decandra no
tratamento do possivel bruxismo do sono em criangas. Rio de janeiro
2016. Tese (Doutorado em Odontologia — Area de concentracdo:
Odontopediatria) — Faculdade de Odontologia, Universidade Federal do Rio de
Janeiro, 2016.

Este trabalho foi composto por 4 estudos. Objetivou-se avaliar:l- o0s
conhecimentos de pais/responsaveis (PR) sobre bruxismo do sono (BS) em
criancas e adolescentes (A), por meio de um estudo transversal;2- identificar as
evidéncias cientificas sobre diferencas entre os niveis de catecolaminas nos
fluidos organicos de pacientes com e sem BS, a partir de uma revisao
sistematica da literatura; BS;3- relatar o sucesso do uso de medicamento
homeopéatico para tratamento de BN em uma crianga acompanhada clinicamente
por dois anos;4- investigar a eficacia do uso da Melissa officinalis (MO) em
associacdo ou ndo com Phytolacca decandra (PD) no tratamento BS através de
um estudo clinico controlado e randomizado (ECCR). Criancas de 3 a 12 anos,
saudaveis, sem presenca de céarie e ma-oclusdo (n=52) foram selecionadas
através do relato de PR sobre a presenca de BS. Os pacientes foram
numerados de 1-52 e randomicamente alocados de acordo com o
tratamento proposto: Placebo (P), Melissa officinalis 12c (MO), Phytolacca
decandra 12c (PD), Melissa officinalis 12c + Phytolacca decandra 12c (MO+PD).
Os medicamentos foram preparados e organizados em frascos ambar de 15ml
(3-6 anos) e 30 ml (6-12anos) e rotulados.Cada tratamento foi realizado por 30
dias com 15 dias de periodo de descanso. As criancas/pais, o investigador
principal e o avaliador que analisou os dados foram mascarados ao
tratamento. O desfecho principal foi o efeito da medicacdo homeopatica na
reducdo do BS através de uma Escala Visual Analdgica (VAS), analisada pela
ANOVA de medidas repetidas com LSD Post-Hoc, assim como os escores traco
de ansiedade (TAS) antes e apds cada tratamento. A maioria dos PR (73,9%) nao
tem opinido formada e alguns acreditam que o0 BN esta ligado ao
estresse emocional (13,4%) e ao misticismo/religiosidade (3,7%), a
saude (3,7%). Para os PR de criancas sem BN, 81,9% n&do tinham
conhecimento das causas, contra 18,1% daqueles com BN (p=0,011). Os
estudos incluidos demonstraram um aumento do nivel de catecolaminas na
urina de individuos com BN. Apds terapia homeopatica combinada de PD e MO
observou-se que o BS e sintomas associados desapareceram no caso
relatado. No ECCR houve reducéo significativa da média dos valores da VAS
apo6s as quatro fases de tratamento (p=0,023), sendo P= -1,72+0,29; MO= -2,36
+0,36; PD= -1,4440,28; MO+PD= -2,21+0,30. Nenhuma das substancias
testadas provocou efeitos adversos fisicos. As leituras do sono (p>0,05), EMG
(p>0,05) e ETA (p=0,646) ndo foram influenciadas por nenhum tratamento.
Concluiu-se que a maior parte PR desconhecem as causas e consequéncias
do BS. Além disso, niveis urinarios aumentados de catecolaminas foram
encontrados em pacientes com BS. Embora no caso clinico o uso de MO e PD
tenha sido eficaz, no ECCR, apenas a MO mostrou-se capaz de reduzir o
BN, sem efeitos colaterais, enquanto a associacdo de MO+PD demonstrou
efeito antagonista.

Palavras-chave: Bruxismo do sono, Tratamento de bruxismo, Homeopatia.



ABSTRACT

Tavares-Silva, Claudia. Parent/Guardian knowledge, etiology and
efficiency of Melissa officinalis in association or not with Phytolacca decandra
in the treatment of the possible sleep bruxism in children. A randomized
controlled clinical trial. Rio de Janeiro 2016. Thesis (Doctorate in Dentistry — Study
Area: Pediatric Dentistry) Dentistry School, Universidade Federal do Rio de Janeiro,
2016.

This work is composed of 4 studies. Its main objectives were to
evaluate: (1) parent’s/guardian’s (PG) knowledge about sleep bruxism (SB) in
children and adolescents (A), by a transversal study; (2) identify the scientific
evidences of different levels of catecholamine in the organic fluids of patients
who do not suffer from SB, from a systematic revision of literature; (3) report the
success of the use of homeopathic medicine for SB treatment in a child
accompanied clinically for two years; (4) investigate the usefulness of Melissa
officinalis (MO) in association or not with Phytolacca decandra (PD) in the
treatment for SB in a controlled randomized and clinical study (CRCS). Healthy
children, aged 3-12 years old and without tooth decay and malocclusion (n=52)
were selected in accordance to the PG’s statements related to SB. The patients
were numbered from 1-52 and randomly allocated in accordance with the
proposed treatment: Placebo (P), Melissa officinalis (MO), Phytolacca decandra
(PD), Melissa officinalis 12c + Phytolacca decandra 12c (MO + PD). The
medication was prepared in amber bottles of 15ml (3-6 years old), 30ml (6-12
years old) and labelled. Each treatment was realized in periods of 30 days with
15 days of rest. The children/parents, principal investigator and the data
analyzer were all masked for the treatment. The principal outcome was the
effect of the homeopathic medicine in the reduction of SB from an Analog
Visual Scale (AVS) and analyzed by ANOVA from repeated metrics with LSD
Post-Hoc, as with the scores from the Anxiety Traits (AT) from before and after
the treatment. Most of the PG do not have a formed opinion on the matter
(73.9%), while others believe that SB is associated with emotional stress (13.4%),
mysticism/religion (3.7%) or health (3.7%). The PG of the children without SB
(81.9%) had no knowledge of the possible causes versus those with SB (18.1%)
(p=0.011). The studies demonstrate an increase in the level of catecholamine
in the urine for those who have SB. After the homeopathic treatment
combined with PD and MO, it was noted that the symptoms disappeared in
the reported cases. In the CRCS there was a large reduction in the mean values
for AVS after the 4 stages of treatment (p=0.023), with P= -1.72+0.29; MO=
-2.36+0.36; PD=-1.44+0.28; MO+PD= -2.21+0.30. None of the tested substances
provoked adverse physical reactions. The sleep readings (p>0.05), EMG (p>0.05)
and ETA (p=0.646) were not influenced by any treatment. It was concluded that
most PG have no knowledge of the causes and consequences of SB. Also,
increased levels of catecholamine were found in the urine samples for patients
with SB. Even though in the clinical case the use of MO and PD proved to be
efficient, in CRCS only MO proved to be capable of reducing SB without any
collateral effects, while the combination of MO + PD demonstrated an antagonist
effect.

Key words: Sleep Bruxism, Bruxism Treatment, Homeopathy



RESUMEN

Tavares-Silva, Claudia. Conocimiento de los padres, etiologia y eficacia
da Melissa officinalis asociada o no a Phytolacca decandra en el tratamiento
del posible bruxismo del suefio en los nifios. Un ensayo clinico controlado
aleatorizado Rio de janeiro 2016. Tesis (Doctorado en Odontologia — Area de
concentracion: Odontopediatria) — Facultad de Odontologia, Universidad Federal de
Rio de Janeiro, 2016.

Este trabajo se compone de cuatro estudios. Su objetivo es evaluar:l- los
conocimientos de padres/responsables (PR) sobre bruxismo del suefio (BS) en nifios y
adolescentes (A), por medio de un estudio transversal;2- identificar las evidencias
cientificas sobre diferencias entre los niveles de catecolaminas en los fluidos organicos de
pacientes con y sin BS, a partir de una revision sistematica de la literatura; BS;3- relatar el
éxito del uso de medicamento homeopatico para tratamiento de BS en un nifio acompafiado
clinicamente durante dos afos;4- investigar la eficacia del uso de Melissa officinalis (MO)
asociado o no a Phytolacca decandra (PD) en el tratamiento BS a través de un estudio
clinico controlado y randomizado (ECCR). Nifios de 3 a 12 afios, sanos, sin presencia de
carie ni mala-oclusion (n=52) se seleccionaron por el relato de PR sobre la presencia de
BS. Los pacientes se numeraron de 1-52 y de manera aleatoria ubicados de acuerdo al
tratamiento propuesto: Placebo (P), Melissa officinalis 12¢ (MO), Phytolacca decandra 12c
(PD), Melissa officinalis 12c + Phytolacca decandra 12c (MO+PD). Los medicamentos
fueron preparados y organizados en frascos ambar de 15ml (3-6 afios) y 30 ml (6-12afios)
y rotulados. Cada tratamiento se llevo a cabo durante 30 dias con 15 dias como periodo de
descanso. Los nifios/padres, el investigador principal y el evaluador que analiz6 los datos
acudieron mascarados al tratamiento. El desenlace principal fue el efecto de la medicacion
homeopatica en la reduccion del BS a través de una Escala Visual Analdgica (VAS),
analizada por la ANOVA de medidas repetidas con LSD Post-Hoc, como los scores de
rastro de ansiedad (TAS) antes y después de cada tratamiento. La mayoria de los PR
(73,9%) no tiene opinién formada y algunos creen que el BS esté ligado al estrés emocional
(13,4%) y al misticismo/religiosidad (3,7%), a la salud (3,7%). Para los PR de nifios sin BS,
81,9% no tenian conocimiento de las causas, contra 18,1% de aquellos con BS (p=0,011).
Los estudios incluidos demostraron un aumento del nivel de catecolaminas en la orina de
individuos con BS. Tras terapia homeopatica combinada de PD y MO se observé que el BS
y sintomas asociados desaparecieron en el caso relatado. No ECCR hubo reduccion
significativa del promedio de los valores de la VAS después de las cuatro fases de
tratamiento (p=0,023), siendo P=-1,72+0,29; MO=-2,36+0,36; PD=-1,44+0,28; MO+PD= -
2,21+0,30. Ninguna de las sustancias experimentadas provoco efectos adversos fisicos.
Las lecturas del suefio (p>0,05), EMG (p>0,05) y ETA (p=0,646) no fueron influenciadas
por ningun tratamiento. Se concluyé que la mayor parte PR desconoce las causas y
consecuencias del BS. Ademas, niveles urinarios aumentados de catecolaminas fueron
encontrados en pacientes con BS. Aunque en el caso clinico el uso de MO y PD haya sido
eficaz, en el ECCR, apenas la MO se mostr6 capaz de reducir el BS, sin efectos colaterales,
mientras que la asociacion de MO+PD demostro efecto antagonista.

Palabras-clave: Bruxismo del suefio, Tratamiento de bruxismo, Homeopatia.
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1. Introducéo

Na Odontologia, varios problemas afetam a desenvolvimento de uma
crianca. E da responsabilidade do Odontopediatra guiar os responsaveis, nao
apenas nas praticas de boa higiene bucal e dieta, mas também sobre aspectos
morfologicos, modificagdes resultantes do crescimento e desenvolvimento do
sistema estomatognatico, quer estejam ou ndo envolvidos com a presenca de
habitos deletérios (TAVARES SILVA et al., 2016). Dentre esses problemas, o BN
ou BS é uma parafuncéo do sistema estomatognatico com atividades musculares
repetidas, caracterizado pelo apertar ou ranger de dentes durante o sono
(LOBEEZOO, 2013). E mais comum na infancia, e seus efeitos destrutivos podem
afetar os elementos dentarios, o periodonto e as articulacdes temporomandibulares;

atingindo igualmente ambos os géneros (RANGEL et al., 2011).

Sabe-se que o BS esta relacionado aos disturbios do sono (ALENCAR et al.,
2016). O sono é um estado fisiolégico ciclico, caracterizado no ser humano por 5
estagios fundamentais, que se diferenciam de acordo com o padrdo do
eletroencefalograma (EEG) e a presenca ou auséncia de REM-movimentos
oculares rapidos (rapid eye movements), além de mudancas em diversos outros
fatores fisioloégicos, como o0 tono muscular e o padrdo cardiorrespiratorio
(FERNANDES, 2006). Conhecer este processo fisioldgico e as suas caracteristicas,
tais como o tempo estimado do sono, dificuldade em dormir e os episédios de micro
despertar, em cada faixa etaria, sdo fundamentais para um diagnéstico preliminar
da presenca ou nao de desordens do sono em nossos pacientes (HIRSHKOWITZ
et al.,, 2015). De modo que, durante a anamnese de pacientes com BS, deve-se
ampliar o levantamento das rotinas do sono (AASD, 2001).

Apesar disso, a etiologia desta parafuncdo ainda € controversa, existindo
consenso apenas sobre sua natureza multifatorial (CHEIFETZ et al., 2005) e

regulacéo pelo sistema nervoso central (LOBEEZOO e NAEIJE, 2001). O bruxismo
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parece ser modulado por varios neurotransmissores do sistema nervoso central,
mais especificamente, perturbagcdes do sistema dopaminérgico central
(LOBBEZOO e NAEIJE, 2001). Outros fatores também tém sido associados com a
etiologia do bruxismo, como o0s genéticos, as doencas trauméticas, fatores
neurologicos e psiquiatricos (LOBBEZOO, VAN DER ZAAG e NAEIJE, 2006).
Fatores psicossociais como o estresse, traduzido pelos altos niveis de epinefrina e
dopamina (VANDERAS et al., 1999) e a ansiedade s&o frequentemente

relacionados ao tema.

Quanto ao diagndstico do bruxismo, varias ferramentas podem ser utilizadas
para avaliacdo, tais como: questiondrios, exame clinico (desgaste dentario,
aumento da atividade dos musculos masseter e temporal por meio de
eletromiografias e polissonografia (MANFREDINI et al., 2013) e hiperqueratose da
face/ labios/ lingua, (YACHIDA et al., 2016; KHATWA e KOTHARE, 2013). Na faixa
etaria de 3 a 12 anos o auto-relato de pais/responsaveis € fundamental para o
diagnéstico do bruxismo, sendo um recurso preliminar, de baixo custo e

fundamentado pela American Academy of Sleep Medicine (AASM, 2001).

Embora o bruxismo seja bastante estudado em termos de etiologia,
prevaléncia e diagnostico (MANFREDINI et al., 2013; SERRA-NEGRA et al., 2012;
ALENCAR et al.,, 2016), existe insuficiente evidéncia cientifica que suporte a
efetividade de tratamentos farmacoldgicos (MACEDO et al., 2014). Dessa maneira,
a elaboracdo de ensaios clinicos que envolvam a terapia medicamentosa com
produtos naturais, como, por exemplo, os homeopaticos frente ao BS infantil, parece
um campo bastante promissor. Estrela e Caetano (2013) avigoram a importancia do
tratamento homeopético em criancas, tendo em vista que se trata de uma terapia
segura, sem efeitos colaterais graves, podendo ser ministrada pelo tempo
necessario durante o crescimento e desenvolvimento do paciente pediatrico,

enguanto este atinge a sua maturidade.

A Homeopatia, oriunda do grego homolos = semelhante e pathos = doenca
ou sofrimento, designa a ciéncia terapéutica baseada na lei natural de cura “Similia

similibus curentur” ou “sejam os semelhantes curados pelos semelhantes”. Consiste
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em um sistema médico complexo de carater holistico, baseada no principio vitalista
e no principio dos semelhantes enunciado por Hipdcrates no século IV a.C., e
desenvolvida pelo médico Samuel Hahnemann (1755-1843) no século XVIII, apés
extensos estudos e reflexdes baseadas na observacdo clinica e em

experimentacdes realizadas na época (PNPIC, 2006).

No Brasil, a homeopatia é uma das Terapias Medicamentosas
Suplementares (TMS) que apresenta o maior grau de institucionalizagédo (ESTRELA
e CAETANO, 2013), tendo a sua aplicacdo datada da primeira metade do século
XIX (1840) quando foi introduzida no pais pelas médos de Bento Mure. O
reconhecimento como especialidade médica pelo Conselho Federal de Medicina
ocorreu em 1980 e pelo Conselho Federal de Farmacia em 1992, sendo
representada no Sistema Unico de Saude (SUS) em 1980, e esta vem ganhando
reconhecimento, a partir de 2006 com a construcao da Politica Nacional de Praticas
Integrativas e Complementares do SUS (PNPIC, 2006) (ESTRELA e CAETANO,
2013).

Dentre os medicamentos homeopaticos utilizados no tratamento do BS, a
Phytolacca decandra e a Melissa officinalis merecem destaque. O primeiro é
indicado contra o ato de ranger e apertar os dentes e o segundo, para a ansiedade
pela Matéria Médica Homeopatica (VIINOVSKY, 2012). Entretanto, mesmo com
todas as pesquisas apresentadas a respeito desses produtos (CASES et al., 2011),
ndo h& um protocolo de tratamento envolvendo tais substancias para o BS baseado

em evidéncias cientificas.
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2. Objetivo geral

Investigar, através de um estudo clinico controlado e randomizado, a eficacia

do uso da Melissa officinalis (MO) em associagao ou nao com Phytolacca decandra

(PD) no tratamento de criancas com BS.

3. Objetivos especificos

3.1.1.

3.1. Prévios ao estudo principal

Avaliar os conhecimentos de pais/responsaveis sobre BN em criancas
e adolescentes, por meio de um estudo transversal;

Identificar as evidéncias cientificas sobre as diferencas entre os niveis
de catecolaminas nos fluidos orgéanicos de pacientes com e sem BN,
a partir de uma revisao sisteméatica da literatura;

Relatar um caso sobre o sucesso do uso de medicamento
homeopatico para tratamento de bruxismo noturno em uma crianga

acompanhada por dois anos;

Integrantes do estudo principal

Avaliar a eficacia da Melissa officinalis (MO) associada ou ndo com

Phytolacca decandra (PD) na:

Reducao do BS, através de uma escala visual analdgica;
Qualidade do sono, com o uso de um diario;

Atividade muscular, através do exame de eletromiografia dos

musculos masseter e temporal;

Ansiedade, através do valor dos escores totais de uma escala traco

ansiedade;
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Investigar a presenca ou ndo de efeitos adversos fisicos relatados pelos pais

durante cada tratamento.
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4. Delineamento da pesquisa

4.1. Tipo de estudo

A presente tese foi composta por quatro estudos, sendo que os trés primeiros

serviram de base para a construcao do quarto e principal estudo.

A motivacdo para o primeiro estudo surgiu da necessidade de se identificar
0 que 0Ss responsaveis percebiam sobre o bruxismo noturno em criancas e
adolescentes, bem como suas causas e consequéncias. Para tanto, um estudo
transversal foi realizado com 134 pais e/ou responsaveis por criangcas e
adolescentes que procuraram por atendimento na clinica de Odontopediatria da

UFRJ, o que resultou no primeiro artigo desta tese.

Diante de algumas respostas encontradas no primeiro estudo, tais como o
alto percentual de pais (73,9%) que desconheciam as causas do bruxismo noturno,
e também de questionamentos prévios da autora relacionados aos fatores
etiolégicos envolvidos no desenvolvimento do distarbio, um possivel fator etioldgico
- nivel de catecolaminas nos fluidos corporais - foi isolado e estudado. Assim, por
meio de uma revisdo sisteméatica da literatura, buscou-se identificar as evidéncias
cientificas sobre os diferentes niveis de catecolaminas nos fluidos orgéanicos de
pacientes com e sem bruxismo noturno, a fim de desvendar a controvérsia a

respeito do tema, o que resultou no segundo artigo desta tese

Na sequéncia, idealizou-se o terceiro estudo, que se concretizou como um
relato de caso, utilizando-se uma nova proposta terapéutica, com o0 uso de
medicamentos homeopdticos, para o tratamento do bruxismo noturno em uma
crianca atendida na clinica de Odontopediatria da UFRJ, resultando no terceiro

artigo desta tese.

Dado o resultado positivo e altamente promissor do caso reportado, delineou-
se 0 quarto e principal estudo que compde a presente tese de doutorado. Trata-se

de um estudo clinico controlado e randomizado que visou identificar a eficacia do
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uso da Melissa officinalis 12c em associacdo ou ndo com Phytolacca decandra 12c
no tratamento de criangcas com bruxismo noturno, resultando, por fim, no ultimo

artigo desta tese.

4.2. Locais de execucédo do estudo

A avaliacdo dos pais/responsaveis ocorreu na sala de espera do
Departamento de Odontopediatria e Ortodontia da Faculdade de Odontologia da
Universidade Federal do Rio de Janeiro (FO/UFRJ, Rio de Janeiro, Brasil), assim
como todo o atendimento e acompanhamento clinicos do paciente do terceiro

estudo — caso clinico.

A reviséo sistematica foi executada no Departamento de Odontopediatria e
Ortodontia da Faculdade de Odontologia da Universidade Federal do Rio de Janeiro
(FO/UFRJ, Rio de Janeiro, Brasil) e na Biblioteca Central do Centro de Ciéncias da
Saude da Universidade Federal do Rio de Janeiro (CCS/UFRJ, Rio de Janeiro,

Brasil), contando com a colaboracédo de uma bibliotecaria experiente.

Com relagéo ao estudo clinico controlado e randomizado, este foi também
realizado no Departamento de Odontopediatria e Ortodontia da Faculdade de
Odontologia da Universidade Federal do Rio de Janeiro (FO/UFRJ, Rio de Janeiro,
Brasil). Os medicamentos homeopaticos foram manipulados pela equipe da Profa.
Dra. Carla Holandino, responséavel pela Farmacia de Homeopatia da Faculdade de
Farmacia da Universidade Federal do Rio de Janeiro (FF/UFRJ, Rio de Janeiro,
Brasil), dentro dos padrBes estabelecidos pela Farmacopéia Brasileira (ANVISA,
2010).

4.3. Delineamento metodoldgico dos estudos que compdem a
presente Tese de Doutorado
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4.3.1 Primeiro estudo

No primeiro estudo, aprovado pelo Comité de Etica em Pesquisa em Seres
Humanos do Hospital Universitario Clementino Fraga Filho - Universidade Federal
do Rio de Janeiro sob o namero 148/14 (Anexo 01), foram incluidos pais ou
responsaveis por criancas e adolescentes, com e sem bruxismo relatado, que
procuraram atendimento na clinica de Odontopediatria Faculdade de Odontologia
da UFRJ.

Para serem incluidos no estudo, os pais tiveram de estar presentes durante
a primeira visita odontoldgica de suas criancas e adolescentes. Foram excluidos
agueles que nao sabiam ler ou escrever, ou que tinham compromissos que nao
tornassem possivel sua participacdo no estudo.

Para a coleta de dados, um questionario previamente utilizado por SERRA-
NEGRA et al.(2013) elaborado de acordo com os critérios da AMERICAN
ASSOCIATION OF SLEEP MEDICINE (2001), foi preenchido pelos
pais/responséaveis. O instrumento de avaliacdo continha 17 questbes; 12 fechadas
e 5 abertas (Anexo 02). Os dados coletados sobre as criancas / adolescentes
incluiam: idade, caracteristicas do sono, tipo de sono, se dormiam sozinhos, a
média de horas do sono por noite, e se 0 bruxismo noturno puderia afetar sua saude.

Os dados coletados sobre os pais / responsaveis incluiram: se eles tiveram
bruxismo noturno (BN), se eles tinham conhecimento do bruxismo noturno e suas
causas, se em algum momento foi procurada ajuda para tratar a condicdo da
crianca/adolescente (em caso afirmativo, que tipo de ajuda tinha sido procurada). E
se eles queriam receber mais informacdes sobre o BN. Os pais/responsaveis
responderam 0s questionarios individualmente sem consulta. Todos o0s
participantes assinaram um termo de consentimento livre e esclarecido (TCLE)
(Anexo 03) antes de preencher o questionario.

Antes do inicio do estudo principal, foi realizado um estudo piloto e o
instrumento de avaliacdo foi testado com 10 responsaveis selecionados

aleatoriamente que nao foram incluidos na amostra principal. Para a analise da
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consisténcia interna dos questionarios aplicados ao estudo piloto, foi realizado um
teste Alpha de Cronbach (a = 0,979). Apds o estudo piloto, o estudo principal foi
conduzido utilizando uma amostra de conveniéncia para uma populacdo alvo de
pais / tutores que concordaram em participar voluntariamente.

Todos os dados foram tabulados, descritos e analisados utilizando SPSS
versdo 20.0 (Chicago, IL, EUA). Para facilitar a andlise estatistica e com base nos
valores médios dos resultados da presente amostra, foram dicotomizadas as
seguintes variaveis: idade da crianca (sete anos ou menos e sete anos ou mais),
sono da crianca (< 8 h e 2 8 h) e tipo de sono (normal ou agitado). Também foram
dicotomizadas as respostas as perguntas: "O que € bruxismo?" (Conceito correto
ou incorreto) e "O bruxismo afeta a saude da criangca?" (sim, ndo ou nao sei). As
guestdes relacionadas ao conceito e as causas do bruxismo na saude foram
guestbes abertas, posteriormenteagrupadas pelos pesquisadores para a analise
dos dados. As respostas que classificavam o bruxismo como o ato de ranger 0s
dentes ou aperta-los juntos eram consideradas "corretas", enquanto aquelas que
tratavam de outros conceitos eram consideradas "erradas” As andlises descritivas
eo teste qui-quadrado (5 % de significancia) foram utilizados para a analise

estatistica dos dados.

4.3.2 Segundo estudo

No segundo estudo, partiu-se de um questionamento sobre a participacao do
estresse no processo patologico que desencadeia o desenvolvimento do bruxismo
do sono. Assim, realizou-se uma revisdo sisteméatica da literatura, com a seguinte
interrogacao: existem diferencas nos niveis de catecolaminas nos fluidos corporais

de individuos com e sem bruxismo do sono? Uma revisao sistematica.

Para tanto, procedeu-se inicialmente o registro do protocolo no Prospero sob
0 numero CRD42016041861. Para o desenvolvimento das etapas da revisao,
seguiram-se as diretrizes do PRISMA (Preferred Reporting Items for Systematic

Review and Meta-Analysis) (http://www.prisma-statement.orq).
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O processo de busca foi realizado independentemente pelo autor (CT) sob a
orientacao de um bibliotecario (DMF). Alteracdes apropriadas nas palavras-chave e
respeito as regras de sintaxe de cada banco de dados foram previamente definidas.
Os descritores foram selecionados a partir de uma combinag¢ao nos termos MeSH
(Medical Subject Headings) e os termos mais citados (palavras-chave) em
publicacdes anteriores relevantes no campo. Nao foram aplicados filtros ou limites
nas pesquisas e ndo foram estabelecidos limites quanto a lingua ou ano de
publicacdo. Pesquisas eletrbnicas foram realizadas utilizando as seguintes bases
de dados bibliograficas eletrénicas: Medline (via Pubmed), Biblioteca Cochrane,
SCOPUS, Web of Science, LILACS, resumos da IADR, Portal Capes e a literatura
cinza (SIEGLE / Open Grey). A pesquisa manual foi realizada nas listas de
referéncia dos artigos selecionados para encontrar qualquer papel que néo

aparecesse na pesquisa do banco de dados.

A elegibilidade dos estudos foi baseada nos critérios PICO / PECO. Assim,
foram incluidos estudos sobre criancas e adultos (P) com (E) e sem bruxismo (C),
em que os niveis de catecolaminas (O) em quaisquer fluidos corporais foram
investigados. Artigos de revisao, relatos de casos, cartas editoriais, estudos-piloto,
estudos em animais e artigos que néo incluiram os resultados de interesse foram

excluidos.

Inicialmente, os autores (CT e AG) selecionaram os estudos por titulos e
resumos com base na estratégia de pesquisa descrita anteriormente. Em seguida,
o texto completo dos estudos potencialmente elegiveis foi lido e selecionado com
base nos critérios de inclusdo (critérios PECO). Qualquer desacordo entre os

autores foi resolvido por consenso com um terceiro revisor sénior (LCM)

Os estudos selecionados foram lidos na integra e avaliados quanto ao seu
risco de de viés de acordo com as directrizes descritas por a FOWKES e FULTON
(1991). A lista de verificag&o inclui perguntas sobre o desenho do estudo, estudo.
Ao verificar os critérios, foram atribuidos problemas para cada critério como maior
(+ +) ou menor (+), ou nenhum problema (0) ) ou néo aplicavel (NA) em termos do

seu efeito esperado nos resultados. Umjulgamento final para determinar o valor do
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estudo, foram utilizadas trés questdes sumario: (1) presenca de viés - 'Os resultados
sdo erroneamente tendenciosos em uma certa direcdo?’; (2) presenca de
confundindo - "H& alguma influéncia séria de confusdo ou de distorcdo?"; e (3)
presenca do acaso - 'E provavel que os resultados tenham ocorrido por acaso?'. Se
a resposta a cada pergunta fosse categoricamente '‘N&o', entdo os autores

consideraram que havia uma boa probabilidade de que a pesquisa fosse boa.

Por fim, os seguintes dados dos trabalhos incluidos foram extraidos e
tabulados: autores, pais de desenvolvimento do estudo, desenho do estudo,
caracteristicas da amostra, fonte de coleta de dados, analise bioquimica, tipo de
catecolamina e nivel de catecolamina em pacientes com bruxismo e seus controles.
Em caso de duvida ou dados insuficientes, os autores dos estudos selecionados

foram contatados.

4.3.3 Terceiro estudo

Considerando-se o tratamento para o bruxismo do sono MACEDO et al.
(2014), em sua reviséao sistematica da literatura, destacaram que nao ha evidéncias
suficientes sobre a eficacia da farmacoterapia alopética no controle deste disturbio.
Além disso, a levantamento bibliografico da literatura cientifica na area, realizado
pela autora desta tese, pode-se verificar a escassez de estudos com medicamentos
envolvendo as praticas integrativas e complementares, como preconizado pela
Organizacdo Mundial da Saude (OMS) em sua publicacao: Traditional Medicine
Strategy 2002-2005 (WHO, 2002). Tendo em vista estas questdes, procurou-se,

nesta tese de doutorado, explorar esta nova vertente do conhecimento.

Assim, no terceiro estudo relatou-se o caso de um menino de 8 anos que
chegou ao Departamento de Odontopediatria e Ortodontia da Faculdade de
Odontologia da Universidade Federal do Rio de Janeiro (FO/UFRJ, Rio de Janeiro,
Brasil) com queixa principal de bruxismo noturno (BN), relatado pelos pais. A crianca

apresentava habitos deletérios, onicofagia das unhas das maos e pés, além de



33

pesadelos, inquietacdo das pernas, ronco e sono irregular. Durante a avaliacdo
clinica e analise da constituicdo homeopatica, verificou-se que a crianca tinha tracos
de ansiedade marcantes, dentro do seu cotidiano, demonstrando-se sempre calado
e levando as méos varias vezes a boca. Foi prescrito Phytolacca decandra 12c (3
glébulos — 30 min — antes de dormir) (ANVISA, 2010) em conjunto com uma placa

de acrilico para bruxismo, devidamente confeccionada.

Durante o periodo de acompanhamento observaram-se melhoras na
onicofagia e no BN, porém o sono apresentava-se agitado com uma maior
frequéncia de pesadelos e inseguranca em dormir sozinho, mudando-se para o
quarto dos pais um maior numero de vezes por semana. Assim, ap0s uma
reavaliacdo terapéutica, optou-se por associar o medicamento homeopatico com a
Melissa officinalis 12c¢ (3 globulos — 30 min — antes de dormir) (ANVISA, 2010) com
a finalidade de melhorar a qualidade do sono.

4.3.4 Quarto estudo (estudo principal)

Os resultados animadores do caso levaram a elaboragédo de um protocolo de
pesquisa para testar os medicamentos homeopaticos em um maior niumero de
criancas, tomando por base um desenho de estudo apropriado para se determinar
a eficicia clinica destes medicamentos. Assim, delineou-se um estudo clinico
controlado e randomizado, do tipo cruzado e triplo cego, no qual a homeopatia foi a
terapia escolhida. Seguindo a Matéria médica de VIJINOVSKY (2012) escolheu-se
a Phytolacca decandra por ser descrita como o medicamento para os “rangedores”
segundo Hahnemann (VIINOVSKY, 2012) e a Melissa officinalis por ser um
medicamento com uma acdo ansiolitica (VIJNOVSKY, 2012). Ambas as
formulacdes, foram manipuladas respeitando-se as regulacfes farmacoldgicas para
gue se obtivesse os medicamentos com a poténcia 12c (centesimal). (ANVISA,
2010)

O estudo, que deu origem ao artigo 4 desta Tese de Doutorado, foi aprovado

pelo Comité de Etica em Pesquisa em Seres Humanos do Hospital Clementino
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Fraga Filho (protocol 217-14) e registrado na pagina de registro de Ensaios Clinicos
(https://clinicaltrials.gov/) sob 0 nimero no. NCT02870543.

Trata-se de um ensaio clinico controlado, randomizado, cruzado e triplo-
cego, que seguiu as recomendacdes CONSORT (MOHER et al.,, 2001) e foi
desenvolvido na Clinica de Odontopediatria da Faculdade de Odontologia da

Universidade Federal do Rio de Janeiro.

As criancas que buscaram o primeiro atendimento odontologico na referida
clinica, no periodo entre setembro de 2014 e setembro de 2015 foram selecionadas
apos anamnese e exame clinico por um Unico operador treinado (LCM). Foram
consideradas elegiveis, criancas saudaveis entre 3 e 12 anos de idade, com
bruxismo noturno (BN) relatado por seus pais, em denticdo decidua completa ou
mista. Foram excluidas criancas com necessidades especiais (quadro psicolégico,
transtornos psiquiatricos e neuroldgicos ou quaisquer compromissos Sistémicos);
com lesdes cariosas na dentina; que estivessem utilizando aparelhos ortodénticos;
aguelas com anomalias ou erosao dentéarias; e as que estivessem sob qualquer
prescricao de medicacgao que alterasse fluxo salivar e / ou o0 sistema nervoso central.
Das 591 criancas atendidas no periodo de recrutamento, 52 preencheram os

critérios de elegibilidade e foram incluidas no estudo.

Considerando que, em média, 17 novos pacientes de 0 a 15 anos que
procuram atendimento semanal na Clinica Odontoldgica Pediatrica da UFRJ, um
total de 1020 novos pacientes aproximadamente sdo avaliados por um periodo de
24 meses. Desse universo de amostras, 82% estavam dentro da faixa etaria
desejada, onde 4,2% (~ 30) apresentavam bruxismo noturno e, portanto, eram
adequados para serem elegiveis, segundo dados coletados pelo servico de triagem
do Departamento de Odontologia Pediatrica. Assumindo 20% de abandono, uma
amostra de 36 criangas com bruxismo noturno seria necesséria para este estudo.
Com base numa diferenca de 2,0 e 1,5 na reducdo da moagem dos dentes
observada através de SAV, apds os tratamentos de Melissa officinalis e Placebo,
respectivamente, com uma diferenca de 1,1 dos valores do desvio padrdo; E

considerando também a = 0,05, com uma poténcia de 80%, uma amostra de 40
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criancas foi necessaria para este estudo. Em consequéncia do abandono (30%), 52

criancas foram necessarias para desenvolver o presente estudo.

Assim, ap0s a selecdo, as criancas participaram das quatro fases do estudo
de acordo com o tratamento proposto: Placebo, Melissa officinalis 12c, Phytolacca
decandra 12c, Melissa officinalis 12c + Phytolacca decandra 12c. Todos o0s
medicamentos foram preparados e organizados por uma farmacéutica (CH) na
Farmacia Homeopatica da Faculdade de Farmacia da UFRJ (FF/UFRJ). Um
estatistico (RRL) realizou a aleatorizagc&o das criancas de acordo com as diferentes
fases do estudo, utilizando o Programa estatistico Bioestat 5.316. Para tanto,: as
criangas foram numeradas de 1 a 52 e uma lista de letras aleatorias (A, B, C, D) foi
usada para indicar qual medicamento deveria ser preparado e administrado para
cada paciente em cada fase do estudo. A lista aleatoria foi impressa pelo estatistico
e somente o farmacéutico teve acesso a mesma, durante todo o periodo de
realizacéo do estudo. O sigilo da alocacao foi garantido pela utilizacéo, inicialmente,
de letras (A, B, C, D), posteriormente substituidas pela farmacéutica (CH) por cores
(Rosa, Verde, Amarelo, Branco, respectivamente), que representavam os co6digos
finais dos medicamentos. Estas cores, por fim, foram colocadas em envelope
branco, que foi selado e distribuido por um terceiro (KSM) ndo envolvido com a
avaliacao clinica ou com dados andlise.

Todos os medicamentos foram distribuidos em frascos ambar de 15ml
(crianca de 3 a 6 anos) e 30ml (6 a 12 anos) devidamente rotulados com o nimero
do paciente ea cor do medicamento no rétulo. O uso de dois tamanhos de vidro esta
de acordo com o Regulamento Nacional de Farmacotécnica regulamentado pelo
Ministério da Saude para proteger o paciente de cada produto manipulado que néo
deve conter capacidade superior a 10% do volume total. (ANVISA, 2010)

As criangas foram aleatoriamente alocadas nas quatro fases do estudo (cada
uma com 30 dias), em um modelo cruzado, com um periodo de descanso de 14
dias entre as fases. As criancas / pais, o investigador principal (TC) e o avaliador
gue analisou os dados foram mascarados ao tratamento, indicando a natureza

triplo-cega do estudo.
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Os medicamentos homeopaticos foram produzidos na forma liquida (alcool a
30%), na Farméacia de Homeopatia da Faculdade de Farmacia da Universidade
Federal do Rio de Janeiro (FF/UFRJ), por uma Unica farmacéutica. Os pacientes
foram instruidos a tomar 1 gota por idade, diluida em 15 ml de agua (SIQUEIRA et
al., 2013) por 30 dias, 20-30 minutos antes de deitar. Além disso, eles foram
instruidos a ndo ingerirem alimentos apés o uso diario da medicacéo.

Os pais receberam instru¢des para indicar um valor em uma escala analégica
visual (VAS)(STEINSBEKK et al., 2000). (Anexo 04) Os valores de VAS
representaram o desfecho primario para avaliar o nivel de bruxismo noturno (BN)
no inicio e apés cada fase de tratamento. Com o objetivo de evitar o viés de
memoria, um pardmetro de verificagdo extra foi adicionado na escala para permitir
aos pais lembrarem a frequiéncia semanal média do ranger dos dentes.

Desenvolveu-se um diario de sono para obter a percepcdes dos pais /
responsaveis sobre a rotina de sono de seus filhos, os quais foram registrados de
acordo com a metodologia proposta por WATANABE et al.(2003) e modificado pelos
autores atuais, seguindo estas cinco perguntas: "Qual foi o tempo estimado de
sono?"; - Seu filho teve dificuldade em cair no sono? (sim ou néo)'; - Seu filho
acordou a noite? (Sim ou ndo) " Quantas vezes ele / ela acorda?; "Qual o nivel de
distarbio do sono de seu filho esta a noite? (Baixa, média ou alta) ; Vocé notou
alguma mudanca no comportamento diurno do seu filho? (sim ou néo)'. O diario do
sono foi mantido durante as quatro fases de intervencéo, bem como nos periodos
de descanso (14 dias), servindo como um espelho da rotina doméstica durante o
sono, refletindo os efeitos apresentados pela crianca, estando ou nao, sob efeito da
medicacao proposta.(Anexo 05)

Utilizou-se o exame eletromiografico (EMG 330C System®, Sao José dos
Campos, Brasil) com um dispositivo com 3 canais, 2 para eletromiografia (EMG) e
um para célula de carga (forca de mordida) para avaliar o efeito residual do bruxismo
noturno (BN) no musculos mastigatorios. (ALENCAR N et al., 2013) Para se evitar
erro de medida, uma moeda era fornecida a crianga para jogar; sendo representada

por cara (lado direito), coroa (lado esquerdo), logo ap6s os eletrodos eram
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posicionados na face da crianga para que a energia de for¢ca dos musculos masseter
e temporal conjuntamente com a for¢ca de mordida, fossem aferidos.

O traco de ansiedade das criancas também foi avaliado a partir da aplicagcéo
de um questionario preconizado por ASSUNCAO et al. (2006). (ANEXO 06) Este
passo visou medir o nivel de ansiedade de criancas com bruxismo noturno BN,
antes e apos cada fase de tratamento, através de uma entrvista com 0s
pais/responséveis.

Por fim, a presenca de efeitos adversos foi investigada em cada fase do
tratamento através de uma pergunta fechada direcionada aos pais ap0s o término
de cada fase: ("Vocé notou alguma alteracdo na saude de seu filho durante o
tratamento?"). Em caso de resposta positiva, outra pergunta era realizada: ("Qual
alteracdo?').

Os dados foram analisados através do software SPSS (SPSS Inc., Chicago,
EUA - versado 21) 24, assumindo-se uma diferenca significativa com p = 0,05. A
coleta de dados, como a andlise EMG e a caracteristica da escala de ansiedade,
foram aplicadas anteriormente em um estudo piloto, com 05 criancas e seus pais,
para treinamento e calibracdo do examinador. Essas criancas néo participaram da
amostra final.

A andlise descritiva forneceu informagBes sobre as diferentes variaveis
avaliadas ao inico do estudo, tais como: idade, sexo e etnia, bem com para

avaliacdo dos efeitos adversos, apos cada fase de tratamento. (ANEXO 07)

Realizou-se a Analise de varidncia de medidas repetidas seguida de teste
LSD (Least Significance Diference) Post-Hoc para analisar a eficacia dos
medicamentos homeopaticos apos as quatro fases de tratamento. Com o objetivo
de observar uma reducao ou ndo do bruxismo noturno (BN), os resultados foram
expressos pelas diferencas entre os valores médios antes e os valores médios apos

cada fase do tratamento.

O mesmo teste de variancia seguido de teste de LSD Post-Hoc foi utilizado
para avaliar os resultados secundarios: (1) as mudancas na atividade muscular do

muasculo masseter e dos temporais; (2) diferencas no traco ansiedade antes e
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depois as fases do estudo. E importante enfatizar que todas as analises estatisticas
foram realizadas por um avaliador cego e os codigos de cores foram
desmascarados apenas no final das referidas analises.

Considerando o diario de sono, o teste de Wilcoxon foi utilizado para
comparar os valores médios gerados pelos escores criados entre o primeiro dia de
tratamento e o final do tratamento (30° dia). Além disso, uma variacao descritiva na
gualidade do sono ao longo do estudo foi demonstrada de acordo com cada

tratamento empregado.
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5. Resultados

5.1. ARTIGO 01: Knowledge of parents/guardians about the sleep
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Artigo publicado: Tavares Silva C, Calabrio IR, Serra-Negra
JM, Fonseca-Goncalves A, Maia LC. Knowledge of parents/guardians
about nocturnal bruxism in children and adolescents. Cranio. 2017,
35:223-227.

5.2. ARTIGO 02: Are there differences in catecholamine levels in body
fluids of individuals with and without sleep bruxism? A systematic

review.

Artigo publicado: Claudia Tavares-Silva, Daniele Masterson,
Lucianne Cople Maia and Andréa Fonseca-Gongalves. Are there
differences in catecholamine levels in body fluids of individuals with
and without sleep bruxism? A systematic review. Curr Chem Biol.
2017; 11 [E-pub ahead of print]

5.3. ARTIGO 03: Homeopathic therapy for sleep bruxism treatment in

children: findings of a two-year case report.

Artigo publicado: Claudia Tavares Silva, Laura Guimarédes
Primo, Adrielle Mangabeira, Lucianne Cople Maia, Andrea
Fonseca-Goncgalves. Homeopathic therapy for sleep bruxism
treatment in children: findings of a two-year case report. J Indian Soc
Pedod Prev Dent. 2017; 35: 381-383.


https://www.ncbi.nlm.nih.gov/pubmed/27342139
https://www.ncbi.nlm.nih.gov/pubmed/27342139

40

5.4. ARTIGO 04: Melissa officinalis in association or not with
Phytolacca decandrato treat nocturnal bruxism in children: a crossover
randomized triple-blinded controlled clinical trial.

Artigo em andamento
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Knowledge of parents/guardians about
nocturnal bruxism in children and
adolescents

Claudia Tavares Silva DDS, MSD?, Ivan Raphael Calabrio DDS!, Jinia Maria
Serra-Negra DDS, MSD, PhD?, Andréa Fonseca-Goncalves DDS, MSD, PhD?,
Lucianne Cople Maia DDS, MSD, PhD*

Department of Pediatric Dentistry and Orthodontics, School of Dentistry, Universidade Federal do Rio de
Janeiro, Rio de Janeiro, Brazil, 2Department of Pediatric Dentistry and Orthodontics, School of Dentistry,
Universidade Federal de Minas Gerais, Belo Horizonte, Brazil

Background: Bruxism is a repetitive jaw—muscle activity characterized by the clenching or grinding of teeth and/
or the bracing or thrusting of the mandible.

Objective: This study assessed parents/guardians’ knowledge of nocturnal bruxism in children/adolescents.
Method: A cross-sectional study using a validated questionnaire was carried out on 134 Brazilian guardians.
Data were analyzed descriptively and through the chi-square test to assess the association if guardians reported
bruxism and the causes and consequences of nocturnal bruxism.

Results: Mothers (68.7%) were the main contributors; 23.1% said their child had bruxism. Although most
participants (73.9%) had no opinion, some believe bruxism is linked to emotional stress (13.4%), mysticism/
religiosity (3.7 %), health (3.7%) or dental problems (3.0%), and presence of parasites (2.2%). Among the parents/
guardians of children without bruxism, 81.9% were unaware of some possible cause versus 18.1% of those with
bruxism (p=0.011). There was no association between children with bruxism and the type of sleep (p=0.191) or
sleep duration (p=0.377). The majority (90.3%) of guardians whose children have bruxism believe the condition
affects their health (p=0.006).

Conclusion: Guardians have a widespread ignorance about the causes and consequences of sleep bruxism.

Keywords: Sleep bruxism, Children, Sleep disorders

Introduction
In pediatric dentistry, several problems affect the physio-
logical development of a child. It is the dentist’s responsi-
bility to guide the guardians not only on good oral hygiene
practices and diets but also on morphological and func-
tional modifications resulting from the growth and devel-
opment of the stomatognathic system, whether or not they
are involved with the presence of deleterious habits.
These morphological and functional changes are
accompanied by behavioral changes inherent in the
social evolution of human beings who can change family
routines, making these conform to a society increasingly
dependent on results in less time spent. These charges
give rise to some pathologies of multifactorial origin, such
as bruxism,' consisting of a parafunctional habit that is
characterized by the clenching or grinding of teeth,? which
occurs unintentionally and unconsciously, especially
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Dentistry and Orthodontics, School of Dentistry, Universidade Federal
do Rio de Janeiro, Rodolpho Paulo Rocco, 325, CEP: 21941-913, Rio de
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© 2016 Informa UK Limited, trading as Taylor & Francis Group
DOI 10.1080/08869634.2016.1201633

during the night,?> with variable prevalence in children
and adolescents.! 46

The family plays an important role in childhood devel-
opment, and children with nocturnal bruxism develop
characteristic sounds generated by teeth grinding, which
are easily detected by those who live with such individu-
als.” However, guardians do not discuss nocturnal bruxism
with health professionals,® and the literature reports that
beliefs about the etiology of any disease are strongly asso-
ciated with the type of treatment that will be sought by the
patient.” Therefore, a good approach to have better control
over pediatric nocturnal bruxism seemed to evaluate the
knowledge and doubts that guardians have about the dis-
ease. In this sense, the present study aimed to assess the
knowledge of parents/guardians about the nocturnal brux-
ism present or not in their children/adolescents (patients)
at the pediatric dentistry clinic in the Dental School of the
Federal University of Rio de Janeiro (UFRJ).
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Materials and Methods

This study was approved by the Hospital Ethics Committee
of the Federal University of Rio de Janeiro; in the protocol
group number 11T 148—14.

Guardians of patients who sought treatment at the
pediatric dentistry clinic of UFRJ were selected with or
without self-reported bruxism. To be included in the study,
guardians had to be with their children/adolescent at the
first dental visit. Those who could not read or write, or
who had any commitments that would not make their par-
ticipation possible in the study were excluded.

For the data collection, a questionnaire previously used
by Serra-Negra et al.'’ was given to the guardians of the
patients. This questionnaire was prepared within the cri-
teria of the American Association of Sleep Medicine.!" 2
The assessment instrument contained 17 questions; 12 were
close ended and 5 open ended.

The questionnaire was used to collect information
about the children/adolescents as well as the parents/
guardians.!” Data collected about the children/adolescents
included: their age, sleep characteristics, type of sleep, if
they slept alone, hours of sleep on average per night, and
if nocturnal bruxism could affect their health. Data col-
lected about the parents/guardians included: whether they
suffered from nocturnal bruxism, if they had knowledge
of nocturnal bruxism and its causes, if at some time help
was searched for children/adolescents (if so, what type of
help had been sought), and if they wanted to receive more
information about bruxism.

The guardians answered the questionnaires individu-
ally without consultation or discussion with companions
or family. All participants signed a free and informed con-
sent form before completing the questionnaire.

Before the main study began, a pilot study was con-
ducted and the evaluation tool was tested with 10 ran-
domly selected guardians who were not included in the
main sample. For the analysis of internal consistency of
the questionnaires applied to the pilot study, a Cronbach’s
Alpha test (o = 0.979) was performed.

After the pilot study, the main study was conducted
using a convenience sample for a target population of
parents/guardians who agreed voluntarily to participate.
All data were tabulated, described, and analyzed using
SPSS version 20.0 (Chicago, IL, USA). To facilitate
statistical analysis, and based on the median values of
the present sample results, the following variables were
dichotomized: age of the child (seven years old or younger
and seven years old or older), child’s sleep (8 h or less
and 8 h or more), and type of sleep (normal or agitated).
Also dichotomized were the answers to the questions:
‘What is bruxism?’ (correct or incorrect concept) and
‘Does bruxism affect the child’s health?’ (yes, no or do not
know). The questions related to the concept and causes of
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bruxism on health were open questions that were grouped
by the investigators for the data analysis. The answers that
classified bruxism as the act of grinding the teeth against
each other or clenching them together were considered
‘correct,” whereas those that addressed issues other than
these were considered ‘wrong.”'° Descriptive analyses and
the chi-square test (5% level of significance) were used
for statistical analysis of the data.

Results
A total of 134 parents/guardians (37.6 £ 10.6 years old)
and their children (7.4 £ 3.3 years old) participated in
the study. Most of those guardians were represented by
mothers (68.7%), followed by fathers (14.2%), grandpar-
ents (13.4%), and others (3.7%). From this total, 11.9%
reported having bruxism themselves, while 23.1% claimed
that their children also have bruxism (Table 1).
Considering the entire sample, only 38.1% of parents/
guardians correctly answered the question about the defi-
nition of bruxism. Most participants (73.9%) were una-
ware of the causes of the disease, and those who claimed
to know related it to emotional factors (13.4%), mysti-
cism/religiosity (3.7%), health (3.7%), dental (3.0%),
and parasites (2.2%). Among the types of assistance pre-
viously sought by parents, the following professionals
were consulted: dentists (10.4%), doctors (0.7%), and psy-
chologists (0.7%). However, 33.6% did not seck any help,
and most (54.5%) did not answer the question (Table 2).
Among the parents/guardians of children without
bruxism, 81.9% were unaware of some possible cause
versus 18.1% of those with bruxism (p = 0.011) (Table
3). Table 3 also shows that the knowledge of guardians
about the definition of the disorder is statistically asso-
ciated (p < 0.0001) with the presence of bruxism in the
child. Those parents/guardians of children with bruxism
affirmed with more vehemence that this condition harms
the general health of their children when compared with
parents/guardians of children without bruxism (p = 0.06).
There was no significant difference, however, between
the presence or absence of bruxism, and hours of sleep
(p = 0.377) and type of sleep (p = 0.191) of children.
Moreover, an association was found between childhood
bruxism and bruxism in their parents (p = 0.002).

Discussion

Recently, an updated definition of bruxism was adopted
for the third edition of the International Classification of
Sleep Disorders by American Academy of Sleep Medicine
(AASM): a repetitive jaw—muscle activity characterized
by the clenching or grinding of the teeth and/or by brac-
ing or thrusting of the mandible."™ '* It is important to
note that childhood bruxism may persist into adulthood.'
Early diagnosis helps provide a perspective of control,
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Table 1 Descriptive analysis of the variables reported by
parents/guardians, considering the sample and children
characterization

Variables N %
Parent/quardian

Mother 92 68.7
Father 19 14.2
Grandparents 18 13.4
Other 5 3.7
Parent/quardian with bruxism

Yes 16 11.9
No 118 88.1
Children with bruxism

Yes 31 23.1
No 101 75.4
Not answered 2 1.5
Mean age (years + SD) of parents/guardians

37.6+£10.6

Mean age (years + SD) of children
7.4 £33
Note: SD = Standard deviation.

Table 2 Descriptive analysis of the variables reported by
parents/guardians in relation to bruxism

Variables N %
Concept of bruxism

Correct 51 38.1
Wrong 83 61.9
Cause of bruxism according to the parents

Emotional 18 13.4
Mystical/religious 5 3.7
Dental 4 3.0
Medical 5 3.7
Parasites 3 2.2
Without knowledge 99 73.9
What was the type of help?

Dental 14 10.4
Medical 1 0.7
Psychological 1 0.7
Mystical/religious 0 0.0
No seek for help 45 33.6
Not answered 73 54.5

prevents damage to the components of the masticatory
system, and generates comfort.!’ Thus, the knowledge that
parents have about this parafunction is essential, as they
can inform the medical history and current medical state
of the child.'®

Guardians in this study had a great lack of knowledge
about bruxism, with 61.9% reporting incorrect answers
about the definition of parafunction, added to the fact that
73.9% did not know what can cause the disease. This
information, along with the data that showed only 11.8%
of guardians sought professional help, shows that there
is a great gap to be filled by health professionals as per
the clarification of bruxism. The role of the family in the
diagnosis of pediatric nocturnal bruxism is very impor-
tant. It occurs by recognizing the characteristic sounds
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generated by the grinding of teeth at night.'® Although
parents recognize the noise, a lack of knowledge about the
condition often does not cause them to look for a health
service, as they credit the cause to other sources."!

When questioned about the cause of bruxism, emo-
tional factors were the most prevalent cause listed in the
sample, similar to those found in the original study of
Serra-Negra et al.’® In relation to the mystical/religious
factors, although the study was performed in the same
country and geographical region as the previously men-
tioned study,'' no similar results were observed. Guardians
(20.4%) in the original study said that mystical/religious
nature problems were the cause of bruxism,!® whereas
in this study, only 3.7% of respondents said this was the
cause. With these results, it was noticed that although
both cities in the studies are urban centers, religiosity is
manifested differently in these states. The authors believe
the results are different because Brazil is a country of great
extent, and each province has its religious peculiarities.

Historically, humans have sought mystical or religious
explanations for diseases when they do not understand the
events within their bodies.” Different from the study of
Serra-Negra et al.,'” in the present study, guardians never
looked for religious help for treatment of bruxism, even
among participants who associated bruxism to religios-
ity. It was observed, however, that the lack of interest
in seeking help is probably because of the shortage of
health programs that address the problem. On the other
hand, when there was interest in seeking help, medical
professionals (dentists, doctors, or psychologists) were
consulted.

Specifically considering these professionals, the
search for medical treatment in general was low (11.8%).
Pediatricians and pediatric dentists should work in part-
nerships to identify, diagnose, and understand the possible
causes, clinical features, signs, and symptoms of child-
hood diseases, especially those with oral manifestations.
According to Serra-Negra et al.,'? bruxism is multifacto-
rial, and there is a significant association between person-
ality traits and the presence of the disease in children. A
good history and dialog must be established with those
responsible in order to obtain success in the clinical and
therapeutic practices.

Most association studies are between bruxism and pain
in adults,"" but when thinking about children, reports
about pain are not as common.”® When the guardians
related pain in the face associated with bruxism, busy
and fragmented sleep complaints could be frequent.! It has
been reported that 59% of patients with sleep bruxism and
severe jaw pain complain of fragmented sleep, while only
20% of those with mild pain in the jaw present the same
complaints.?! In the current study, as well as in literature,*
22 there was no statistically significant association between
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Table 3 Association between the parents report or not of bruxism in children/adolescents and the investigated variables

reported by them

Bruxism in children/adolescents

Variables/sample (respondents) (n = 134) Yes No P value
Concept of bruxism

Correct 26 25 <0.0001
Wrong 5 78

Did bruxism endanger the children’s health?

Yes 28 61 0.006
No 3 41

Without knowledge 0 1

Hours of sleep

<8h 14 52 0.377
>8 h 17 51

Type of sleep

Restless 22 62 0.191
Normal 9 41

Presence of bruxism in the parents/guardians

Yes 9 7 0.002
No 22 96

Knowledge of parents/quardians of possible cause of bruxism

Yes S 17 0.011
No 19 86

bruxism in children and restless sleep (p = 0.191), even
though the vast majority of guardians of children with
bruxism (n =22) reported that their children have restless
sleep. Thus, the authors suggest that it is necessary to
conduct further research addressing this issue.

Most (68.7%) of the sample were mothers, who
answered questions about their own bruxism history and
their child’s. This can be considered a bias in the study, as
discussed in the work of Serra-Negra et al.!® On the other
hand, because the work was carried out in the waiting
room of the Department of Pediatric Dentistry, where the
mother is the main conductor, caregiver, and the promoter
of family health, it is considered that the data signify the
reality of the families. According to Ramos-Jorge et al.,”®
the mother is the principal caregiver, and in most cases,
is entrusted to take the child to the dentist.

Children with bruxism may present other diseases
associated with sleep, clinically known as parasomnias.
These include soliloquy, sleepwalking, bed-wetting, snor-
ing, and nightmares.?* It is possible that situations of social
disruption, social agitation, and adversities during the day
can lead to restless sleep at night, promoting functional
changes in the average levels of parafunctional muscle
contractions." ** Note that these actions are involuntary,
and some studies have shown them to be associated with
dopaminergic discharges, which are difficult to control
and change.'®?° Although not targeted on this study, it is
suggested that further studies should be made in this area.

One might also ask why the authors opted for the
report of the parents for the diagnosis of bruxism. Some
other researchers used the same criterion supported by
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the classification criteria proposed by the AASM.'!2 The
AASM criteria include: parents indicating an occurrence
of audible night teeth grinding, no other medical or mental
disorders (e.g. Sleep-related epilepsy, accounts of abnor-
mal movements during sleep), and no other sleep disor-
ders (e.g. Obstructive sleep apnea syndrome). Moreover,
as stated by Serra-Negra et al.,'? there are also discrep-
ancies in the data collection methods used to assess child
sleep bruxism, including the use of optical reading, anal-
ysis of models, polysomnography, and the assessment of
masseter muscle contraction through bite strip electrodes
or based on self-reports/parents’ reports. However, none
of them invalidate the results.

Guardians responsible for family education should
always seek information about the pathologies that may
come to affect their children and family. They should
promote preventive and positive attitudes toward their
family’s quality of life. It was observed that 100% of
participants expressed an interest in receiving new infor-
mation, reinforcing the concept that educational programs
with a problem-based approach are needed.

Based on the results of this study, the conclusion is that
there is a lack of knowledge about nocturnal bruxism. In
this sense, there should be more information on nocturnal
bruxism available to parents/guardians.

Conclusion

Guardians play an important role in the diagnosis of noc-
turnal bruxism in children because they are the people
who recognize the sounds generated by the grinding of
teeth. It is important to emphasize that parents’ greater
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knowledge about nocturnal bruxism in childhood and ado-
lescence will contribute to them seeking appropriate help
for their children/adolescents. Furthermore, the majority
of guardians are still unaware of bruxism, which may lead
them to underestimate this condition.

Acknowledgments

All authors are very grateful to the parents/guardians for
their participation in this study. The authors also thank
the Fundagao de Amparo a Pesquisa do Estado do Rio de
Janeiro (FAPERJ) for the financial support. This study
composes the doctor degree thesis of the first author.

Disclaimer statements

Contributors All authors were involved in the clinical
diagnosis and management of the case reported by a multi-
disciplinary treatment approach.

Funding Fundacdo de Amparo a Pesquisa do Estado do
Rio de Janeiro (FAPERJ) is responsible for the financial
support.

Conflicts of interest None of the authors has any conflict
of interest to declare.

Ethics approval Ethical approval is by the Ethics
Committee of the Hospital Clementino Fraga Filho.

References

1 Dal Fabro C, Chaves Jinior CM. Bruxismo do sono [Sleep bruxism].
In: Dal Fabro C, Chaves Junior CM, Tufik S, (eds.) The dentistry in
sleep medice. 1st ed. Maringa: Dental Press; 2012. p. 345-74.

2 Lavigne GJ, Manzini C, Kato T. Sleep bruxism. In: Kryger MH, Roth
T, Dement WC, (eds.) Principles and practice of sleep medicine. 4th
ed. Philadelphia, PA: Elsevier Saunders; 2005. p. 946-59.

3 Castelo PM, Barbosa TS, Gavido MBD. Quality of life evaluation of
children with sleep bruxism. BMC Oral Health. 2010;10:2—-7.

4 Restrepo CC, Medina I, Patifio 1. Effect of occlusal splints on the
temporomandibular disorders, dental wear and anxiety of bruxist
children. Eur J Dent. 2011;5:441-50.

5 Fernandes G, Van Selms MKA, Gongalves DAG, Lobbezoo F,
Camparis CM. Factors associated with temporomandibular disorders
pain in adolescents. J Oral Rehabil. 2015;42:113-9.

6 Thomas EB, Cangussu MC, Assis AM. Malocclusion and deleterious
oral habits among adolescents in a developing area in northeastern
Brazil. Braz Oral Res. 2013;27:62-9.

Tavares Silva etal. Knowledge of parents/guardians about nocturnal bruxism

7 Cheifetz AT, Osganian SK, Alfred EM, Needleman HL. Prevalence of
bruxism and associated correlates in children as reported by parents.
J Dent Child. 2005;72:67-73.

8 Diniz MB, Silva RC, Zuanon AC. Bruxismo na infancia: um sinal
de alerta para odontopediatras e pediatras [Bruxism in childhood: a
warning sign to pediatric dentists and pediatricians]. Rev Paul Pediatr.
2009;27:329-34.

9 Peeters Grietens K, Toomer E, Um Boock A, Hausmann-Muela S,
Peeters H, Kanobana K, et al. What role do traditional beliefs play in
treatment seeking and delay for buruli ulcer disease? — Insights from
a mixed methods study in Cameroon. PLoS ONE. 2012;7:¢36954.

10 Serra-Negra JM, Tirsa-Costa D, Guimaraes FH, Paiva SM, Pordeus
IA. Evaluation of parents/guardian knowledge about the bruxism of
their children: family knowledge of bruxism. J Indian Soc Pedod
Prev Dent. 2013;31:153-8.

11 Buysse DJ, Young T, Edinger JD, Caroll J, Kotagal S. Clinicians’
use of the international classification of sleep disorders: results of a
national survey. Sleep. 2003;26:48-51.

12 Serra-Negra JM, Paiva SM, Seabra AP, Dorella C, Lemos BF,
Pordeus IA. Prevalence of sleep bruxism in a group of Brazilian
schoolchildren. Eur Arch Paediatr Dent. 2010;11:192-5.

13 Sateia MJ. International classification of sleep disorders-third edition:
highlights and modifications. Chest. 2014;146:1387-94.

14 Klasser GD, Rei N, Lavigne GJ. Sleep bruxism etiology: the evolution
of a changing paradigm. J Can Dent Assoc. 2015;81:12.

15 Serra-Negra JM, Ramos-Jorge ML, Flores-Mendoza CE, Paiva SM,
Pordeus TA. Influence of psychosocial factors on the development of
sleep bruxism among children. Int J Paediatr Dent. 2009;19:309—17.

16 Andrade LEC. Future perspective for diagnosis in autoimmune
diseases. An Acad Bras Cienc. 2009;81:367-80.

17 Petit D, Touchette E, Tremblay RE, Boivin M, Montplaisir J.
Dyssomnias and parasomnias in early childhood. Pediatrics.
2007;119(5):e1016-25.

18 Amorim CF, Giannasi LC, Ferreira LMA, Magini M, Oliveira CS,
de Oliveira LVF, et al. Behavior analysis of electromyographic
activity of the masseter muscle in sleep bruxers. J Bodyw Mov Ther.
2010;14:234-8.

19 Lucas BL, Barbosa TS, Pereira LJ, Gavido MBD, Castelo PM.
Electromyographic evaluation of masticatory muscles at rest and
maximal intercuspal positions of the mandible in children with sleep
bruxism. Eur Arch Paediatr Dent. 2014;15:269-74.

20 Bloomfield ER, Shatkin JP. Parasomnias and movement disorders in
children and adolescents. Child Adolesc Psychiatr Clin North Am.
2009;18:947-65.

21 Goulet JP, Lavigne GJ, Lund JP. Jaw pain prevalence among
French-speaking Canadians in Quebec and related symptoms of
temporomandibular disorders. J Dent Res. 1995;74:1738-44.

22 Macedo RC. Bruxismo do sono [Sleep bruxism]. R Dental Press
Ortodon Ortop Facial. 2008;13:18-22.

23 Ramos-Jorge ML, Marques MS, Pavia SM, Serra-Negra JM, Pordeus
IA. Predictive factors for child behavior in the dental environment.
Eur Arch Paediatr Dent. 2006;7:253-7.

24 Khatwa U, Kothare SV. Sleep bruxism. In: Kothare SV, Ivanenko
A, (eds.) Parasomnias-clinical characteristics and treatment. 1st ed.
New York: Springer; 2013. p. 281-92.

CRANIO®: The Journal of Craniomandibular & Sleep Practice 2016

5



Send Orders for Reprints to reprints@benthamscience.ae
Current Chemical Biology, 2018, 12, 000-000 1

REVIEW ARTICLE

Are There Differences in Catecholamine Levels in Body Fluids of
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Abstract: Objective: This study investigated differences in catecholamine levels in individuals with and
without sleep bruxism.

Methods: A search in the databases PubMed, Cochrane Library, Scopus, Web of Science, LILACS,
IADR abstracts, grey literature and in reference lists of included studies was conducted. The search was
performed by two researchers, supervised by a librarian. There were no filters and no limits to language
or year of publication. Eligibility was based on PECO criteria; which means the studies about children

and adults (P) with (E) and without bruxism (C) in which the catecholamine levels (O) in any body flu-
ids, were investigated. The studies were qualitatively assessed through a checklist for evaluating their
risk of bias. Data were extracted from all included studies.
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Results: Initially, 269 articles were identified. After removing duplicates, 175 were read (title/abstract),
and of these, nine were retrieved to be read in full. One more article was provided by Pubmed alert, but
it was excluded. From those nine articles, three studies with chromatographic analysis of catecholamine
in urine were included in the qualitative synthesis. Studies have shown an increased level of catechola-
mine (epinephrine, norepinephrine, and dopamine) in the urine of individuals with sleep bruxism com-
pared with non-bruxers. However, assessment showed flaws in some methodological aspects such as

matching and blinding.
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Conclusion: There are some methodological flaws in the included studies, thus there is little scientific
evidence that adults and children with sleep bruxism have higher catecholamine levels in the urine
compared to those without bruxism.

Keywords: Catecholamines, catecholamines receptors, sleep bruxism, sleep related bruxism, nocturnal
bruxism, chromatographic analysis of catecholamine.

1. INTRODUCTION

The American Sleep Disorders Association has
defined sleep bruxism as a periodic stereotyped
movement disorder characterized by grinding or

an involuntary act with repetitive, functional activ-
ity and may have two manifestations: one during
sleep (called sleep bruxism) and another during
wakefulness (indicated as awake bruxism) [4],

clenching of the teeth during sleep [1-3, 11]. It is
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Universidade Federal do Rio de Janeiro, Cidade Universitaria, Rio
de Janeiro, Brazil; Zip code: 21941-913; Tel: 55-21-3938-2098;
Fax: 55-21-3938-2098; E-mail: afgoncalves16@yahoo.com
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with prevalence of 6 to 20% in the general popula-
tion [2, 11].

It is known that several causes may coexist,
which interfere with the quality of life of adults
and children [5]. There are some theories postulat-
ed to explain the etiology of sleep bruxism, and
these are controversial subjects in the current liter-

© 2018 Bentham Science Publishers
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ature [5-7], because none of the mechanisms de-
scribed is able to fully explain the phenomenon
[5]. In general, three groups of possible etiological
factors are described in the literature: a) morpho-
logical; b) psychological (stress), and c¢) patho-
physiological causes (alterations in central dopa-
minergic neurotransmission) [7, 8].

Catecholamines are chemical compounds syn-
thesized from tyrosine. Some studies point to the
participation of dopamine, adrenaline, noradrena-
line, and serotonin in sleep bruxism etiology and
muscular activity [9-13]. However, the role of cat-
echolamine in trigging bruxism is complex and
poorly understood [12]. In this sense, the aim of
this systematic review was to seek scientific evi-
dence to answer the following focused question:
‘Are there differences in catecholamine levels in
body fluids of individuals with and without sleep
bruxism?’

2. METHODS

2.1. Protocol and Registration

This systematic review was performed accord-
ing to PRISMA (Preferred Reporting Items for
Systematic Review and Meta-Analysis) guidelines
(http://lwww.prisma-statement.org) [14] and was
regis-tered at Prospero under the
number CRD42016041861.

2.2. Literature Search Strategy

The search process was performed independent-
ly by the author (CT) under the guidance of a li-
brarian (DMF). The search strategy included ap-
propriate changes in the key words and followed
the syntax rules of each database. The descriptors
were selected from a combination of a previous
search in MeSH (Medical Subject Headings) terms
and the most cited terms (key words) in relevant
previous publications in the field. No filters or lim-
its were applied in the searches, and no limits were
set regarding language or year of publication.
Electronic searches were conducted using the fol-
lowing electronic bibliography databases: Medline
(via Pubmed), Cochrane Library, SCOPUS, Web
of Science, LILACS, IADR abstracts, Portal Capes
(Brazil’s Education Ministry database), and the
grey literature (SIEGLE/Open Grey). Hand
searching was performed in the reference lists of
the selected articles to find any paper that did not
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appear in the database search. The electronic data-
base and search strategy is summarized in Table 1.

2.3. Selection Criteria (Eligibility Criteria)

The eligibility was based on PICO/PECO crite-
ria. It means that studies about children and adults
(P) with (E) and without bruxism (C), in which the
catecholamine levels (O) in any body fluids were
investigated, were considered by the present sys-
tematic review. Review articles, case re-ports,
editorial letters, pilot studies, animal studies, and
articles that did not include the outcomes of
interest were excluded from this systematic re-
view.

2.4. Data Collection and Analysis

Initially, the authors (CT and AF) selected the
studies by titles and abstracts based on the search
strategy described previously. Then, the full text of
the potentially eligible studies was read and select-
ed based on the inclusion criteria (PECO criteria).
Any disagreement between the authors was solved
by consensus with a third senior reviewer (LCM).

Each selected study was read in full and evalu-
ated for a quality assessment and risk of bias ac-
cording to the guidelines described by Fowkes and
Fulton [15] for appraising a medical article that are
currently used in dentistry [16]. The checklist in-
cludes questions on the study design, study sam-
ple, characteristics of the control group, quality of
measurements and outcomes, completeness, and
distorting influences [15]. When checking the cri-
teria, there were assigned problems for each crite-
rion as major (+ +) or minor (+), or no problem (0)
or not applicable (NA) in terms of their expected
effect on the results.

A final decision was made as to whether the
methods were adequate to produce useful infor-
mation [15,16]. Finally, to make a judgment and
to determine the value of the study, Fowkes and
Ful-ton’s [15] proposed three summary questions
used concerning the presence of the following: (1)
bias — ‘Are the results erroneously biased in a
certain direction?’; (2) confounding — ‘Are there
any seri-ous confounding or other distorting
influences?’; and (3) chance — ‘Is it likely that
the results oc-curred by chance?’. If the answer to
each question is categorically ‘No’, then the
authors considered
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Table 1. Search strategy for systematic review of catecholamine levels in patients with and without bruxism.

Database Search Strategy

(bruxism [mesh] or bruxism[tiab] or sleep bruxism[mesh] or sleep bruxism[tiab] or nocturnal bruxism[tiab] or
Pubmed sleep related bruxism[tiab]) and (catecholamines[mesh] or catecholamine*[tiab] or dopamine[mesh] or dopa-
mine*[tiab] or epinephrine [mesh] or epinephrine*[tiab] or norepinephrine[mesh] or norepinephrine*[tiab])

TITLE-ABS- KEY ( bruxism OR ”’sleep bruxism” OR “nocturnal bruxism” OR “sleep related bruxism” AND
catecholamines* OR dopamine* OR epinephrine* OR norepinephrine* )

Web of TITLE-ABS- KEY ( bruxism OR ”’sleep bruxism” OR “nocturnal bruxism” OR “sleep related bruxism” AND
Science catecholamines* OR dopamine* OR epinephrine* OR norepinephrine*)

Scopus

#1 MeSH descriptor: [Bruxism] explode all trees

#2 bruxism

#3 #1 or #2

#4 MeSH descriptor: [Sleep Bruxism] explode all trees
#5 sleep bruxism or nocturnal bruxism or sleep related bruxism
#6 #4 or #5

#7 #3 or #6

#8 MeSH descriptor: [Catecholamines] explode all trees
#9 catecholamines

#10 #8 or #9

Cochrane | #11 MeSH descriptor: [Dopamine] explode all trees
#12 dopamine

#13 #11 or #12

#14 MeSH descriptor: [Epinephrine] explode all trees
#15 epinephrine

#16 #14 or #15

#17 MeSH descriptor: [Norepinephrine] explode all trees
#18 norepinephrine

#19 #17 or #18

#20 #10 or #13 or #16 or #19

#21 #7 and #20

(bruxism or bruxismo or “sleep bruxism”or “bruxismo do sono”) AND (Catecolamina$ OR Cathecolamine$
Lilacs OR Dopamine$ OR Dopamina$ OR EPINEFRINA$ OR EPINEPHRINE$ OR NORAEPINEFRINAS$ OR
NOREPINEPHRINES)

Egg:; Bruxism and catecholamine
IADR Bruxism and catecholamine
Siegle
(Open Bruxism and catecholamine
Grey)
that there was a good likelihood that the research Therefore, the data of the selected papers were

was sound [15]. compiled, and the following data were extracted:
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authors, country of the development of the study,
study design, sample characteristics, source of data
collection, biochemical analysis, kind of catechol-
amine, and level of catecholamine in patients with
bruxism and their controls. In case of doubt or in-
sufficient data, the authors of the selected studies
were contacted.

3. RESULTS

Two hundred sixty-nine articles were identified
in our search involving eight databases and no ad-
ditional records regarding other sources. From this
total, 175 were screened after the removal of 94
duplicate studies. After analyzing the titles and
abstracts, the studies were excluded following
these reasons: 39 by title, 45 literature reviews, 34
side-effect studies, 15 animal studies, 12 case re-
ports, nine bruxism treatments without catechola-
mine measurements, six in vitro studies, five sys-
tematic reviews not related to bruxism, and one
abstract not related to the present issue. After that,
nine potentially eligible articles were screened for
full reading. At this stage, six studies were exclud-
ed because they did not meet the eligibility crite-
ria, since they did not evaluate the relationship be-
tween catecholamine and sleep bruxism. Although
a database search alert allowed one more reference
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to be identified at that time, it did not fulfill the
inclusion criteria. Thus, three cross-sectional stud-
ies were included in the present systematic review

(Fig. 1).

The characteristics of the sample and data col-
lection of the included studies are shown in Table
2. Considering the sample representativeness, two
studies were conducted on adult patients with an
age range of 19-40 years [10] and 30-35 years [9],
respectively, and the third on school children aged
6-8 years [13]. The study of Vanderas et al. [13]
showed the largest sample size (n = 167), whereas
Seraidarian et al. [9] demonstrated a sample of 40
subjects and Clark et al. [10] presented a sample of
30 patients. For all studies, no sample size calcula-
tion was described.

While Vanderas et al. [13] and Seraidarian et
al. [9] showed the inclusion and exclusion criteria
in their studies, Clark et al. [10] presented only the
inclusion criteria. The criteria of clinical diagnosis
to identify bruxism in selected patients did not fol-
low the same parameters. Seraidarian et al. [9]
based the diagnosis of bruxism on the American
Academy of Sleep Medicine diagnostic and coding
manual [1]. They [9] also analyzed tooth wear, re-
ports by bed partners, white line at buccal mucosa

IADR abstracts
10 records

Portal CAPES
3 records

Cochrane
9 records

Siegle (Open Grey)
0 records

166 Records excluded

after title and abstract screen

7 Full-text articles excluded

Did not evaluate the relationship between
catecholamines and sleep bruxism

Figure 1: Flow diagram of the study.
c
]
3
5 Pubmed Scopus Web of Science Lilacs
= 53 records 140 records 46 records 8 records
°
—
S’ 269 records
=
)
2
®
175 records after removal of duplicates
—
2
Z
2 9 articles assessed for eligibility
w
= 1 study screaned after Pubmed Alert
2
'g 3 articles included in qualitative synthesis
) (9,10,13)
&
Fig. (1). Flow diagram of the study.
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Table 2. Summary of data extracted from included studies.

Group of Range of age Kind of body Catecholamine levels against bruxism (ug/l per 24hs)
in
Participants (years) fluid
Author - = Samoh B Outcome level of
Country/ udy Pe 1 Bruxis . catecholamine »
Design Size Control S YIS Bruxism (meanSD) Control vale Satatistical
ear M sampl | | Gontrol | Performed - (meanzsp) | P analysis
Sampl m
¢ . e esize)
esize)
Epinephrine
167 Epinephrine 4.39+1.84 (p=0.01)
. . 554 +252
Vanderas A, (male/ 24h urine EET&?;;”:;“: Norepinephrine Multiple
Menenakou female) sample / i pni ficantand Norepinephrine 18.71+6.19 (p= <0.05 regression
meta- | % | gigen | 129 | 38 | 68 | 6 | Cromatograph | S9Mcoman 22124845 001) Pt logistic
: sectional y strong association anelysis
1999 of5 i i
bli with bruadsm Dopamine Dopamine
Greece public 253,24 £ 7553 21435463689
schools (p=0.007)
Adrenaline .
1114+ NM ?:ge:a,'\m
Seraidarian P, 24h urine Individuals -WI'[h _ _
Seraidarian sampole/ sleep bruxism Norepinephrine Norepineohrine Mann-
| cross | 40(male |0 1 | 3035 | 302 Cromr:t'())graph have higher 2L5:NM 148p7 +'?\JM P= | Whiney
Pletal - 5 -35 ; 7
sectional |  adults) y levels of urinary 0,000 test
2009— catecholamine Dopamine Doparine
Brazil 4795+NM 2017+ NM
A positive .
relationship was Heavy level Light level
Clark GT 30 (male/ 24h urine fOL::Sre:se d en Epinephrine Epinephrine Epinephrine
RuGhJD ar'] g female sample / enineohrine 10.26 + 6.44 + 5.99 + 1.61(0.51)*
9 Cross | adults Fluorimetric PINEPNINE | eo048)* | 307(097)* p<005 | Studenttest
Handel ) 20 10 | 2140 | 19-29 contentand high
andelman sectional from - analysis Norepinephrine
levels of : . . .
SL-1980- denal nocturmal Norepinephrin | Norepinephrine | 19.91 +7.72(2.44)*
USA masseter muscle ¢ 2815+
center ety 3008+ | 1195(378)*
081(342)*

Note: NM — Data not mentioned (NM) by authors; *Calculated based on the following formula: SD = SE.¥N, in which SD = standard devia-

tion; SE = Standard Error; N = sample size

(teeth-impressed tongue), and spontaneous sore-
ness of masticatory muscles [9], but they did not
mention how many examiners were working on
this clinical trial. Clark et al. [10] explained that
the selected participants were examined to find
positive signs of tooth wear and myofascial pain;
and subjects’ awareness of a clenching and grind-
ing habit was also investigated. They [10] used the
EMG recording device in the sleep period to de-
termine which level of electrical activity in the
masseter was performed by the bruxism subjects,
and then they separated the subjects into two
groups, with five females and five males each, ac-
cording to the level of muscle activity: light mus-
cle activity (< 50 EMG unit/h sleep) and heavy
muscle activity (> 50 EMG unit/h sleep) [10].
However, these authors did not mention the num-

ber of examiners in the study [10]. Vanderas et al.
[13] performed their study in five public schools.
The criteria of clinical examination were based on
an interview and a clinical exam in order to identi-
fy the presence of wear facets in the primary and
permanent teeth. Furthermore, a questionnaire was
applied to the subjects’ parents in order to obtain
medical history and medication information that
could implicate bruxism. In addition, socio-
economic factors such as parental age, education,
and profession were recorded in the same ques-
tionnaire [13].

All studies [9, 10, 13] compared catecholamine
levels in the 24-hour urine sample of patients with
bruxism and the control group. The urine was
evaluated by chromatography technique seeking to
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Table 3. Quality assessment of the included studies.
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- . Seraidarian | Clark et al
Guideline Checklist Vanderas cart ’
et al,1999[13]| et al,2009(9] 1980[10]
Objetive Common design - - -
Prevalence Cross sectional - - -
Study design Prognosis Cohort - - -
appropriate to .
objective? Treatment Controlled trial - - -
Cause Cross sectional 0 0 0
Cohort, case-
control
Source of sample 0 0 0
Sampling method + + +
Study sample .
representative? Sample size * * i
Entry criteria/exclusions + 0 +
Non-respondents NA NA NA
Definition of controls 0 0 0
Control, group Source of controls 0 0 0
acceptable? Matching/randomization ++ ++ 0
Comparable characteristics 0 0 0
Validity 0 0 0
Quality of Reproducibility 0 0 0
measurements and .
Outcomes? BllndeneSS ++ 0 ++
Quality control 0 0 0
Compliance 0 0 0
Drop outs NA NA NA
Completeness?
Deaths NA NA NA
Missing data 0 0 0
Extraneous NA NA NA
Treatments NA NA NA
Distorting influences? Contamination NA NA NA
Changes over time NA NA NA
Confounding factors 0 0 0
Distortion reduced by analysis 0 0 0
Bias
Avre the results erroneously biased in a certain
Ty
_ direction? Yes No Yes
Summary questions
Confounding
Avre these any serious confounding or other
distorting influences?
No No No
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Chance

Is it likely that the results occurred by chance?

No No No

Note: ++, Major problem; +, minor problem; 0, no problem; NA, not applicable. Quality assessment according to the guidelines described by

Fowkes and Fulton for appraising a medical article

establish a hypothesis that emotional stress can be
the aetiological factor of this pathology. The levels
of catecholamine (epinephrine, norepinephrine,
and dopamine) presented in each study are shown
in Table 2, which demonstrated that there are sig-
nificant differences between the levels of neuro-
transmitters in the urine of patients with bruxism
when compared to controls without bruxism.

A critical appraisal (Table 3) of the quality
of the selected articles indicated that one of the
three stud-ies did not use a representative sample
size in the bruxism and control groups [10]. No
blindness of the examiners or outcomes was
mentioned in the included studies. However,
after contact by the present authors, Seraidarian
et al. [9] reported that all outcome analyses were
performed by blinded evaluators.

The summary questions revealed interesting re-
sults  without confounding  factors and
distortion reduced by analysis [9, 10, 13] but
also exposed problems in the design because
they showed sus-ceptibility to bias [10, 13]

4. DISCUSSION

Systematic reviews are superior to traditional
narrative reviews because the latter generally pro-
vide a broad overview of a topic, with a source of
evidence not usually specified and with a biased
selection of studies, which may lead to biased con-
clusions or recommendations [17]. In the present
study, the authors performed a systematic review
that sought an answer through studies published or
in progress about the influence of catecholamine
level in body fluid on triggering bruxism in chil-
dren, adolescents, and adults. At the end of our
systematic review, three studies had eligibility for
qualitative analyses. The sample in two of them
consisted of adults [9, 10] and one of children
[13]. Pussard et al. [18] show that the catechola-
mine levels in children and adults present different

reference values, which decline gradually from
birth to adult life. However, independently of the
sample, which consisted of children and adults, the
present systematic review showed that the cate-
cholamine levels are higher in individuals with
bruxism. Moreover, a meta-analysis cannot be
conducted because there was no comparability of
results demonstrated by the selected articles. In
fact, these results were derived from different
methods.

The results of primary studies demonstrated
higher levels of catecholamine in the urine of indi-
viduals with bruxism. Klasser et al. [19] declare
that the most recent hypothesis on the etiology of
sleep bruxism supports the role of the central and
autonomic nervous systems in the genesis of jaw
activity during sleep. More specifically, sleep-
related mechanisms under the influence of brain
chemicals and maintenance of airway patency dur-
ing sleep may increase motor activity underlying
the genesis of sleep bruxism and rhythmic masti-
catory muscle activity (RMMA). In fact, the motor
manifestation of sleep bruxism precedes tooth
grinding during sleep [19].

The summary of questions proposed in the crit-
ical appraisal is not a magical formula that con-
verts assessments of details into an overall score
on the worth of a paper [15]. For helping the over-
all judgment, three summary questions were made
about bias, confounding, and chance. One included
article [9] presented minor points for the methodo-
logical flaw, whereas the other two [10, 13] pre-
sented more flaws in the methods.

The statement in the methods that the sample
size was chosen in order to have sufficient power
to detect a meaningful result at a certain level of
statistical significance would be adequately evi-
denced, since it represents a step that must be per-
formed to ensure an appropriate sample [15].
However, the problems found in the selected stud-
ies were mainly due to inadequate efforts to ad-
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dress potential bias, such as the sampling method
[9, 10, 13], size [10], matched samples [9, 13], and
blindness [10, 13]. None of the considered arti-
cles [9, 10, 13] show how the sample size was de-
termined, which may suggest that there was a
break in the representativeness of the samples.

The inclusion and exclusion criteria in each
study were examined carefully. Whereas Seraidar-
ian et al. [9] appropriately defined these criteria,
Vanderas et al. [13] did not describe them in detail
and only excluded the children who were absent
during the examination. Clark et al. [10] did not
mention any exclusion criteria, only the way the
patients were allocated, which was into different
groups based on their mean EMG values.

The definition, source, and comparable charac-
teristics between the bruxism and control groups
were realized in all examined studies [9, 10, 13].
While the matching of samples had a major prob-
lem in two studies [9, 13], Clark et al. [10] de-
scribed it correctly. In studies using a comparison
or control group, it is important to assess whether
this group was adequate for the purpose of the
study, mainly in relation to the source of controls
[15]. The matching of the controls of age, sex, and
other variables may be sufficient. Although Van-
deras et al. [13] used secondary data, such as in-
formation regarding the child’s medical history,
medication, and any systemic factors that could be
implicated with sleep bruxism, this cannot substi-
tute for the matching of the sample.

A similarity among the studies with respect to
determining the catecholamine levels was identi-
fied. The articles had validity, reproducibility, and
quality control without demonstrating problems to
be evaluated. However, the outcome was per-
formed in a blinded way by only one study [9],
which probably led to bias in the outcome analyses
of the other two studies[10, 13].

Although in the present systematic review the
authors observed high urinary levels of catechola-
mine in patients with bruxism, this scientific evi-
dence should be analyzed with caution, since two
of the three included studies had flaws in their
methods that could have biased their results. Thus,
well-designed studies should be conducted with
correct criteria for sample size, sample method,
matching, and blindness of outcome analyses.
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Homeopathic therapy for sleep bruxism in a child:
Findings of a 2-year case report
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ABSTRACT

Bruxismisasleep disorder characterized by grinding
and biting teeth with multifactorial etiology, resulting
in deleterious effects on teeth, periodontium, and
temporomandibular joint. There is a lack of scientific
evidence evaluating the effectiveness of medicines
in treating this parafunction. The present case report
was drafted under the rules of CARE checklist.
An 8-year-old male patient with sleep bruxism
and associated symptoms received a combined
homeopathic therapy of Phytolacca decandra 12c and
Melissa officinalis 12c for 2 months. After this period
of combined homeopathic therapy, the bruxism
and associated symptoms completely disappeared.
After 2 years of clinical follow-ups, the patient had
no recurrences. The use of homeopathic therapy
was successful and should be seen as an alternative
to treat sleep bruxism and its associated symptoms
in children.

KEYWORDS: Children, homeopathy, sleep bruxism

Introduction

Bruxism is a sleep disorder characterized by biting and
teeth grinding."® Its etiology is currently classified
as primary, when it is not related to a detectable
cause or sociopsychological problem and/or medical
association, and secondary, when it is related to
sociopsychological or medical conditions regarding
the movements of limbs of other sleep disorders
associated with bruxism.!™

Bruxism usually causes detrimental effects on the
surfaces of teeth, which may affect the periodontal
tissue and temporomandibular joint (TM]) in
particular myofascial pain.? It is a parafunction, with a
prevalence of 14%-20% that affects children from both
genders.”! Although it has been extensively studied,
there is no scientific evidence about the effectiveness
of the current therapies, such as the use of medicines or
psychological treatment.! Among the homeopathic
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medicines used to treat sleep bruxism, Phytolacca
decandra 12c and Melissa officinalis 12c are the most
commonly used.’! The first is indicated for grinding
and biting of teeth and the second is indicated for
anxiety.F! Although these homeopathic medicines are
used to treat sleep bruxism in children,® there is no
support in the dental literature for their effectiveness
when used in a combined way. In this sense, we
aimed to report a long-term effect of P. decandra and
M. officinalis as a combined homeopathic treatment for
sleep bruxism in a child.

Case Report

An 8-year-old male patient (SBS) attended the
Pediatric Dentistry Department of the Dental School
at Federal University of Rio de Janeiro, Brazil, for
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dental treatment with the primary complaint of sleep
bruxism as reported by his parents.>®! After anamnesis,
we diagnosed secondary sleep bruxism. Although
the patient showed no relevant medical history, he
presented nail biting habit in hands and feet as well
as parasomnias (nightmares, restlessness of the legs,
snoring, and irregular sleep).!

Extraoral examination showed symmetrical face, short
upperlip and everted lower lip, and no TMJ dysfunction
signs. Intraoral examination showed occlusion mixed
dentition, Angle Class II malocclusion, satisfactory
oral hygiene, no cavities, but wear on occlusal/incisal
of the following teeth: 54, 53, 63, 64, 74, 73, 83 and 84
[Figure 1].

Referred to a homeopathic dentist, the patient received
the following repertorization:®! biotipology (balanced
sulfuric); diathesis (lymphatic); and moody (shy, sly,
silent, cries when crossed, being aggressive). Based on
the findings, the treatment prescribed for bruxism was
a daily use of three tablets of P. decandra 12¢, 30 min
before sleep. In addition, a rigid occlusal bite plate
was indicated to avoid the teeth wear. The parents
consented to the treatment. Moreover, they received a
journal and were asked to record the child’s behavior
during sleep.

After 44 days of treatment, the patient showed no
side effects, and parents reported improvements on
grinding of teeth and nail biting; however, nightmares
had increased and the child often slept on his parents’
bed. Therefore, we added three tablets of M. officinalis
12c to the treatment. After 15 days of treatment, the
sleep disorder symptoms disappeared completely.

Treatment was discontinued after 2 months, and
after a 2-year follow-up, no recurrence of symptoms
was identified. The patient remains on a 6-month
preventive appointment program and will receive
orthodontic treatment for interception of Angle
Class II malocclusion.

Discussion

There is no scientific evidence regarding the ideal
treatment for sleep bruxism.*! In addition, the results
on the effectiveness of a drug therapy are inconclusive
since some drugs present side effects and cannot be used
continuously. In this sense, the search for a therapy
that combines prolonged use without side effects is
perfectly justified, as performed in the presented case.

Figure 1: Frontal view (a); upper occlusal view (b); lower occlusal
view ()

The occlusal bite plate was indicated only to avoid
tooth wear and to diminish the load on the TMJ. This
artifact does not completely eliminate the load and
does not prevent or cure bruxism as mentioned by
Dylina.”? However, although the use of rigid occlusal
bite plates was not efficient in reducing the signs of
bruxism the authors opted to put a plate in this case
because the tooth wear was serious.

Other point that has to be emphasized is time. One
could think that time could improve bruxism in the
child included in the present case report. According to
Saadia,” the end shape of the glenoid cavity occurs with
the first permanent molar eruption and with masticatory
stimulus. Thus, bruxism that occurs in this stage of life
can be considered a transitional physiological event,
mainly due to the referred immaturity up to 6 years old.
Therefore, since the patient included in the present case
report was 8 years old at the beginning of the treatment,
the authors believe that time did not influence the
stoppage of the tooth grinding.

Homeopathy is a healing system that makes use of
natural substances that relieve symptoms of the body
by restoring it and consequently improving the general
health.'™® In addition, it is accessible, sustainable, and
safe, even for children, because it can be controlled
as long as necessary, with no side effects.'! Our case
report showed that therapeutic setting and monitoring
were adjusted according to the patient’s symptoms to
obtain good results and an improvement of his quality
of life. Although the prescription of P. decandra 12c
close to bedtime improved the patient’s grinding, it
also resulted in more episodes of nightmares; thus,
the introduction of M. officinalis 12c was necessary to
restore sleep, eliminating completely other symptoms
such as nail biting and parasomnias.

Therefore, this case report motivated us to develop
a randomized, controlled clinical trial with Brazilian
children belonging to a public school of Dentistry at
Federal University of Rio de Janeiro, Brazil, in which
the effectiveness of homeopathy in the bruxism
treatment is being evaluated.

Conclusion

There are no drug treatments on bruxism that
combines the continuous use of a medicine with no
side effects in the literature. Therefore, dentists should
use complementary health practices as homeopathy,
since it represented a successful natural therapy for the
child included in the present case report.
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ABSTRACT

Objectives: The aim of this randomized triple-blinded controlled clinical trial
was to analyze the efficacy of Melissa officinalis in association or not with Phytolacca
decandra on the treatment of nocturnal bruxism in children. Methods: Fifty two
patients (6.62+1.79 years old) were selected from September 2014 to September
2015based on the parents report of nocturnal bruxism. The study comprised a
crossover design that included 4 phases of 30-days treatment (Placebo - P; Melissa
officinalis 12c - MO; Phytolacca decandra 12c - PD; and Melissa officinalis 12c+
Phytolacca decandra 12c — MO+PD) with a wash-out period of 15 days. At the
baseline and after each phase, the Visual Analogic Scale (VAS) was used as a
primary outcome to evaluate the influence of treatments on the reduction of nocturnal
bruxism. Secondary outcomes were also applied, such as: 1- children’s sleep diary
to observe the parents perceptions of their children’s sleep quality, 2-
electromyography (EMG) to measure the masseter and temporal activity; 3-trait of
anxiety scale (TAS) to identify changes in children’s anxiety profile, and 4- report of
side effects by parents were used at the baseline and after each phase of the study.
ANOVA with repeated measures followed by Post Hoc LSD test were applied to
analyze the primary and secondary outcomes with p=0.05. Results: A significant
difference (p=0.023) of VAS means values between the 4 phases, with a mean
reduction of P= -1.72+0.29; MO= -2.36%£0.36; PD= -1.44+0.28; and MO+PD= -
2.21+0.30, was observed. MO showed better results than PD (p=0.018) and P
(p=0.050) compared to baseline. Also, MO+PD presented similar result (p=0.724)
compared to MO alone. None of the tested substances trigged side effects. The
sleep dairy (p>0.05), the EMG (p>0.05) and TAS (p=0.646) were not influenced by
any treatment. Conclusion: Melissa officinalis was better than Phytolacca decandra
in reducing nocturnal bruxism, without side effects. Moreover, the association of both
substances demonstrated antagonist effect. Current evidences encourage further
studies enlarge the homeopathic medicines for treating bruxism.

Keywords: Nocturnal bruxism; Treatment of bruxism, Homeopathy.
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INTRODUCTION

The sleep or nocturnal bruxism is an involuntary act, with repetitive functional
activity characterized by clenching or grinding of teeth during sleep or wakefulness,
which generate characteristic sounds easily detected by those who live with such
individuals.® Bruxism is most common in childhood with a prevalence ranging from
6% to 35%, reaching both genders?. Its destructive effects can trigger tooth wear,
periodontal injury to the ligament and periodontium, as well as temporomandibular
joints demage.3

There is growing interest in uncovering the mechanisms involved to trigger
bruxism?®. Thus, there are several theories proposed to explain the etiology of
nocturnal bruxism, which are controversial in the current literature >®; since none are
able to fully explain the phenomenon.® However, bruxism appears to be modulated
by neurotransmitters in the central nervous system, more specifically the central
dopaminergic system*. Other factors have also been associated with it, such as
genetic, traumatic disease, neurological and psychiatric factors’. In addition,
psychosocial factors such as stress and anxiety are often related to the parafunction.
Thus, bruxism is a multifactorial disease, which is classified as one disorder of the
XXIl-century pathologies that comes to interfere with the life quality of adults and
children.?

Considering children, this parafunction is often associated with sleep
disorders, such as nightmares, sleepwalking and bedwetting. Consequently, it has
been considered a parasomnia according to the International Classification of Sleep
Disorders (ICSD)?, which can be diagnosis by parents report,®1° visual inspection of
tooth wear - but without a clear differentiation of the physiological or pathological
wear 112 and analysis of masticatory muscles force involved in this parafunction®.
Although bruxism has been extensively studied in terms of prevalence, etiology and
diagnosis, scientific evidence on the effectiveness of pharmacotherapy with
synthetic drugs for the treatment of nocturnal bruxism is insufficient.'® Therefore,
clinical trials to observe the effect of alternative therapies such as homeopathic
medicines, seems to be a promising field of study.
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Among the homeopathic medicines used in the treatment of nocturnal
bruxism, the Melissa officinalis and Phytolacca decandra have been studied. While,
the first one is displayed against the grinding and clenching the teeth, the second
homeopathic medicine is indicated for anxiety by the Homeopathic Materia Medica.**
In this sense, the objective of this study was to develop a crossover, randomized
triple-blinded controlled clinical trial to analyze the efficacy of Melissa officinalis in
association or not with Phytolacca decandra on the treatment of nocturnal bruxism

in children.

MATERIAL AND METHODS

Ethics
The Research Ethics Committee of the Clementino Fraga Filho
Hospital of the Federal University of Rio de Janeiro gave the approval of the present
study (protocol 217-14; trial registration no. NCT02870543). Parents gave written

consent for children to participate.

Trial design

This is a crossover, randomized, triple-blind controlled clinical trial followed
the CONSORT recommendations!®, performed in the Pediatric Dental Clinic of the
Federal University of Rio de Janeiro. Between September 2014 to September 2015,
children (n=52) aged between 3 to 12 years old with nocturnal bruxism were selected
by one trained examiner. Children were randomized by a computer statistical
program Bioestat 5.3'6 used to generate a list of random letters to allocate patients
into 4 phases of the study in a crossover way according to the employed treatment:
Placebo; Melissa officinalis 12c; Phytolacca decandra 12c; and the association of
Melissa officinalis 12c with Phytolacca decandra 12c. Details of primary and

secondary outcomes criteria are presented in Table 1.
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Participants and recruitment

Children who sought the first dental care at Pediatric Dentistry Dental Clinic
of Federal University of Rio de Janeiro (UFRJ) were selected after anamnesis and
clinical examination by one trained operator (LCM) to establish the eligibility. Healthy
children between 3 to 12 years old, with nocturnal bruxism reported by their parents,
in full or mixed deciduous dentition were considered eligible. Exclusion criteria were:
children with special needs (frame psychological, psychiatric and neurological
disorders or any systemic commitments); with carious lesions in dentin; who were
using orthodontic appliances; with dental anomalies; with dental erosion; and were
under any medication prescription that alter the salivary flow and/or incite alteration
of the central nervous system.

From the 591 children attending the referred Dental Clinic during the period
between September 2014 to September 2015, 52 fulfilled the eligibility criteria
(Figure 1).

Sample size

Considering that on average 17 new patients from 0-15 years looking
for weekly service at the Pediatric Dentistry Dental Clinic of UFRJ, a total of 1020
new patients approximately are evaluating for a 24-months period. From this sample
universe, 82% were within the desired age group, where 4.2% (~ 30) present
nocturnal bruxism and thus were suitable to be eligible, according to data previous
collected by the screening service of the Department of Pediatric Dentistry.
Assuming 20% of dropout, a sample of 36 children with nocturnal bruxism would be
necessary for this study. Based on a difference of 2.0 and 1.5 in the reduction of
tooth grinding observed through VAS, after Melissa officinalis and Placebo
treatments, respectively, with a difference of 1.1 of the standard deviation values;
and also considering a=0.05, with a power of 80%, a sample of 40 children was
required for this study. In consequence of dropouts (30%), 52 children were

necessary to develop the present study.
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Randomization and allocation concealment mechanism

Each child participated in the four phases of the study according to the
proposed treatment: Placebo, Melissa officinalis 12c, Phytolacca decandra 12c,
Melissa officinalis 12¢ + Phytolacca decandra 12c. A pharmacist (CH) dispensed the
medications to children following a method of randomization done by a Statistician
(RRL) as follows: children were numbered from 1 to 52 and through a computer
statistical program Bioestat 5.3'6, a list of a random letters (A, B, C, D) was
generated to indicate which medication should be prepared and gave for each
patient in each phase. The random list was printed and only the pharmacist had its
access. The allocation concealment was guaranteed by those sequentially letters,
randomly numbered for each patient according to each phase of the present study,
which were put in white, and sealed envelopes distributed by a third

investigator(KSM)not involved with the clinical assessment or with data analysis.
The pharmacist (FH) changed each letter (A, B, C, D) of randomization
for colors (Pink, Green, Yellow, White, respectively), which represented codes of the
medications (Figure 1).All medications were dispensed in amber glasses of 15ml
(child 3 to 6 years old) and 30ml (6 to 12 years old) properly labeled with patient
number and color of the drug on the label. The use of two sizes of glass is in
accordance of the National Regulation of Pharmacotechnique regulated by the
Health Ministry to protect the patient from each handled product that must not

contain capacity greater than 10% of the total volume.’

Intervention

Children were submitted to different alternative treatments, in a crossover
study model, with two different homeopathic medication (Melissa officinalis 12c and
Phytolacca decandra 12¢)*4, which were administrated alone or in association. Thus,
the study had four phases (each one with 30-day of usage), including the placebo
phase: placebo; Phytolacca decandra 12c; Melissa officinalis 12c; and Phytolacca
decandra 12c associated with Melissa officinalis 12c (1:1). An interval of 15 days

between each phase represented the wash-out period of the study.'®
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Children/parents, the main operator (CT) and the evaluator who analyzed data, were
masked to treatment, indicating the triple-blind nature of the study.

The homeopathy medicines were handled in a liquid form (30% alcohol), at
the Pharmacy Faculty of the Federal University of Rio de Janeiro (UFRJ), by a single
pharmacist. As mentioned, the treatment that represents each phase was identified
by colors: pink (placebo), green (Melissa officinalis 12c), yellow (Phytolacca
decandra 12c) and white (Melissa officinalis 12c + Phytolacca decandra 12c). The
patients were instructed to take 1 drop per age, diluted in a 15 ml of water®® for 30
days, 20-30 minutes before bedtime. Also, they were instructed to do not have food

intake after medication.

Outcomes

Parents received instructions to indicate a value in a visual analogue scale
(VAS)?%-2?2modifiedby the present authors because millimeter degrees and stages of
tooth grinding were added to it. Therefore, VAS?%-22 ranged from 0 to 10 cm and was
divided into three stages of tooth grinding: light (0 to 2.9); moderate (3.0 to 7.9); and
intense (8.0 to 10.0) to provide similar guidance to all those responsible. VAS
represented the primary outcome to assess the level of nocturnal bruxism at baseline
and after each treatment phase. With the aim of avoiding memory bias, an extra
check parameter was added in the scale to enable the parents to remember the
mean weekly frequency of tooth grinding (Tablel).

At the end of each one 30-day phase of the study, the parents and their
children must return to Dental School to give their VAS remarks. Therefore, the
evolution of nocturnal bruxism throughout the study was registered by means. The
amber bottle used in each period was given back in order to analyze the residual
volume. This allowed us to assess if the dosage was followed according to the
corrected instructions. All guidance notes, the receipt of bottles or any other matter
involving those responsible were managed by a technician in oral health (TOH), also
blinded in relation to each phase of the study, and properly guided by the

researchers.
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A sleep diary was developed to obtain the parents/guardians perception about
the sleep routine of their children, which were recorded in appropriate form,
according to the methodology proposed by Watanabe et al. (2003)? and modified
by the present authors following these three questions: ‘Was the estimated time of
sleep satisfactory? (yes or no)’; ‘Did your child have difficult in falling sleep? (yes or
no)’;'Did your child wake up at night? (yes or no)’.This routine of recording the form
was maintained during the four phases of intervention which serving as a mirror of
the household routine during sleep, reflecting the effects presented by the child
during 1%, 7th, 15t 30™ and 45" days of each treatment phase. Considering the
three evaluated questions, one point was attributed to each negative or
unsatisfactory answer; thus a scale rating from O to 3 was created to measure the
sleep quality in each referred moment (1%, 71, 15", 30t and 45" days) (Table 1). It
is important to emphasizing that the period from the 30" to 45" day was the wash-
out period.

The electromyography exam (EMG 330C System®, Sao José dos Campos,
Brazil) using a device with 3 channel, 2 for electromyography (EMG) and one for
load cell (bite force) was used accordingly®* to evaluate residual effect of nocturnal
bruxism on the masticatory muscles. The jaw masseter, temporalis muscles and bite
force were analyzed. The investigator performed the EMG of the children, whereas
the TOH applied a questionnaire to evaluate the trait anxiety in children according to
Assumpcéo et al. (2006)?°. This step aimed at measuring the level of anxiety of
children with nocturnal bruxism. The questionnaire was applied through an interview
with the parents by a single operator before and after each treatment phase to
observe if the trait anxiety had any change after the homeopathic exposition (Table
1).

The physical adverse effects were also investigated in each treatment
phase through a closed question (‘Do you note some alteration in the health of your
son during the treatment? — In case of a positive answer, other question should be

answered: ‘Which one?).
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Statistical methods

Data were analyzed through SPSS software (SPSS Inc., Chicago, USA —
version 21)%%, assuming a significant difference with a p=0.05.The data collection
such as EMG analysis and the trait of anxiety scale were applied previously in a pilot
study, with 05 children and their parents, for training and calibration of the examiner.
These children were not included in the final sample. Cronbach's Alpha (a) Tests for
the internal consistency (a = 0.827) of the trait anxiety questionnaire were obtained.
Descriptive analysis provided information about the different variables assessed in
the baseline, such as: age, gender and ethnicity; and also after the treatments as
the physical adverse effects.

The repeated measures analysis of variance followed by Post Hoc Least
Significant Difference (LSD) test were performed to analyze the efficacy of
homeopathic medications after four phases of treatment, which answered the
primary outcome. Aiming at observing a reduction or not of nocturne bruxism, the
results were expressed by differences between baseline mean values and the mean
values after each phase of treatment.

The same variance test was used to evaluate the following secondary
outcomes: (1) the masseter and temporal activity changes before and after
treatments; and (2) trait anxiety before and after the phases of the present study. It
is important to emphasize that all the statistical analyses were performed by a
blinded evaluator and the color codes were unmasked only at the end of the referred
analyses.

Considering the sleep diary, the Wilcoxon test was used to compare the mean
values generated by the created scores between first day of treatment and the end
of treatment (30" day). In addition, a descriptive variation in the sleep quality

throughout the study was demonstrated according to each employed treatment.

RESULTS

The full sample included 52 children: 25 girls (48.1%), 27 boys (51.9%), with
mean age of 6.62+0.249, in which 22 (42.3%) were leucoderm and 30 (57.7%) were
afrodescendants. After the last phase of the study, which means 6-month after
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baseline, 39 children were evaluated. Figure 1 shows details about the allocation
and drop-outs throughout the study.

Considering the mean VAS value at the baseline (4.91+£1.87), Melissa
officinalis showed a higher mean reduction (-2.36+0.36) than Placebo (-1.72+0.29)
(p = 0.050) and Phytolacca decandra (-1.44+1.79) (p = 0.018). Also, the association
of Melissa officinalis with Phytolacca decandra presented similar result (-2.21+£0.30)
compared to Melissa officinalis alone (p= 0.724) (Table 2).

Although the sleep diary showed no difference before and after 30-day
treatments, we observed a tendency of a better sleep quality after Melissa officinalis
therapy (p=0.227) than the other treatments: Placebo (p=0.819); Phytolacca
decandra (p=1.000) and the association of Melissa officinalis with Phytolacca
decandra (p=0.564). Actually, we observed a reduction (14.7%) of unsatisfactory or
negative answers after Melissa officinalis 30-day treatment, whereas at the end of
its wash-out period there was a slight worsening of sleep quality (Figure 2). After
Placebo treatment, almost no alteration in the positive (0%) or
negative/unsatisfactory answers (0.1%) were verified. While, an increase of negative
answers (5.7%) was observed after Phytolacca decandra alone (5.7%) and the
association of Melissa officinalis with Phytolacca decandra (2.9%) treatment.

The EMG was performed in 34 children, since 5 of them did not allow
the exam. The results showed no difference between treatments considering the
muscular activity of the right masseter (p = 0.71), left masseter (p= 0.57), and left
temporal (p = 0.16). However, the right temporal (p= 0.03) demonstrated less activity
after the use of Melissa officinalis compared to other treatments (Table 3).

The mean scores for the Trait-Anxiety scale before and after
treatments were not different (Table 4); and no physical side effects were reported

by the parents/guardians after all treatment’ phases.

DISCUSSION

Homeopathic medications are recommended by World Health
Organization?’ because their low-cost; availability; low side effects; and may be

taken indefinitely. Although health professionals do not consider homeopathy as the
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first choice of treatment, independently of the condition; its prescription has been
increased due to its low toxicity. In the present study the use of Melissa officinalis in
association or not with Phytolacca decandra were used to treat nocturnal bruxism in
children. Both medicines are natural products and our results demonstrated that no
physical side effects were reported by parents after their usage. Melissa officinalis
is indicated for the anxiety and Phytolacca decandra is indicated against the tooth
grinding and clenching by Homeopathic materia medica.'# Therefore, since bruxism
has been associated to increased anxiety 282°, the present clinical trial aimed at
investigating not only the effect of these medications alone on the nocturnal bruxism,
but also their association.

Still today, there is no effective treatment that “cures” or “stop” bruxism
permanently.® 30 Probably, the etiology of this condition is the reason for that. Current
literature states that nocturnal bruxism is regulated centrally and not peripherally.®
Thus, several drugs that act on the central nervous system have been prescribed to
decrease involuntary orofacial muscle activity during sleep, supporting their
prescription on the treatment of nocturnal bruxism'3. Among the tested drugs, only
Clonidine (central nervous alpha agonist), L-dopa (dopamine precursor), and
Clonazepam (benzodiazepine) have been shown proficiency to reduce sleep or
nocturnal bruxism.31:3233 Nevertheless, much of clinical trials that investigated the
efficacy of medications were conducted with adults. Little is known about the effect
of medications on children with bruxism as performed in the present clinical trial.

Ghanizadeh et al. (2013)??, in a double blind randomized clinical study with
children, observed a nocturnal bruxism reduction of 49%, with the usage of
Hidroxyzine (antiallergic) 25 to 50 mg. However, adverse effects such as: headache,
insomnia, and confusion were reported by patients in the test and control (without
bruxism) groups.?? In this sense, a discussion and advice regarding the patient's
overall health should be taken into account, when an intervention is advocated.
Treatment by a homeopath is a complex intervention; which really incorporates
assessment, discussion and advice regarding the patient's overall health profile and
other aspects of the patient's life, in addition to prescription of a medicine3* In the
present study, the authors observed that Melissa officinalis alone presented a better
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effect on the reduction of bruxism compared to all employed treatments, when VAS
was analyzed. It probably occurred because Melissa officinalis can modulate a
number of behavioral measures, with indications including administration as a mild
sedative in disturbed sleep, and in the attenuation of the symptoms of nervous
disorders, including the reduction of excitability, anxiety, and stress®.

On the other hand, Bortoletto et al (2016)%verified that 15 drops of Melissa
officinalis tincture at 20%, prescribed for 30 days in children with bruxism, were not
able (p=0.551) to reduce their muscle events. Electromyography is one method large
used in the bruxism diagnosis 3637, However, several studies using this method of
diagnosis did not obtain differences between the control group (without bruxism) and
the case group (with bruxism). In the present study, we observed only difference
before and after treatment, considering the right temporal EMG diagnosis method.
Probably, it happened due to a lack of specificity of the present method employed.
Once false positive results of right temporal were observed, the authors believe that
some aspects inherent to the method may have occurred: lack of sensitivity of the
present EMG equipment associated to only one evaluation in the awake time.
Therefore, the authors suggest that more than one evaluation should be necessary
to detect muscle activities alteration.

While Melissa officinalis alone presented the highest reduction of nocturnal
bruxism, Phytolacca decandra by itself demonstrated no effect compared to
Placebo. In addition, when this medication was associated to Melissa officinalis, it
seems to antagonize the performance of the second one. Although Phytolacca
decandra is indicated to avoid tooth grinding and clenching %4, according to
Homeophatic materia medica 3° 4° it can also promote sleep restless, which could
contribute to the referred antagonize performance. Thus, further studies are
important to clarify this issue.

The polysomnography is a golden standard to detect symptoms during
sleeping time.38 However, some studies Iwasaki et al.,(2010)41 suggest that this
diagnosis method should not be used in children, since the results of this method
may be altered by removing children from their house’s environment to a sleep
laboratory. Thus, a sleep diary was developed and applied to give us information
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throughout the present study about the children' sleep behavior, in their own
environment. We observed a tendency of a better sleep quality after 30-day Melissa
officinalis treatment, through the sleep diary. According to Lobbezoo (2008)%,
bruxism should be diagnosed along multiple axes, including questionnaires such as
those which report sleep history. The diary was also important to demonstrate that
during the wash-out period of Melissa officinalis treatment, the sleep quality became
more unsatisfactory than before. In addition, the diary data confirmed the VAS

results.

Since nocturnal or sleep bruxism is considered a mechanism for releasing
tension, the association of this condition with anxiety is expected #* In our study we
applied the Trait-anxiety questionnaire** to observe the effect of these homeopathic
medications on the trait anxiety of children before and after all treatment’s phases.
We found no alterations on the trait anxiety of children, independently of the
treatment. Since this scale is able to detect the trait anxiety inherent to the subject,
the authors believe that the achieved result was due to the lack of a sample without
bruxism. On the other hand, it would be impossible and unethical to give medication

to children without a problem.

In conclusion, Melissa officinalis presented better performance to decrease
parent reported of nocturnal bruxism than the other homeopathic medications. One
could question about a follow-up of the children after the treatments. However, since
this is a crossover study, the follow-up was characterized by the washout period.
The choice of a crossover design was to reduce the variability among the patients
included in the trial.
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FIGURE LEGENDS:
Figure 1: Consort flow diagram of the trial.

Figure 2: Distribution of the sleep diary mean scores according to each
treatment in the 1%, 7t, 15", 30" and 45" days of the study.



Table I: Outcome criteria for all procedures: assessed in the baseline and in the 4 treatment phases of the study.

PRIMARY OUTCOMES

Visual Analogic Scale (VAS) 0to 1 time a week 2 to 3 times a week 4 to 5 times a week
(Almlng at Identlfylng the redUCtlon Of NN NN NSNS NSNS NSNS NSNS NSNS NNEEEEENEEEEESEEEEEEE
sleep bruxism after each treatment compared to
baseline) (Steinsbekk, 2000; modified by present
authors)

6 to 7 times a week

SECUNDARY OUTCOMES

Sleep Diary
(Aiming at observing the changings on the parents’ perception of their children’s sleep quality during each treatment)

(Based on Watanabe et al., 2003 and modified by the present authors)

Questions used in the 1%, 71, 15t 30" (of treatment) and wash out period Used Scale for sleep quality

0 = NO unsatisfactory or Negative answer

“Was the estimated time of sleep satisfactory? (yes or no)” 1 = ONE unsatisfactory answer
“Did your child have difficult in falling sleep? (yes or no)” 2 = TWO unsatisfactory answers
“Did your child wake up at night? (yes or no)” 3 = THREE(all) unsatisfactory answers

Electromyography of Masseter and Temporal Muscles
(Aiming at measuring the differences between the muscular activity at baseline and after each treatment)
(Tosato and Caria, 2007; Alencar et al, 2016; both modified by present authors)

Trait Anxiety Scale (TAS)
(Aiming at assessing the total anxiety score of patients at baseline and after each treatment)
(Bouden et al, 2000)

Adverse Effects Evaluation
(Aiming at investigating the presence of parents’ reports of adverse effects during each treatment)




63

Table Il - Comparisons of “p” values of the differences of Mean VAS

values before and after treatment.

Grupos

PLACEBO

MELISSA OFFICINALIS

PL

MELIS PHYT MELISSA

SA OLACCA OFFICINALIS 12c +
OFFICINALIS DECANDRA PHYTOLACCA
12c 12c DECANDRA 12c
0.050 0.471 0.261

12c
PHYTOLACCA 0.
DECANDRA 12c 471
MELISSA OFFICINALIS 0
12¢ + PHYTOLACCA 261 ’

DECANDRA 12c

0.018

0.724
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Table lll — Mean * Standard Deviation of Eletromiography values before and after each
treatment.
Phases of MASSETER MASSETER TEMPORAL TEMPORAL
treatment (R) n=34 (L) n=34 (R) n=34 (LY n=34
Mean + SD Mean + SD Mean + SD Mean + SD
Baseline 66.85 + 66.48 * 72.11 + 63.49 +
33.88 38.24 38.17 27.93
63.56 + 62.17 + 62.59 + 63.68 +
Placebo 30.21 27.25 25.89 28.44
Melissa 62.29 + 63.18 + 57.88 + 57.08 +
officinalis 12¢ 37.47 31.99 25.04 24.65
Phytolacca 66.68 + 64.28 + 60.17 + 60.25 +
decandra 12¢c 40.24 33.72 24.65 31.27
__Melissa 73.93 + 69.96 + 68.19 + 69.66 +
officinalis =~ 12¢ ~~ + 43.92 35.44 25.46 30.74
Phytolacca decandra 12c ) ) ) )
p-Values 0.71 0.57 0.03 0.16
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Table IV — Mean (+ SD) of scores of Trait Anxiety Scale before and after each treatment.

Phases of treatment TAS Scores

Mean + SD
Baseline 40.34 + 14.09
Placebo 38.86 +19.24
Melissa officinalis 12c 40.00 + 16.65
Phytolacca decandra 12c 36.29 £ 14.60
Melissa officinalis 12c + Phytolacca decandra 12c 36.86 £ 18.61

p-Value 0.381




[ Assessed for eligibility (n=591)

J
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Mot meeting inclusion criteria (n=533)
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Lost to follow-up
«Birth of twin brothers (n=1)
» Family problems (n=2)

Lost to follow-up
*Parents divorced (n=3)
- Family problems(n=3)

Lost to follow-up
-Changed all | contacts (n=1)
- Family problems (n=2)
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15 days wash out | | Allocated (n=49) L I-\I
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Figure 1 — CONSORT flow diagram of the trial.
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Figure 2 — Distribution of the sleep diary according to each treatment in the
1st, 7t 15t 30t and 45 ™ period.
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6. Consideracdes Finais

Tendo em vista os resultados dos quatro estudos que compdem a
presente tese de doutorado, torna-se necessério especular sobre alguns
desfechos encontrados.

A comecar pelo estudo 1, observou-se desconhecimento sobre o
bruxismo noturno por parte dos pais e responsaveis por criancas.

Levando-se em consideracdo que pais e responsaveis sao as pessoas
que primeiro reconhecem os sons gerados pelo ranger dos dentes, seus relatos
sdo usualmente utilizados como fonte para o diagnéstico do bruxismo noturno
em criancas e adolescentes (BUYSSE et al., 2003). Assim, o desconhecimento
sobre o disturbio e seus fatores associados, pode estar influenciando tanto nas
subnotificacdes, quanto nas formas de abordar o problema com os profissionais
de salude (TAVARES-SILVA et al, 2017). Diante disto, sugere-se um maior
empenho por parte dos profissionais da area de Odontologia, a fim de viabilizar
0 acesso a informacédo para pais e responsaveis, ampliando suas habilidades
para identificar e lidar com o problema, bem como para buscarem ajuda
adequada para seus filhos.

Em busca de evidéncias cientificas que suportem a relagao entre os niveis
de catecolaminas no desenvolvimento do bruxismo do sono, verificou-se um
limitado numero de estudos primarios elegiveis (CLARK et al, 1980;
SERAIDARIAN et al, 2009; VANDERAS et al., 1999), dos quais, apenas um foi
realizado em criancas (VANDERAS et al., 1999). Embora as evidéncias
cientificas encontradas ratifiquem os niveis aumentados de catecolaminas na
urina de pacientes com bruxismo, corroborando a literatura a respeito do tema
(LOBBEZOO et al., 2001; WARE e RUGH , 1988), a fragilidade metodoldgica
dos estudos incluidos implica, tanto cautela para interpretar os resultados,
guanto necessidade de novos estudos com delineados metodoldgicos mais
adequados.

A relacdo existente entre os niveis de ansiedade e o bruxismo do sono

em criancas (ALENCAR et al, 2013) e a ineficacia dos tratamentos
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medicamentosos alopaticos para o disturbio (MACEDO et al., 2014), nos levaram
a pensar em uma abordagem alternativa para uma criangca que procurou a
Clinica de Odontopediatria com queixa de bruxismo. Optamos, inicialmente, por
prescrever trés tabletes diarios, 30 minutos antes de dormir de Phytolacca
decandra (12c) para o tratamento do bruxismo e da onicofagia (VIJINOVSKI,
2012), seguidos da mesma posologia de Melissa officinalis (VIINOVSKI, 2012)
para o tratamento das desordens do sono (pesadelos, agitacdo das pernas,
ronco e sono irregular) e ansiedade, que persistiram ap6s o uso da Phytolacca
decandra. Tendo em vista o sucesso do tratamento instituido, por um periodo de
24 meses e a ausécia de efeitos colaterais, optamos por elaborar um protocolo
de pesquisa clinica, a fim de testar o efeito do uso isolado e em associa¢ao
destes dois medicamentos.

Embora os tabletes tenham sido a forma farmacéutica de escolha para o
caso relatado (por corresponderem a versao homeopatica, sem sacarose), para
0 ensaio clinico controlado e randomizado do tipo triplo cego cruzado da
presente tese, optamos por seguir a posologia preconizada por Siqueira et al.,
(2013), a fim de padronizar e melhorar a reprodutibilidade do método em futuros
estudos. Além disso, para garantir a seguranca no controle da alcoolatura do
medicamento, optamos uma gota do medicamento homeopatico por idade
(ANVISA, 2010).

A escolha do desenho cruzado deveu-se ao fato deste reduzir a
variabilidade entre pacientes, tornando-se potencialmente mais eficiente do que
0S ensaios em grupos paralelos de tamanho semelhante, onde cada individuo é
exposto a apenas um tratamento (SIBBALD e ROBERTS, 1998). Além disso,
para se evitar interferéncias de um tratamento sobre os outros foi introduzido
periodo de descanso, entre os mesmos. O perido de descanso demonstrou que
apos finalizacdo do tratamento com a Melissa oficinallis houve uma ligeira
melhora na qualidade do sono das criancas, demonstrada na figura 2. Este
medicamento provou se eficaz pela analises da escala visual analdgica.

A associacao dos medicamentos homeopaticos foi uma das propostas do
estudo clinico, entretanto tal associagdo ndo se mostrou eficaz, quando
comparada ao uso isolado da Melissa oficinallis. Da mesma maneira, ndo se
observou efeito signficativo do uso isolado da Phytolacca decandra. Embora a

Matéria Médica Homeopatica indique a Phytollacca decandra para tratamento do



70

bruxismo (Vijnovski, 2012), uma possivel explicacdo para estes resultados se
deve ao fato da Phytolacca decandra poder gerar alguma agitagdo do sono
(HERING C et al, 1931); (ALLEN TA,). No presente trabalho, embora os reflexos
desta agitagcdo ndo tenham sido observados com o uso isolado da Phytolacca
decandra, resultados menos favoraveis foram observadas quando da
associacdo desta com a Melissa officilales. Neste sentido, a Phytolacca
decandra parece ter antagonizado os efeitos desta Ultima. Sugerem-se mais

estudos para melhor elucidar esta questao.
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7. Conclusoes

Com base nos trabalhos apresentados é valido concluir que a Melissa

officinalis apresentou melhor desempenho para diminuir 0 bruxismo noturno em

criancas e adolescentes que a Phytolacca decandra e a associacao de ambas.

No que tange as demais proposicoes:

A maior parte dos pais e responsaveis por criancas desconhecem
as causas e consequéncias do bruxismo do sono, 0 que pode
subestimar esta condicao.

Foram observados maiores niveis urinarios de catecolaminas na
urina de pacientes com bruxismo, quando comparados aqueles
sem o distarbio. Entretanto, falhas metodoldgicas indicam a
fragilidade destes resultados e apontam para a necessidade de
novos estudos que fortalecam esta evidéncia.

O uso de Phytolacca decandra, seguida de Melissa officinalis
mostrou-se resultou foi capaz de tratar bruxismo e distarbios do
sono e de ansiedade em um menino de 8 anos de idade.

A Melissa officinalis mostrou-se eficaz na reducdo do bruxismo
noturno em criangas, 0 mesmo nao ocorrendo com a Phytolacca
decandra, em associacdo ou ndo com a Melissa officinalis. Além
disso, a associacdo demonstrou efeito antagonista em relacéo ao
uso isolado da Melissa officinalis.

O tratamento com a Melissa officinalis tendeu a melhorar a
qualidade do sono ap6s 30 dias de uso, e a reduzir as respostas
insatisfatorias em relagdo ao mesmo, quando comparado com o
uso de Phytolacca decandra associada ou ndao a Melissa officinalis.
A eletromiografia ndo foi um método sensivel para detectar
diferencas entre os tratamentos propostos.

Os tratamentos realizados n&o foram capazes de influenciar os

escores totais da escala trago ansiedade
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e Nao houve relato pelos pais de nenhum efeito adverso fisico

durante as diferentes fases de tratamento.
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Titulo da Pesquisa: Uso de medicamentos naturais homeopéaticos em pacientes de 03 a 12 anos com o
habito de ranger de dentes.

Pesquisador: Claudia Maria Tavares da Silva
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Verséo: 2
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DADOS DO PARECER

NUmero do Parecer: 891.096
Data da Relatoria: 26/11/2014

Apresentacéo do Projeto:
Protocolo 217-14 do grupo Ill. Respostas recebidas em 11.11.2014.

Objetivo da Pesquisa:
Ver parecer consubstanciado 852.708, exarado em 29/11/2014.

Avaliagdo dos Riscos e Beneficios:
Ver parecer consubstanciado 852.708, exarado em 29/11/2014.

Comentarios e Consideragdes sobre a Pesquisa:
Ver parecer consubstanciado 852.708, exarado em 29/11/2014.

Consideragdes sobre os Termos de apresentacgdo obrigatoria:
Ver parecer consubstanciado 852.708, exarado em 29/11/2014.

Recomendagdes:
Nenhuma.

Conclusdes ou Pendéncias e Lista de Inadequacgdes:

Pendéncia 1) Titulo publico da pesquisa redigido em linguagem acessivel ao publico (Manual Operacional
para Comités de Etica em Pesquisa, 9.1).

Resposta: O titulo pablico foi revisto e alterado para: Uso de medicamentos naturais homeopaticos
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em pacientes de 03 a 12 anos com o habito de ranger de dentes.
Analise: pendéncia atendida.

Pendéncia 2) Folha de rosto: néo identifica o patrocinador, definido como pessoa fisica ou juridica, publica
ou privada, que apoia a pesquisa mediante a¢cfes de financiamento, infraestrutura, recursos humanos ou
apoio institucional (Resolucdo 466/12, 1, 11).

Resposta: Na folha de rosto consta que o Patrocinador oficial sera a Faculdade de Odontologia e por este
motivo, sua diretora a assinou. Como houve o questionamento, anexamos novamente a folha de rosto com
os dados solicitados.

Andlise: pendéncia atendida.

Pendéncia 3) Protocolo de pesquisa:

a- ndo ha declaracéo de compromisso do pesquisador responsavel, devidamente assinada, de anexar 0os
resultados da pesquisa na Plataforma Brasil, garantindo o sigilo relativo as propriedades intelectuais e
patentes industriais (Norma Operacional no 001/2013, 3, 3c).

Resposta: A declaracdo de compromisso do pesquisador responsavel foi anexado na Plataforma Brasil.
Andlise: pendéncia atendida.

b- o orcamento financeiro ndo detalha recursos e fontes, destinacdo, forma e valor de remuneragéo do
pesquisador, nem apresenta previsdo de despesas do participante e seus acompanhantes, quando
necessario, tais como transporte e alimenta¢do (Norma Operacional no 001/2013, 3, 3e).
RESPOSTA: O orgamento financeiro foi revisto. Recursos e fontes foram incluidos na plataforma Brasil,
conforme descrito a seguir:

MATERIAL DE PAPELARIA — R$ 509,66

MATERIAL DE CONSUMO ODONTOLOGICO e MEDICAMENTOSO — R$ 9767,41

Analise: pendéncia atendida.

c- o cronograma descreve a duracdo total e as diferentes etapas da pesquisa, sem compromisso explicito do
pesquisador de que a pesquisa somente sera iniciada a partir da aprovacéo pelo sistema CEP-CONEP
(Norma Operacional no 001/2013, 3, 3f).

RESPOSTA: A pesquisa apenas serd iniciada apds a aprovacédo do sistema CEP/CONEP. Esta frase foi

Endereco: Rua Prof. Rodolpho Paulo Rocco N°255 Sala 01D-46

Bairro: Cidade Universitaria CEP: 21.941-913
UF: RJ Municipio: RIO DE JANEIRO
Telefone: (21)3938-2480 Fax: (21)3938-2481 E-mail: cep@hucff.ufrj.br

Pagina 02 de 08



HOSPITAL UNIVERSITARIO
CLEMENTINO FRAGA FILHO W e
((HUCFF/ UFRJ))

Continuagéo do Parecer: 891.096

inserida na declaracdo de compromisso do pesquisador responsavel. Além disso, o cronograma foi
atualizado.
Andlise: pendéncia atendida.

d- ndo ha demonstrativo da existéncia de infraestrutura necessaria e apta ao desenvolvimento da pesquisa
e para atender eventuais problemas dela resultantes (Norma Operacional no 001/2013, 3, 39).

Resposta: A declaracao de existéncia de infra-estrutura assinada pelo chefe do departamento foi anexada
na Plataforma Brasil.

Analise: pendéncia atendida.

e- ndo ha forma de recrutamento dos individuos participantes (Norma Operacional no 001/2013, 6.1.8).
Resposta: Os dados sobre a forma de recrutamento dos sujeitos foi inserido na plataforma Brasil, conforme
descrito a seguir:

No presente estudo clinico randomizado, duplo-cego, cruzado e controlado por placebo, criancas de 3 a 12
anos portadoras de bruxismo noturno (BN) serao recrutadas nas clinicas de triagem da disciplina de
Odontopediatria da Faculdade de Odontologia da Universidade Federal do Rio de Janeiro (UFRJ), no
periodo de dezembro de 2014 a dezembro de 2016 e submetidas a diferentes tratamentos alternativos com
dois diferentes medicamentos homeopéaticos (Phytolacca decandra e Melissa officinalis), associados ou
isolados. Estes pacientes serdo alocados, aleatoriamente, em diferentes fases do estudo de acordo com a
etapa de tratamento: (1) uso de placebo; (2) uso de Phytolacca decandra; (3) uso de Melissa officinalis; (4)
uso de Phytolacca decandra associada a Melissa officinalis.

Analise: pendéncia atendida.

f- ndo hé critérios de encerramento ou suspensédo da pesquisa (Norma Operacional no 001/2013, 6.1.13).
RESPOSTA: Os critérios de suspensao e encerramento da pesquisa foram inseridos no TCLE.

Analise: pendéncia atendida.

g- ndo ha declaracao de responsabilidade assinada do patrocinador da pesquisa (Norma Operacional no
001/2013, 6.1.17).
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RESPOSTA: Na folha de rosto consta que o Patrocinador oficial sera a Faculdade de Odontologia e por este
motivo, sua diretora a assinou. Como houve o questionamento, anexamos novamente a folha de rosto com
os dados solicitados.

Analise: pendéncia atendida.

Pendéncia 4) Projeto de pesquisa:

a) a fundamentacao tedrica é insuficiente quanto as indicagdes, utilizacao, resultados e efeitos colaterais
das medicagfes propostas. Informa apenas que com todas as pesquisas apresentadas a respeito desses
produtos..., sem detalhar.

RESPOSTA: Os dados sugeridos foram incluidos na fundamentacéo tedrica conforme descrito a seguir:

Os medicamentos homeopéticos utilizados neste projeto serdo a Phytolacca decandra e a Melissa officinalis,
procurando englobar dois aspectos do bruxismo: o primeiro é indicado contra o ato de ranger e apertar 0s
dentes e o segundo, indicado para a ansiedade pela Matéria Médica Homeopética.( VIINOVSKY 2012)

A Phytolacca decandra (Phyt.) ou morchela em cacho, erva dos cachos, espinafre das indias ou uva da
América é uma planta herbacea da familia das quenopodiaceas. (VIINOVSKY 2012). Como caracteristicas
clinicas homeopaticas € indicada para individuos com rosto fundo, encovado, amarelado ou palido, olheiras,
olhos fixos, hipersensibilidade a dor, com prostracédo profunda, degluticdo impossivel, esta constantemente
apertando os dentes, pois isto Ihe d4 alivio em seu quadro geral. Criangas que mordem (roem) objetos, além
de apertarem os dentes; dificuldade na denticdo, com diarreia (ARGENTA, M.A 2005)

A Melissa officinalis apresenta algumas sinonimias: Melissa altissima Sibth e Sm.; Melissa cordifolia Pers.;
Melissa foliosa Opiz.; Melissa graveolens Host.;etc.. e popularmente chamada no Brasil de: Melissa, Melissa
Verdadeira e Erva Cidreira; Espanhol: Melisa, Toronjil, Cedron, Cedrdn Limonera, Cidronela, Melissa;Inglés:
Lemon Balm e Balm. . Na medicina homeopatica recebe a denominacdo de Melissa e pode ser prescrita
para a inapeténcia, na gastrite, nos espasmos gastrintestinais, nas disquinesias hepatobiliares, meteorismo,
nas coleocistites, nas diarréias, na ansiedade, na insénia, na hipertensdo arterial, na taquicardia, na
enxaqueca, na asma, na dismenorréia, em feridas, no hipertiroidismo e herpes simples. (ALONSO, J. R.
1998).

Em suma, dentre os medicamentos homeopaticos utilizados no tratamento do bruxismo noturno, a
Phytolacca decandra e a Melissa officinalis merecem destaque. O primeiro € indicado contra o ato de ranger
e apertar os dentes e 0 segundo, indicado para a ansiedade pela Matéria Médica
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Homeopatica (VIINOVSKY, 2012). Entretanto, mesmo com todas as pesquisas apresentadas a respeito
desses produtos (CASES et al., 2011), ndo ha um protocolo de tratamento envolvendo tais substancias para
0 bruxismo noturno baseado em evidéncias cientificas, pois as pesquisas que envolvem terapéutica
medicamentosa, independente da faixa etaria da populagéo estudada, sdo escassos, inconclusivos e com
atuacdo sob o sistema nervoso central, com efeitos colaterais, devendo ter seu uso controlado;
principalmente para se evitar a possibilidade de dependéncia quimica.

Andlise: pendéncia atendida.

b) ndo ha justificativa para o tamanho amostral.

RESPOSTA: O estudo sera desenvolvido com criancas de 03 a 12 anos, recrutadas nas clinicas de triagem
da disciplina de Odontopediatria da Faculdade de Odontologia da Universidade Federal do Rio de Janeiro
(UFRJ), no periodo de dezembro de 2014 a dezembro de 2016. As criancas deverao estar na fase de
denticdo decidua completa ou mista. Ponderando que, em média 17 novos pacientes, de 0 a 15 anos,
procuram por atendimento semanal, o que perfaz um total aproximado de 1020 novos pacientes atendidos
em 24 meses, desconsiderando o periodo de férias, e que, deste universo amostral, 82% encontra-se dentro
da faixa etaria pretendida, onde 4,2% apresenta bruxismo noturno e se adequam aos critérios de inclusédo
do estudo, segundo dados levantados pelo servi¢co de triagem do Departamento de Odontopediatria; estima-
se que uma amostra minima de 39 pacientes serd necessaria, considerando um intervalo de confian¢a de
95%, margem de erro padréo de 5% e objetivando-se um poder de estudo de 80%.

Analise: pendéncia atendida.

) é necessario explicitar o critério utilizado para definir o intervalo de 14 dias entre cada fase de tratamento,
uma vez que a fonte citada avalia o flurazepam.

RESPOSTA: Nao existem estudos na literatura avaliando o efeito de medicamentos homeopaticos para o
tratamento do Bruxismo. Neste sentido, seguimos uma metodologia ja descrita para medicamentos
alopaticos. Assim, a seguinte explicagdo foi utilizada na fundamentagéo tedrica: “Cada medicamento,
inclusive o placebo, serd administrado por um periodo de 30 dias conforme o estudo de Reimao e Levéfre
(1982), com intervalo de 14 dias em periodo de descanso. De maneira que, o tempo total de tratamento sera
de 120 dias sob uso medicamentoso e 56 dias em periodo de descanso. A aplicacdo de um intervalo de 14
dias de descanso entre cada fase de 30 dias de tratamento caracterizara o periodo de wash out, nos quais
os individuos néo utilizardo nenhum
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medicamento. Este descanso tem a finalidade de evitarmos mascaramento dos resultados obtidos em cada
fase teste, permitindo-nos maior confiabilidade nos resultados obtidos e afastando qualquer sobreposi¢éo do
efeito do medicamento anteriormente testado. A caréncia de estudos clinicos controlados e randomizados,
sejam eles em criancas ou em adultos, contra o Bruxismo do sono leva-nos a construir um padréo
metodolégico que nos afaste de qualquer risco de viés”.

Andlise: pendéncia atendida.

Pendéncia 5) TCLE:

a- néo traz justificativa e procedimentos que serdo realizados com detalhamento dos métodos: o anexos
trazem questionarios longos, cansativos: qual serd o tempo de sua aplicacdo? Qual sera o tempo total
despendido com cada participante da pesquisa.

RESPOSTA: Apesar de longos, 0s questionarios ao pais/responsaveis ndo seréo aplicados no mesmo dia.
Em média, o tempo de duracdo das entrevistas é de 40 minutos. Esse tépico esta descrito no TCLE: “Os
riscos envolvidos na pesquisa estdo relacionados a obtencdo dos dados (tais como desconfortos durante as
entrevistas aos responsaveis, realizadas em dias diferentes e com média de 40 minutos cada). Além disso,
para as criancas e adolescentes, podera haver alguns desconfortos provenientes da manipulacao clinica da
cavidade bucal e da face, tais como: ansiedade, vdmitos e inquietacéo fisica, dentre outros. Para que estes
riscos sejam minimizados, a pesquisadora procurara realizar os procedimentos de forma eficiente e agil e
estara munida de materiais e equipamentos de qualidade e que gerem o menor desconforto possivel aos
participantes. Os riscos de constrangimentos relacionados a execucdo dos questionarios, bem como os
riscos decorrentes do uso dos medicamentos homeopaticos serdo minimos e nenhum tipo de toxicidade ou
efeitos adversos sdo esperados para esses individuos quando da administracdo dos medicamentos
homeopaticos e do placebo. A posologia, assim como a forma de administragdo, apresenta seguranca e,
portanto, minimiza qualquer tipo de risco ou dano associado ao presente protocolo. Da mesma forma, 0 uso
do placebo nédo implica em nenhum tipo de risco ou comprometimento uma vez que o placebo sera o
solvente dos medicamentos homeopaticos (alcool 30%) diluido em uma colher de sopa de agua (15 ml).
Haver& o treinamento prévio dos pais ou responsaveis legais, para que as gotas das solucdes testes (no
minimo 3 e no maximo 12) sejam previamente misturadas com agua em 1 colher de sopa, a fim de
minimizar ou até mesmo excluir completamente a a¢éo do solvente sobre a mucosa oral dos individuos.
Esta administracdo é largamente utilizada na terapéutica homeopatica sendo esta orientagdo comumente
dada aos individuos que fazem uso destes medicamentos. Ressalta-se que a
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concentracdo de alcool nas gotas que serdao administradas aos individuos sera previamente calculada de
acordo com a faixa etaria e os percentuais de &lcool Quanto ao exame clinico, estima-se uma duragéo de
média de 40 minutos”.

Analise: pendéncia atendida.

b- ndo explicita possiveis desconfortos e riscos decorrentes da participacdo na pesquisa através da coleta
de sangue (Resolucdo 466/2012, 1V, 3b).

RESPOSTA: Nao havera coleta de sangue na presente pesquisa.

Analise: pendéncia atendida.

c- nado traz esclarecimento sobre a forma de acompanhamento e assisténcia a que terdo direito os
participantes da pesquisa (Resolucdo 466/2012, 1V, 3c).

RESPOSTA: Esse tdpico foi acrescentado no TCLE. A saber: “Os retornos previstos para a avaliacédo fardo
parte da rotina de acompanhamento da crianga, também sem nenhum custo para o responsavel, mesmo
gue a crianca precise de algum tratamento nesses periodos de acompanhamento.

Andlise: pendéncia atendida.

d- ndo ha explicitacdo da garantia de ressarcimento e como serdo cobertas as despesas tidas pelos
participantes da pesquisa e delas decorrentes (Resolugdo 466/2012, 1V, 39).

Resposta: Esse topico foi acrescentado no TCLE. A saber:"Os atendimentos serdo gratuitos, sem nenhum
custo para o responsavel. Caso o paciente tenha que comparecer fora do horario previsto para tratamento,
ele sera ressarcido, bem como seu acompanhante de despesas como transporte e alimentacao”.

Andlise: pendéncia atendida.

e- ndo explicita a garantia de indenizagdo diante de eventuais danos decorrentes da pesquisa (Resolugéo
466/2012, 1V, 3h).

RESPOSTA: Esse topico também foi acrescentado no TCLE. A saber: “Em caso de dano pessoal,
diretamente causado pelos procedimentos ou tratamentos do estudo, o participante tera direito as
indeniza¢cbBes pertinentes, arcadas pelo pesquisador”.

Andlise: pendéncia atendida.
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f- ndo utiliza linguagem acessivel a saber: nomes em latim, eletromiograficos, eletrodos, eletromiografia.
RESPOSTA: Todos os termos foram esclarecidos no TCLE.

Andlise: pendéncia atendida.

g- ndo é apresentado o termo de assentimento para as criancas e adolescentes (Resolucéo 466/2012, IV,
6.a).

RESPOSTA: O termo de assentimento foi acrescentado ao projeto.

Analise: pendéncia atendida.

Situacédo do Parecer:
Aprovado

Necessita Apreciacdo da CONEP:

N&o

Consideragdes Finais a critério do CEP:

1.De acordo com o item X.1.3.b, da Resolugdo CNS 466/2012, o pesquisador devera apresentar relatorios
semestrais que permitam ao CEP acompanhar o desenvolvimento dos projetos.

2.Eventuais emendas (modificac6es) ao protocolo devem ser apresentadas, com justificativa, ao CEP de
forma clara e sucinta, identificando a parte do protocolo a ser modificada.

RIO DE JANEIRO, 28 de Novembro de 2014

Assinado por:

Carlos Alberto Guimaraes
(Coordenador)
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Anexo 02 - 0Questionario Avaliagao Pais/Responsaveis
J Indian Soc Pedod Prev Dent. 2013;31:153-8.

UNIVERSIDADE FEDERAL DO RIO DE JANEIRO
Faculdade de Odontologia da UFRJ
Disciplina de Odontopediatria

SENHOR RESPONSAVEL:

Vocé estd sendo convidado a responder este questionario que busca saber as
caracteristicas de seu filho(a) e de vocé mesmo. Nao existem respostas certas ou
erradas! O que interessa para nds é conhecer a sua histéria e de seu filho(a)! Todas as
respostas sao confidenciais. Agradecemos sua colaboracéao! Dra. Claudia Tavares —
Pesquisadora responsavel/FOUFRJ

Nome da crianga:

1. Qual o seu parentesco com a crianca que esta em tratamento na Clinica de
Odontopediatria?

( )mae ( )pai ( )avo/avo ( )outro

Quantos anos vocé tem?

Quantos anos seu filho(a) tem?

Quantas horas de sono seu filho(a) dorme, em média, por noite? hs

o kR W

Vocé considera que todo dia seu filho(a) dorme bem?
( )sim ( )néo
6. Seu filho(a) costuma ter um sono agitado, mudando de posi¢cdo muitas vezes na
cama durante a noite?
()sim ( )néo
7. Seu filho(a) dorme sozinho no quarto?
()sim ( )néo
8. Vocé sabe o que € bruxismo?
()sim ( )néo
9. Se vocé respondeu “sim” a resposta anterior, escreva o que vocé acha que é

bruxismo?




10.

11.

12.

13.

14.

15.

16.

17.
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O que leva uma pessoa a ter bruxismo? O que vocé acha que causa o

bruxismo?

Vocé tem ou ja teve bruxismo?
()sim ( )néo

Seu filho(a) tem ou ja teve bruxismo?
( )sim ( )nao

Vocé ja buscou algum tipo de ajuda devido ao bruxismo?

( )sim ( )néo
Se voceé buscou ajuda, que tipo de ajuda
buscou?

Vocé acha que o bruxismo afeta a salde das pessoas?
()sim ( )nao
Se o bruxismo afeta a saude, que tipo de alteracées vocé acha que podem

acontecer?

Vocé gostaria de obter mais informacgdes sobre o bruxismo?
()sim ( )néo
Data: / /
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Anexo 03- Termo de Consentimento Livre e Esclarecido -TCLE

UNIVERSIDADE FEDERAL DO RIO DE JANEIRO
Faculdade de Odontologia da UFRJ
Disciplina de Odontopediatria

TERMO DE CONSENTIMENTO LIVRE E ESCLARECIDO
Pesquisa Biomédica: Avaliagdo do Bruxismo auto-relatado nas familias atendidas na
Odontopediatria da FOUFRJ

Prezado Pai/responsavel,

Vocé estd sendo convidado a participar de uma pesquisa que pretende avaliar o conhecimento
dos pais/responsaveis a respeito do bruxismo (habito de ranger ou apertar os dentes) e caso este problema
exista na sua familia, como ele interfere na vida de seus familiares.

O estudo serd realizado na Clinica de Odontopediatria do Departamento de Ortodontia e
Odontopediatria da Faculdade de Odontologia da UFRJ. Durante o atendimento do seu filho no ambulatério
da Odontopediatria, vocé respondera a um questiondrio que serd utilizado como meio de obter
informacgdes sobre o bruxismo (hdbito de apertar ou ranger os dentes) e para a avaliacdo dos seus
conhecimentos a respeito do assunto. Vocé devera preencher o questionario sozinho, sem ajuda de
familiares que estejam com vocé, sem ajuda do pesquisador e sem consulta a outros documentos ou papéis.
Para nds ndo importa o numero de questdes certas, mas sim que as respostas representem o que vocé
conhece sobre o0 assunto e como o assunto afeta a vida da crianca, a sua vida e a vida de toda a sua familia.
Para nds também é muito importante que todas as perguntas do questionario sejam preenchidas, porque
o preenchimento total do questionario facilitard o pesquisador.

Para fazer parte desse estudo vocé precisara ser mie/pai ou pelo menos o responsavel pela
crianga entre 03 a 12 anos e vocé deverd responder as 17 perguntas que possuem o seguinte teor (objetivo):
a idade dos pais/responsaveis e das criancas, as caracteristicas do sono dos filhos(as); quantas horas de
sono; o tipo de sono; se a crianca dorme sozinho(a); se o pai/responsavel sofre de bruxismo (habito de
apertar ou ranger os dentes); se o pai/responsavel sabe o que é bruxismo e quais as causas do bruxismo
(habito de apertar ou ranger os dentes); se o pai/responsavel ja procurou ajuda, em caso afirmativo, qual
o tipo de ajuda tinha sido procurada; se bruxismo (habito de apertar ou ranger os dentes) pode afetar a
saude dos participantes; se os participantes querem receber mais informacdes sobre bruxismo (habito de
apertar ou ranger os dentes). Além destas, havera mais trés questdes abertas: O que vocé acha que é
bruxismo (habito de apertar ou ranger os dentes)? O que leva uma pessoa a ter bruxismo (habito de apertar
ou ranger os dentes)? Quais sdo as causas do bruxismo (habito de apertar ou ranger os dentes)?

Todos os questionarios coletados serdo analisados e fardo parte da documentagao das pesquisas
relacionadas ao bruxismo, sendo futuramente arquivada no Departamento de Odontopediatria e
Ortodontia.

O principal beneficio deste estudo sera a coleta de informacgGes essenciais para se conhecer o
entendimento dos pais/responsaveis que possuem filhos(as) em tratamento no ambulatério do
Departamento de Odontopediatria e Ortodontia e conseguir tragar estratégias clinicas e de ensino
em saude para este publico-alvo, a fim de interceptar precocemente os efeitos deletérios que
envolvem o bruxismo.

Ndo haverd nenhum custo envolvido, nem para os pais/responsaveis, nem para o
Departamento. A identidade do sujeito sera mantida em segredo (sigilo). O sujeito é livre para aceitar ou
para recusar a participagdo no presente estudo. Também sera livre para abandonar a pesquisa a qualquer
momento sem que haja penalidades ou perdas de beneficios. Os resultados da pesquisa serdo divulgados
com obijetivo cientifico, em literatura cientifica especializada, sejam favoraveis ou ndo, estando também
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disponiveis para consulta na Biblioteca Central do Centro de Ciéncias da Satde (CCS/UFRJ). As informacdes
obtidas durante a pesquisa serdo apenas utilizadas por membros da equipe do projeto, mantendo-se em
carater confidencial e de total sigilo (segredo) todos os dados que comprometam a privacidade dos sujeitos.

A qualquer momento o sujeito podera requerer mais informacdes da pesquisadora responsavel
por esta pesquisa Dra. Claudia Maria Tavares da Silva no telefone: (21) 3938-2098 ou pelo e-mail:
claudia.tavares@globo.com. Diante de qualquer duvida a respeito dos direitos e deveres como participante
da pesquisa ou caso tenha alguma dificuldade em entrar em contato com o pesquisador responsavel,
comunique o fato a Comiss3do de Etica em Pesquisa (CEP) do Hospital Universitario Clementino Fraga
Filho/HUCFF/UFRJ, pelo telefone (21) 3938-2480, pelo e-mail cep@hucff.ufrj.br, ou no endereco Rua
Professor Rodolpho Paulo Rocco, 255, salas 01D - 46 — Cidade Universitaria, Rio de Janeiro/RJ. Informamos
gue este termo de consentimento livre e esclarecido deve ser redigido e assinado pelo representante legal
da crianga/adolescente, pelo responsdvel pela pesquisa e pelo coordenador do Comité de Etica em Pesquisa
do Hospital Clementino Fraga Filho.

Informamos ainda que este termo deva ser redigido e assinado em duas vias, uma a ser retida
pelo pesquisador e outra a ser entregue ao responsavel legal pela crianga, ambas numeradas a parte. Além
disso, o representante legal e o pesquisador responsavel por esta pesquisa deverdo rubricar (assinar de
forma reduzida) todas as folhas e assinar a ultima folha do Termo de Consentimento Livre e Esclarecido.
CONSENTIMENTO

Acredito ter sido suficientemente informado a respeito do estudo acima citado que li ou que
foram lidas para mim. Eu discuti com a Dra. Claudia Maria Tavares da Silva, sobre a minha decisdo em
participar deste estudo. Ficaram claros para mim quais sdao os propdsitos do estudo, os procedimentos a
serem realizados, seus desconfortos e riscos, as garantias de confidencialidade e de esclarecimentos
permanentes. Ficou claro também que a minha participagdo é isenta de despesas e que ele havera garantia
de acesso a tratamento odontoldgico quando necessario. Concordo voluntariamente em participar deste
estudo e poderei retirar o meu consentimento a qualguer momento, antes ou durante o mesmo, sem
penalidades, prejuizo ou perda de qualquer beneficio que ele possa ter adquirido, ou no atendimento dele
nesta Instituicao.

Data / /

Assinatura do Sujeito da Pesquisa

Data / /

Assinatura do pesquisador responsavel- Dra. Claudia Maria Tavares da Silva

Data / /

Assinatura do aluno de Iniciagdo cientifica — DRE. No.:



Anexo 04 - Escala Visual Analégica - EVA

UNIVERSIDADE FEDERAL DO RIO DE JANEIRO
FACULDADE DE ODONTOLOGIA
DEPARTAMENTO DE ODONTOPEDIARIA E ORTODONTIA

ESCALA VISUAL ANALOGICA - EVA

UFR]
NOME DO PACIENTE:

BASELINE (INiCIO)

DATA: / / ASS. DO RESPONSAVEL
EEVE OBDERADA NEENSA
0 a1 X POR SEMANA | 2 a 3 X POR SEMANA 4 a 5 X POR SEMANA 1 6 a7 X POR SEMANA

0) 4 B
FASE 01
DATA: / / ASS. DO RESPONSAVEL
EEVE OBDERADPA NEENSA
0 a1 X POR SEMANA 2 a3 X POR SEMANA 4 a 5 X POR SEMANA 6 a7 X POR SEMANA

© 5)
FASE 02
DATA: / / ASS. DO RESPONSAVEL
EEVIE OBDERADA NEEENSTA
0a1XPOR SEMANA | 2 a3 X POR SEMANA 4 a5 X POR SEMANA 1 6 a7 X POR SEMANA
© 5)
FASE 03
DATA: / / ASS. DO RESPONSAVEL
ERVE OBDERADA NEENSA
0 a1 X POR SEMANA | 2 a 3 X POR SEMANA 4 a 5 X POR SEMANA 1 6 a7 X POR SEMANA
© 5) ‘
FASE 04
DATA: / / ASS. DO RESPONSAVEL
EEVE OBDERADA NEEENSA
0 a1 X POR SEMANA | 2 a3 X POR SEMANA 4 a5 X POR SEMANA 1 6 a7 X POR SEMANA
© 5)



Anexo 05 - Livro do Sono

UNIVERSIDADE FEDERAL DO RIO DE JANEIRO
FACULDADE DE ODONTOLOGIA
DEPARTAMENTO DE ODONTOPEDIATRIA E ORTODONTIA

LIVRO DE REGISTRO DO SONO

1- Tempo estimado de sono?

2- Seu filho teve dificuldade para adormecer? Sim ( ) ou N&o ( )

3- Seu filho despertou a noite? Sim ( ) ou Nao ( ) Quantas vezes?

4- Qual o nivel de perturbagéo do sono de seu filho (a) esta noite?

( ) baixo ( )médio ( )alto

5- Vocé notou alguma alteragao no comportamento diurno do seu filho (a)?
Em caso positivo ou negativo, nos diga uma unica palavra que traduza essa

sua percepgao?

( ) nenhuma ( ) positiva ( ) negativa

Comentarios adicionais:




Anexo 06- Questionario Tragco de Ansiedade

UNIVERSIDADE FEDERAL DO RIO DE JANEIRO
FACULDADE DE ODONTOLOGIA
DEPARTAMENTO DE ODONTOPEDIATRIA E ORTODONTIA

ESCALA TRACO-ANSIEDADE INFANTIL

Nome:

Sexo: Idade:

Data:

Vocés encontrardo aqui indicagdes descrevendo os comportamentos infantis ou seus problemas. Leiam
atentamente as indicagbes e escolham o grau de sofrimento da crianca em relagdo ao problema
apresentado.

Indique

0: ausente;

1: raramente;

2: freqlientemente;

3: sempre.

1. Tem tendéncia a se mostrar inquieto ou a ficar preocupado a propédsito de qualquer coisa (exames,
competigdes, doengas de pessoas proximas, brigas entre os pais...)._

. Tem tendéncia a preocupar-se, evitar ou recusar situagdes novas._

. Tem tendéncia a ter dores de barriga.____

. Tem tendéncia a preocupar-se ou evitar pessoas que nao lhe sdo familiares.____

. Tem tendéncia a perguntar muito a respeito de fatos cotidianos.____

. Tem tendéncia a preocupar-se com a volta as aulas, as idas ao quadro negro, os exames.____

. Queixa-se de dores de cabeca._

. Queixa-se de varios tipos de dores.____

. Tende a ser irritavel, nervoso, reclamando de tudo.____

10. Tem atendéncia de perguntar muito no que se refere a temas insdlitos ou surpreendentes.___
11. Queixa-se, espontaneamente, de esquecimento ou lacunas de memoéria.____

12.  Preocupa-se com o que 0s outros pensam a seu respeito (colegas, professores, instrutores etc.)
13. Recusa-se a ficar sozinho ou tem medo da soliddo.____

14. Abandona rapidamente as tarefas iniciadas.____

15. Chora facilmente._

16. Procura situagdes de seguranga (por contato fisico, pela presenca e pessoa familiar, por encorajamento)._
17. Tem medo de escuro.____

18. E sensivel as criticas.___

19. Apresenta recusas sistematicas e apresenta “caprichos” (para levantese pela manha, para se vestir, para
lavar-se, para fazer as ligdes da escola etc.).

20. Duvida de seu valor e de seu sucesso (escolar, esportivo etc.)._

21. Justifica os maus resultados escolares por esquecimento ou falhas de memoéria.___

22. Einstavel, agitado, superexcitado.

23. Tem tendéncia a apresentar problemas digestivos (nauseas, vomitos, diarréias)._

24. Tem dificuldades para se alimentar (apetite caprichoso, recusas alimentares)._

25. Preocupa-se em ter mau desempenho ou fazer mau aos outros (exames, competi¢cdes, relacionamento
com os colegas ou professores) .

26. Tende a se distrair ou apresenta dificuldades em se concentrar.____

27. Roiunhas.__

28. Queixa-se de opressdo no peito ou dificuldades em respirar (independentemente de esforgo fisico)._

29. Tem dificuldades de sono (recusa-se a deitar, tem rituais de adormecimento, exige companhia).____

30. Dificuldades em engolir (queixa-se de uma bola na garganta)
31. Sobressalta-se com ruidos.___

32. Apresenta pesadelos freqlientes.

33. Queixa-se de que o coragao bate muito forte (independentemente de esforgo fisico).
34. Tem tendéncia a apresentar movimentos nervosos (tremores, tiques)

OCO~NOOOThAWN
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