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RESUMO

A cirurgia de terceiros molares € um dos procedimentos mais realizados por cirurgiées
bucomaxilofaciais. A ansiedade odontolégica pré-operatoria referente a remocgéo de
terceiros molares tem sido descrita como um fator negativo no manejo de anestesia
local e no resultado cirdrgico, com isso, novas abordagens n&o farmacologicas, estao
sendo pesquisadas, como 0 uso da aromaterapia através da inalacdo com o 0leo
essencial de lavanda, que sugere contribuir no equilibrio hemodinamico dos sinais
vitais como a frequéncia cardiaca, pressao arterial, saturagdo de oxigénio e redugao
de estresse e ansiedade. Objetivo: Avaliar a eficacia do 6leo essencial de lavanda na
ansiedade odontoldgica e o efeito sobre os sinais vitais dos pacientes submetidos a
cirurgia de terceiros molares. Metodologia: Este ensaio clinico, duplo cego foi
composto por 102 participantes adultos, de ambos os géneros, que foram
randomizados aleatoriamente em 2 grupos, sendo que 51 no Grupo Lavanda e 51 no
Grupo Placebo. Todos os pacientes foram avaliados sobre a ansiedade odontoldgica
através do questionario de Corah antes (TO) e ap6ds a inalagéo (T1), e tiveram seus
sinais vitais (pressdo arterial, frequéncia cardiaca, saturacdo de oxigénio e
temperatura), antes € ap6s a inalagao (TO e T1), apds a aplicacdo da anestesia local
(T2) e no final da cirurgia (T3). Os dados foram analisados com o programa
computacional IBM SPSS Statistics v.24 através dos testes estatisticos Qui-quadrado,
Mann-Whitney, Mc Nemar e Wilcoxon. Foi considerado como significancia estatistica,
valores de (p<0,05). Resultados: Na comparagcéo do grau de ansiedade, 0s grupos
foram semelhantes em TO (p=1,00), em T1 houve menos pacientes com ansiedade
moderada ou exacerbada no grupo Lavanda, entretanto, essa diferenca ndo foi
significativa (p=0,087). Na comparagcdo da ansiedade odontologica mensurada pela
pontuacdo de Corah, o grupo lavanda demonstrou uma diminui¢do significativa da
ansiedade apos a inalagao (p=0,009), diferente do grupo placebo, que ndo apresentou
reducdo significativa da ansiedade (p=0,529). Com relagdo aos sinais vitais, em
ambos 0s grupos houve diminuicdo da pressao sistdlica e a diastélica apds a inalacéo,
aumentando novamente apos a anestesia local (p<0,05), os demais sinais vitais n&o
apresentaram variagbes importantes. Conclusao: A inalacdo pré-operatéria com o
Oleo essencial de lavanda reduziu a ansiedade odontoldgica € manteve os sinais vitais

estaveis dos pacientes submetidos a cirurgia de terceiros molares.

Palavras chaves: sinais vitais; ansiedade; lavanda.



ABSTRACT

Third molar surgery is one of the most commonly performed procedures by oral and
maxillofacial surgeons. Preoperative dental anxiety regarding the removal of third
molars has been described as a negative factor in the management of local anesthesia
and in the surgical outcome, so new non-pharmacological approaches are being
researched, such as the use of aromatherapy through inhalation with lavender essential
oil, which suggests contributing to the hemodynamic balance of vital signs. Objective:
To evaluate the effectiveness of preoperative inhalation of pure lavender essential oll
on dental anxiety and vital signs in patients undergoing third molar surgery.
Methodology: This double-blind clinical trial consisted of 102 adult participants of both
genders who were randomized into 2 groups: 51 in the lavender group and inhaled pure
essential oil preoperatively and 51 in the placebo group. All patients were assessed for
dental anxiety via the Corah Dental Anxiety Questionnaire before (TO) and after
inhalation (T1), and their vital signs (blood pressure, heart rate, oxygen saturation and
temperature) were measured at TO, T1, after local anesthesia (T2) and after surgery
(T3). The data were analyzed with the IBM SPSS Statistics v.24 computer program via
the chi-square, Mann-Whitney, McNemar and Wilcoxon statistical tests. Values of
p<0.05 were considered statistically significant. Results: When the degree of anxiety
was compared, the groups were similar at TO (p=1.00). At T1, there were fewer patients
with moderate or exacerbated anxiety in the lavender group; however, this difference
was not significant (p=0.087). When comparing dental anxiety measured by the Corah
score, the lavender group demonstrated a significant decrease in anxiety after
inhalation (p=0.009), unlike the placebo group, which did not show a significant
reduction in anxiety (p=0.529). With respect to vital signs, in both groups, there was a
decrease in systolic and diastolic pressure after inhalation, which increased again after
local anesthesia (p<0.05), whereas the other vital signs did not significantly differ.
Conclusion: Preoperative inhalation of pure lavender essential oil was effective in
reducing dental anxiety and keeping vital signs stable in patients who underwent third

molar removal surgery.

Keywords: vital signs; anxiety and lavender.
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1 INTRODUGAO E REVISAO DE LITERATURA

As extracbes de terceiros molares sdo os procedimentos mais realizados por
cirurgides bucomaxilofaciais na pratica odontoldgica, € podem resultar em alteragdes

nos niveis de ansiedade e nos sinais vitais dos pacientes (Calixto et al., 2022).

Além disso, a ansiedade odontoldgica influencia na intensidade do medo e na
percepcdo da dor durante o transoperatério em pacientes de extracdo de terceiros

molares (Braga et al., 2010).

1.1 Ansiedade odontolégica

O medo e a ansiedade odontoldgica s&o reagbes psicologicas que interferem
significativamente na vida diaria dos pacientes, sendo um desafio significativo para a
prestacdo de cuidados odontologicos adequados a esses individuos, e quando se
refere a procedimentos cirurgicos a ansiedade é um fator preocupante no manejo
desse paciente, desde a anestesia local até a finalizacdo do procedimento cirurgico,
podendo alterar a percep¢ao do paciente durante a cirurgia. Além disso, a ansiedade
gerada durante o tratamento odontologico muitas vezes € desencadeada por gatilhos
sensoriais visuais, como a agulha da anestesia e o som de equipamentos rotatérios
(Shindova et al., 2024).

O medo odontolégico € comum na populagdo e a cirurgia de extragéo € o
procedimento que mais causa ansiedade e estresse entre os pacientes (Calixto et al.,
2022). A ansiedade odontologica se manifesta antes, durante ou apds o tratamento
odontoldgico. A resposta fisiologica inclui aumento da frequéncia cardiaca, pressao

arterial, frequéncia respiratoria e débito cardiaco (Hoffmann et al., 2022).

A etiologia da ansiedade odontologica € multifatorial com grande variacéo entre
os individuos. Os fatores implicados atuam modificando e/ou aumentando a expressao
desta ansiedade e alterando a capacidade do paciente em lidar com o tratamento.
Fatores que contribuem para o quadro de ansiedade odontoldgica sdo o medo de
anestesia, experiéncias negativas prévias, periodo de espera prolongado, tipo de
procedimento, gravidade do quadro clinico, género, tendéncia inata do individuo em

desenvolver ansiedade, idade, entre outros (Suleiman et al., 2021).
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O quadro de ansiedade também pode ser avaliado através de sinais e sintomas
podendo ocorrer dilatacdo das pupilas, sudorese, nauseas palidez da pele e alteracdes
nos parametros vitais como aumento da frequéncia respiratéria, hipertenséo arterial e
palpitacdo cardiaca, portanto € de boa conduta avaliar o nivel de ansiedade dos

pacientes antes de iniciar o tratamento (Jaruzel ef al., 2023).

Braga e colaboradores (2010), avaliaram as alteracbées hemodindmicas e
respiratorias, a dor e a ansiedade em pacientes submetidos a remogao de terceiros
molares. Os resultados mostraram que ansiedade pode alterar os sinais vitais
aumentando frequéncia cardiaca durante a extracdo de terceiros molares (Braga et
al., 2010).

Velasquez e colaboradores (2022), avaliaram a efetividade da Passiflora
incarnata L. e da Valeriana officinalis L. na ansiedade e sinais vitais pacientes de
exodontia terceiros molares. O resultado foi que ambos fitoterapicos reduziram a
pontuagcdo de ansiedade, e quanto aos sinais vitais a pressdo arterial e frequéncia
cardiaca tiveram reducdo, ja a saturagcdo de oxigénio n&o apresentou alteracao

significativa (Velasquez et al., 2022).

O nivel de ansiedade dos pacientes cirurgicos deve ser avaliado ja na consulta
pré-operatoria, mediante os dados e informagbes do paciente, e também pode ser
mensurada através de instrumentos como aplicagdo de questionarios como: a escala
de ansiedade modificada (MDAS - Modified Dental Anxiety Scale), o Dental Fear Scale
(DFS), o Inventario de Ansiedade Estado-Trago (IDATE), e Dental Anxiety Scale (DAS),
de Corah (Corah., 1988; Johansson ef al., 1992; Fioravanti et al., 2006).

Em nosso estudo, escolhemos a ferramenta escala de ansiedade odontolégica
Dental Anxiety Scale (DAS) proposta por Norman Corah (1969), traduzido e validado
para a lingua portuguesa por Pereira Ramos Crosato (1995). A escala de ansiedade
de Corah € a uma ferramenta classica desenvolvida para medir a ansiedade especifica
relacionada ao tratamento odontolégico e possui perguntas e alternativas de facil

compreensao com alta confiabilidade (Pereira et al., 2013; Torriani et al., 2014).

Para a seguranca e confiabilidade do questionario de ansiedade de Corah no
Brasil, foi realizado a adaptacao transcultural desse instrumento através de cinco

etapas: (1) Traducéo; (2) retrotraducao; (3) adaptacao cultural; (4) validacdo de face e
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(5) validacéo de conteudo. A traduc&o dos instrumentos originais para o portugués € a
primeira etapa sendo importante para a equivaléncia cultural e conceitual da prépria
lingua portuguesa, onde duas tradutoras independentes e qualificadas, sendo
brasileiras e bilingue sem conhecimento prévio sobre a pesquisa realizam duas
traducdes distintas. Na segunda etapa de retrotraducéo as tradugcdes sdo examinadas
por um comité multidisciplinar constituido pelos pesquisadores que ira realizar as
adaptacgdes préprias da linguagem técnica para retraduzir para o inglés, cada verséo
€ traduzida de forma independente uma da outra € quando comparadas as originais
né&o podem apresentar diferencga significativa, assim mantendo as traducdes iniciais.
Ja naterceira etapa que é a adaptacgéao cultural, € para conferir possiveis discrepancias
a ambiguidade cultural e conceitual, as traducbes sao repassadas por alunos e
professores de odontologia onde examinam as tradu¢des e sem seguida avaliam seu
grau de compreensdo, posteriormente descrevem sugestbes e criticas quanto ao
vocabulario, contexto, clareza, simplicidade, objetividade, entendimento cultural € na
sequéncia as sugestdes sdo reavaliadas pelo comité. A quarta etapa que € a validade
de face, 0 mesmo comité que realizou a analise e comparacgéo entre as tradu¢des com
a versao original obtendo-se a verséo final € pré-testado (estudo piloto), em individuos
leigos objetivando efetivar total compreensdo sobre o conteudo proposto. A quinta e
ultima etapa € a validacdo do conteudo, onde o pesquisador utiliza o instrumento
durante atendimento de rotina, confirmando a aplicabilidade do questionario (Pereira
et al., 2013; Torriani et al., 2014).

Assim, dependendo do nivel de ansiedade do paciente e do tratamento
cirurgico, pode ser necessaria alguma abordagem especifica para o controle da
ansiedade, que variam desde o controle verbal com auxilio de palavras de afirmacéao
e encorajamento, o uso audiovisual como a musicoterapia (Wang et al., 2022). Em
caso de ansiedade mais grave, ainda pode ser necessario a utilizacdo de medicacao
a base de benzodiazepinicos ou até mesmo a sedac¢do endovenosa para realizagéo

procedimentos cirurgicos de terceiros molares em ambulatorio (Wang et al., 2023).

A abordagem farmacolégica € uma maneira tradicional de controlar a ansiedade
odontoldgica, sendo mais comum 0 uso dos medicamentos a base de
benzodiazepinicos como o midazolam, alprazolam, diazepam ou remimazolam
(Estepho et al., 2021). Entretanto, o uso destes medicamentos pode trazer efeitos

adversos em alguns pacientes, como nauseas, tonturas, taquicardia, reagbes de
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desinibicdo emocional, depressdo respiratdria, agitacdo psicomotora e até
agressividade, o que tem sido denominado como reagdo paradoxal. Assim, a busca
por novas estratégias mais acessiveis, naturais e segura como o uso da aromaterapia,
podem ser importantes aliadas no cuidado de pacientes com ansiedade e que
necessitam ser submetidos a cirurgia de terceiros molares (Wong et al., 2022; Estepho
et al., 2021).

1.2 Aromaterapia com 0leo essencial de lavanda

A aromaterapia pode ser praticada de diferentes formas, através de inalacao,
uso topico, massagem, banhos ou compressa. A aromaterapia inalatoria tem mostrado
vantagens unicas para o tratamento de transtornos de humor, especialmente
depressao, ansiedade e transtornos mentais, como disturbios do sono, que foram
validados na ultima década através de estudos clinicos. A aromaterapia ndo causa
efeitos colaterais, o que € muito diferente das drogas psicotropicas comumente usadas
(Cui et al., 2022). A principal via de administrac&o € a via inalatoria, essa via “Nose to
Brain” pode representar uma alternativa interessante na aplicacéo de substancias com
potencial no tratamento de condi¢cbdes de dor orofacial. Através dela, o 6leo essencial
pode ter efeito direto e rapido sobre os aferentes trigeminais periféricos além de ser
rapidamente transportado pela mucosa nasal para o sistema nervoso, ou seja, ao inalar
os Oleos essenciais, as moléculas volateis entram em contato com o0s receptores
olfatérios na mucosa nasal, desencadeando uma resposta que pode ser transmitida
rapidamente ao sistema nervoso e resultar em uma série de efeitos fisioldgicos e
emocionais dependendo do tipo de dleo essencial utilizado e de suas propriedades
terapéuticas especificas (Giunchedi et al., 2020). Dentro da aromaterapia, o Oleo
essencial de lavanda apresenta propriedades que pode contribuir no controle dos
sinais vitais, bem como na redugéo do estresse e ansiedade odontoldgica (Sharma et
al., 2019; Froutan et al., 2022).

A lavanda é uma planta herbacea pertencente ao género Lavandula, que faz
parte da familia das Lamiaceae. E nativa da regido mediterranea, mas também &
cultivada em varias partes do mundo devido as suas propriedades ornamentais,
medicinais e aromaticas, suas folhas sdo estreitas e aromaticas, suas flores séo
pequenas e agrupadas em espigas densas e liberam um aroma calmante e floral,
geralmente em tons de violeta ou azul. A Lavandula angustifdlia € uma das

oleaginosas essenciais mais cultivadas no mundo, amplamente utilizada na
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aromaterapia pois possui um aroma floral e suave com propriedades que promovem
relaxamento, alivio do estresse e melhorar a qualidade do sono. O éleo essencial de
Lavandula angustifolia estd entre os de maior qualidade comparado aos Oleos
essenciais de outras espécies de lavanda, devido aos altos teores de linalol e acetato
de linalila e baixos teores de canfora, sendo por esse motivo um dos mais desejados
pelas industrias de cosméticos, farmacéuticas e de aromaterapia (Adamuchio et al.,
2015).

A parte da planta da Lavandula angustifolia usada para extragdo é um fator
adicional que afeta tanto o rendimento quanto o perfil volatil do 6leo essencial de
lavanda (Takahashi et al., 2011; Oliveira et al., 2021). Os constituintes presentes no
Oleo essencial de lavanda apresentam propriedades relaxante, calmante e anti-
inflamatodrias (Perry et al., 2012). O linalol, acetato de linalol, acetato de lavandulilo e
a-terpineol sdo os constituintes predominantes no éleo essencial extraido do topo da
floragéo e no estudo de Wilson et al., que compara o rendimento da extracéo o Oleo
essencial de lavanda entre o caule e a floragdo, o rendimento foi significativamente
maior no Oleo essencial extraido do topo da floragcdo em comparagdo com o caule e a
extracdo do 6leo essencial de lavanda ocorre por destilagdo das flores, esse método
de extracdo preserva os compostos volateis responsaveis pelo aroma caracteristico e

pelas propriedades terapéuticas da lavanda (Wilson ef al., 2021).

Em outros contextos cirdrgicos, no estudo de Genc et al., avaliaram o efeito do
Oleo de lavanda sobre os niveis de ansiedade e sinais vitais em 110 pacientes com
hiperplasia benigna de prostata no pré-operatério e dividiu em dois grupos (grupo
experimental e grupo controle). O resultado verificou que os niveis de ansiedade
diminuiram significativamente no grupo experimental em comparacido com 0 grupo
controle. Em relagdo aos sinais vitais, a frequéncia respiratoria diminuiu, a saturacao
de oxigénio aumentou, enquanto a pressdo arterial e frequéncia cardiaca nao

apresentaram alteragdo significativas (Genc et al., 2020).

No estudo de Stanley et al., avaliaram o efeito da aromaterapia com o6leo
essencial de lavanda na ansiedade pré-operatéria em pacientes submetidos a cirurgia
de catarata. Os resultados demostraram que o éleo essencial de lavanda foi eficaz na
redugdo da ansiedade (Stanley et al., 2020).

Em 2023 um estudo randomizado e controlado teve como objetivo avaliar o

efeito do Reiki (cura energética) e da aromaterapia sobre os sinais vitais, a saturacéo
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de oxigénio e o nivel de ansiedade em pacientes submetidos a endoscopia digestiva
alta. A amostra foi composta por 100 pacientes divididos em grupos Reiki (n=34),
aromaterapia (n=33) e controle (n=33). Os resultados mostraram diferenca estatistica
na reducido da ansiedade no grupo Reiki e no grupo aromaterapia em comparacao
com 0 grupo controle, indicando que o Reiki e a aromaterapia ajudam a reduzir os
niveis de ansiedade. Referente aos sinais vitais, houve diferen¢a significativa na
frequéncia respiratéria e dos niveis de saturagdo de oxigénio entre no grupo da
aromaterapia (Keser et al., 2023).

Existem trabalhos que comprovam que o 6leo de lavanda € eficaz na redugéo
da ansiedade em procedimentos médicos e odontoldégicos e pode contribuir no
equilibrio hemodindmico dos sinais vitais (Sharma ef al., 2019; Genc et al., 2020; Kim
et al., 2021; Froutan ef al., 2022; Hoffmann ef al., 2022; Lejeune et al., 2023).

Porém, n&o encontramos estudos até o presente momento que avalia redugcéo
da ansiedade com a inalagdo do 6leo essencial puro de lavanda em cirurgia de
terceiros molares.

O nosso estudo traz uma inovagao principalmente pela padronizagédo do método
de inalac&o e o uso do 0leo essencial puro de lavanda (substancia pura, ndo possui
diluicao) e por ser o primeiro estudo para controle da ansiedade na cirurgia com
terceiros molares.

A hipétese do nosso estudo € que a inalagdo do 6leo essencial puro de lavanda
diminui a ansiedade odontolégica no pré-operatdrio em pacientes submetidos a

cirurgia de terceiros molares.


https://pubmed.ncbi.nlm.nih.gov/?term=Lejeune+VBP&cauthor_id=36629536
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2. OBJETIVOS

2.1 Objetivo geral

Avaliar eficacia do Oleo essencial puro de lavanda (Lavandula Angustifolia) e
sua influéncia sobre ansiedade odontoldgica e sinais vitais em pacientes submetidos

a cirurgia de terceiros molares.

2.2 Objetivos especificos

1. Comparar os pacientes antes e apos a inalagdo da lavanda para a ansiedade
odontoldgica, pressado arterial, frequéncia cardiaca, saturacdo de oxigénio e
temperatura corporal,

2. Comparar o grupo lavanda e o placebo apés a inalagéo para as variaveis ansiedade
odontoldgica, pressado arterial, frequéncia cardiaca, saturacdo de oxigénio e
temperatura corporal,

3. Comparar o grau de ansiedade odontoldgica em relacdo aos dados demograficos

género e idade.
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3. ARTIGO

EFFECTIVENESS OF LAVENDER ESSENTIAL OILAROMATHERAPY ON DENTAL ANXIETY IN
THE PRE-OPERATIVE SURGERY OF THIRD MOLARS: A RANDOMIZED CLINICAL STUDY.

ABSTRACT

Surgical removal of third molars is one of the most complex dental procedures performed in an outpatient setting,
posing a challenge in managing patients' preoperative anxiety. Thus, the search for accessible and low-risk therapies
has been constant. Objective: To evaluate the effectiveness of preoperative inhalation of pure lavender essential oil
on dental anxiety and vital signs in patients undergoing third molar surgery. Methodology: This double-blind
clinical trial consisted of 102 adult participants of both genders who were randomized into 2 groups: 51 in the
lavender group and inhaled pure essential oil preoperatively and 51 in the placebo group. All patients were assessed
for dental anxiety via the Corah Dental Anxiety Questionnaire before (TO) and after inhalation (T1), and their vital
signs (blood pressure, heart rate, oxygen saturation and temperature) were measured at TO, T1, after local anesthesia
(T2) and after surgery (T3). The data were analyzed with the IBM SPSS Statistics v.24 computer program via the
chi-square, Mann—Whitney, McNemar and Wilcoxon statistical tests. Values of p<0.05 were considered statistically
significant. Results: When the degree of anxiety was compared, the groups were similar at TO (p=1.00). At T1, there
were fewer patients with moderate or exacerbated anxiety in the lavender group; however, this difference was not
significant (p=0.087). When comparing dental anxiety measured by the Corah score, the lavender group
demonstrated a significant decrease in anxiety after inhalation (p=0.009), unlike the placebo group, which did not
show a significant reduction in anxiety (p=0.529). With respect to vital signs, in both groups, there was a decrease
in systolic and diastolic pressure after inhalation, which increased again after local anesthesia (p<0.05), whereas
the other vital signs did not significantly differ. Conclusion: Preoperative inhalation of pure lavender essential oil
was effective in reducing dental anxiety and keeping vital signs stable in patients who underwent third molar
removal surgery. Clinical Relevance: Aromatherapy involving the inhalation of pure lavender essential oil to reduce
dental anxiety during the preoperative period in patients undergoing third molar surgery is an innovative, safe and

reliable approach.

Keywords: anxiety; lavender; essential oils; vital signs; third molars.
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INTRODUCTION

Third molar surgery is one of the most common procedures performed by oral and maxillofacial surgeons
[1]. Patients who undergo this procedure understand the complexity and often wait for longer and more traumatic
surgeries, and it is common to report fear, stress and anxiety [2].

The term anxiety in dentistry has been used to describe fear related to dental procedures and is considered
an important negative factor in the management of local anesthesia and the patient's experience during surgery.
Furthermore, anxicty generated during dental treatment is often triggered by visual sensory triggers, such as the
anesthesia needle and the sound of rotating equipment [1].

Dental anxiety must be assessed during preoperative consultation, using patient data and information, and
can also be measured through instruments such as questionnaires such as the Dental Anxiety Scale (DAS) [3] [4],
which measures the level of dental anxiety during preoperative consultation [5,6]. Anxiety can also be assessed
through signs and symptoms, such as dilated pupils, sweating, nausea, pale skin and changes in vital parameters
such as increased respiratory rate, high blood pressure and heart palpitations [7].

Thus, depending on the degree of anxiety and surgical planning, some specific approach may be necessary
to control anxiety, ranging from verbal control with the help of words of affirmation and encouragement to
audiovisual use, such as music therapy, or, in the case of increased anxiety, the administration of medications with
anxiolytic action [8].

The pharmacological approach is a traditional way of controlling dental anxiety, with the use of
benzodiazepine-based medications being more common. However, the use of these medications can cause adverse
effects in some patients, such as nausea, dizziness, tachycardia, emotional disinhibition reactions, respiratory
depression, psychomotor agitation and even aggressiveness, which has been called a paradoxical reaction [9,10].
Therefore, the search for new, more accessible and natural strategies, such as aromatherapy, can be important in the
care of patients with dental anxiety who need to undergo third molar surgery.

Aromatherapy can be practiced in different ways, such as through inhalation, topical use, massage, baths or
compresses. It is common to use substances diluted in water when used in room diffusers; however, the main route
of administration is inhalation. When pure essential oils are inhaled, volatile molecules come into contact with
olfactory receptors in the nasal mucosa, triggering a response that can be quickly transmitted to the central nervous
system and resulting in a series of physiological and emotional effects depending on the type of essential oil used
and its specific therapeutic propertics. Compared with essential oils from other lavender species, Lavandula
angustifolia essential oil is among the highest in quality [11,12].

Inhaling lavender essential oil has been shown to be a natural and safe alternative for controlling anxiety
and has anti-inflammatory properties. Furthermore, studies have shown that lavender essential oil can contribute to
a reduction in anxiety and the hemodynamic balance of vital signs such as heart rate (HR), blood pressure (BP) and
oxygen (SpO-) saturation [13,14].

Therefore, the objective of this study was to evaluate the effectiveness of the preoperative inhalation of
pure lavender essential oil (without dilution in water) for reducing dental anxiety and its effect on vital signs (blood
pressure, heart rate, oxygen saturation and temperature). of patients who underwent third molar surgery.

Our study is innovative mainly because of the standardization of the inhalation method and because it is
the first controlled clinical trial in humans to evaluate the effect of preoperative inhalation of pure lavender essential

oil for third molar surgery.
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The hypothesis of our study was that inhaling pure lavender essential oil reduces preoperative dental

anxiety in patients undergoing third molar surgery.

METHODOLOGY

Ethical aspects and study design

This double-blind randomized clinical trial was approved by the Research Ethics Committee of the Federal
University of Parand (UFPR) under number 5,799,545 and registered with REBEC (Brazilian Registry of Clinical
Trials) under registration RBR102g28dh. The study was conducted following all the ethical precepts of clinical
research established by the Declaration of Helsinki [15].

Participants were selected at the Oral and Maxillofacial Surgery and Traumatology service at UFPR,
following the inclusion and exclusion criteria. All patients scheduled to undergo third molar removal surgery over
a period of one year were invited to participate in the research. The approach was carried out before surgery; all
patients were informed about the objectives and justifications of the study, as well as the benefits and risks to which
participants could be exposed, and whether they agreed to participate in the study would not influence the outcome.
Surgical treatment plan. They were also informed that the surgery would be performed by a resident (R1, R2 or R3)
of the Oral and Maxillofacial Surgery and Traumatology service at UFPR and that all residents were dental surgeons
capable of performing the procedure. All participants were informed that the study would not influence whether the
surgery would be performed or the surgical technique to be used. All individuals who agreed to participate in the

study signed the free and informed consent forms.

The inclusion criteria for participants in the study were adult individuals, over 18 years of age, of both
genders, with an indication for surgery to remove impacted third molars. The exclusion criteria were continuous
use of antidepressants and anxiolytics and a diagnosis of any psychological disorder. No type of standardization

was carried out regarding the number of teeth removed by surgery or due to surgical difficulty.

The sample size was obtained through calculations performed with GPower 3.1 software. The variable
used for the calculation was the effect size convention, d=0.50, based on the article “Ambient odors of orange and
lavender reduce anxiety and improve mood in a dental office” [16]. The 95% confidence interval was used to
perform the calculation, with 80% power due to the 1:1 sample, which suggested a sample with 51 individuals in

each group.

Thus, a total of 102 individuals were selected and randomly distributed into two groups: 51 individuals in
the inhalation treatment group with pure lavender essential oil (Lavender Group) and 51 in the placebo group
(control). To distribute the sample, randomization was carried out in blocks, using the “randomizer.org” program,
by a researcher who did not participate in collecting the data for this research. On the basis of the sample size and
type of study, the sample was divided into blocks of four to reduce the risk of grouping and minimize selection bias,
thus obtaining homogeneous groups with the same number of participants in each group (51 Lavender Group and
51 Placebo Group).

Figure 1 briefly illustrates the research development stages, demonstrating the evaluation times and data

collected, according to the sequence of interventions: inhalation, anesthesia and surgery. The patients were
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evaluated on the day of surgical intervention. Initially, the Corah anxiety questionnaire was administered, and vital
signs were assessed before inhalation (T0). After inhalation, lavender essential oil or placebo was administered,
and the anxiety questionnaire was administered again in Corah, and vital signs were assessed (T1). They then went
to the operating room, where after anesthetic infiltration, they received a new assessment of their vital signs (T2),

and finally, after surgery, they were assessed once again for their vital signs (T3).

INHALATION ‘ ANESTHESIA

SURGERY

(BEFORE INHALATION) (AFTER INHALATION) (AFTER INHALATION) (AFTER SURGERY)
Corah's Questionnaire Corah’s Questionnaire Vital signs Vital signs
Vital signs Vital signs (PA, FC, SPO2, Temperature) (PA, FC, SPO2, Temperature)
(PA, FC, SPO2, Temperature) (PA, FC, SPO2, Temperature)

Figure 1: Flowchart of evaluation times (TO, T1, T2 and T3). Note: BP (Blood Pressure), HR (Heart Rate),
SPO2 (Oxygen Saturation).

Preoperative aromatherapy

After initial data collection, all selected individuals underwent preoperative aromatherapy. The lavender
group received the pure essential oil of Lavandula angustifolia (Tisserand®). with therapeutic properties, and the
essential oil extraction method was through steam distillation. The placebo group received synthetic essence (via

aroma®) diluted in vegetable oil (Quinari®).

To apply the therapy, double blinding was carried out; that is, the participant and researcher were unaware
of which participants were part of each group. For this purpose, participants in both groups received the same
diffuser model. The different substances were sent by the pharmacology department (by a researcher who did not
participate in collecting the data for this research), with bottles containing only codes, making it impossible to
identify the product, and they had the same color, density and aroma in a way that was not possible for the researcher
and participant to differentiate each product. At the end of the study, after all the data were collected, the substances

were identified.

Thus, thirty minutes before the start of the surgical procedure, all participants received verbal instructions
reinforcing the objective of the study, as well as guidance regarding the completion of the dental anxiety
questionnaire, the measurement of vital signs and the inhalation time. All participants received a small individual,
plastic, disposable tube-type diffuser (5 cm long) containing a moist cotton pad inside with two drops of the product
(pure lavender essential oil or Placebo) and were instructed to breathe normally with the diffuser kept approximately
10 cm from the nostril (Figure 2). The exposure (inhalation) lasted for 20 minutes and was timed by the researcher

in a private room from the other participants to avoid residual aroma or pharmacokinetic interactions.
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Figure 2: Preoperative inhalation. Source: UFPR.

Surgical procedure to remove third molars included

The patients were scheduled to have their third molars removed by the service's residents. In general, the
removal of two tecth, the upper and lower third molars on the same side, is scheduled for cach session. In cases
with less complex teeth, some patients are scheduled to have all four third molars removed. However, the patient
had the autonomy to choose how many third molars they would like to remove per session. However, in some cases,
when only a third molar is present, or in the case of more difficult teeth, the removal of just a single tooth is
scheduled. Our research did not interfere with the surgery scheduling criteria; it only took note of how many tecth

were removed during each surgery.

All surgeries were performed by residents and followed the standard protocol of the surgical center of the
dentistry course at the Federal University of Parand. After the participant entered the surgical center, he received
guidance from the researcher and from the surgeon (R1, R2 or R3) regarding biosafety standards. Subsequently,
intraoral antisepsis was performed with an aqueous solution of 0.12% chlorhexidine digluconate (Colgate®) with
mouthwash for one minute, and extraoral antisepsis with an antiseptic based on 0.2% chlorhexidine (Riohex,
Rioquimica®) was carried out around the lips, cheeks, chin and nose. Next, a fenestrated sterile tissue field was

placed where only the mouth and nose regions were exposed.

They were then subjected to local anesthesia (DFL®) via infiltration and blocking techniques with 2%
mepivacaine solution (anesthetic salt) with 1:100,000 adrenaline (vasoconstrictor). The incision was made with a
scalpel blade (Maxicor®) number 15, followed by mucoperiosteal detachment with a molt curette (Quinelato®),
and then the tissues were separated with a Minnesota retractor (Quinelato®). Osteotomy and odontosection were

performed with drills (FG®) from the 700, 701, 702 and 703 series coupled to a straight piece on an electric motor
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(Neodent®), driven at a speed of 30,000 rpm under constant irrigation with isotonic solution (JP Farma®) based

on .9% sodium chloride (physiological saline).

The third molars were removed with the aid of elevators: straight and angled levers (Quinelato®). The bone
margins were regularized with a bone file (Quinelato®), the socket walls were cleansed with a Lucas curette
(Quinelato®), and the cavity was abundantly irrigated with saline solution (JP Farma®). Finally, the suture was
performed with 4.0 silk thread (Procare®).

After completing the suturing, patients received instructions from the resident surgeon regarding
postoperative guidelines and care, such as nutrition, physical restrictions, hygiene, hemostatic measures and

medications. All participants were instructed to return within seven days for late postoperative and suture removal.

Data collection - Assessment of vital signs and dental anxiety

Demographic data, such as gender, age, race, health changes and medication use, were collected from all

participants. Afterwards, anxicty was assessed at TO and T1, and vital signs were measured at TO, T1, T2 and T3

(Figure 1).

The assessment of the dependent variable, dental anxiety, was carried out via the Corah Dental Anxiety
Questionnaire, a tool used to assess patients' anxiety regarding dental treatments [17]. This instrument consists of
four questions assigned a numerical value about situations related to dental care with five possible answers, where
the participant indicated the feeling aroused by each situation (worry, fear, anxiety, comfortable/uncomfortable,
tense or calm), after which the numerical values of the responses were added [18]. According to the criteria adopted
by Corah (1969), this scale is quantified asa=1,b =2, ¢ =3, d = 4, and =5, adding the values attributed to ecach
question. The possible range of scores may vary between 4 and 20 points, with the level of anxiety classified as
null (0--4), low (5--10), moderate (11--15) and exacerbated (16--20) (ANNEX 1). The classification used in our
study was as follows: 1- zero or low anxiety and 2- moderate or exacerbated anxiety. This dental anxiety

questionnaire was administered before inhalation (TO) and after inhalation (T1).

The individuals were also evaluated for vital signs (blood pressure, heart rate, oxygen saturation and
temperature), and this evaluation was carried out at TO and T1 and after local anesthesia (T2) and (T3) at the end
of the surgery. Vital signs were measured while the patient sat in the dental chair (Figure 2,3,4 and 5). The devices
used to measure blood pressure and heart rate were a digital device (Techline®z40) positioned on the participant's
left wrist. Oxygen saturation was measured with a digital oximeter (Fingertip® Pulse) positioned on the
participant's left index finger. Body temperature was also assessed via a digital infrared laser thermometer

(Ithermo® TS) positioned in the occipitofrontal region.

During the surgical procedure, all biosafety precautions were taken when vital signs were measured, and the

number of third molars removed was also considered.



Figure 4: SPO2 measurement (Fingertip Pulse). Source: UFPR.
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Figure 5: Temperature measurement (Ithermo TS). Source: UFPR.

Data analysis

The results obtained were subjected to inferential statistical analysis. The variable dental anxiety was
evaluated as a numerical variable through the final sum of the scores of all the questions in Corah's questionnaire,
and Corah's dental anxicty was also classified as a categorical variable. To facilitate interpretation of the results,
the 4 classifications proposed in Corah's questionnaire were dichotomized as follows: 1- null or low and 2- moderate

or exacerbated.

The data were analyzed via the IBM SPSS Statistics v.20 computer program. The assessment of categorical
variables, such as gender and Corah's dental anxiety classification, between groups was performed via the chi-
square test. The intragroup comparison of Corah's dental anxiety classification was performed via the McNemar

test.

The numerical variables (age, number of teeth removed, total Corah score, blood pressure, heart rate,
oxygen saturation and temperature) presented a nonnormal distribution (Kolmogorov—Smirnov test <.05).
Therefore, comparisons of vital signs between groups were carried out via the Mann—Whitney test. Intragroup
comparisons of anxiety and vital signs at different times (T0, T1, T2 and T3) were performed via the Wilcoxon test.
Comparisons of anxiety classification with gender were performed via the chi-square test, and comparisons with

age were performed via the Mann—Whitney test. Values of p<.05 were considered statistically significant.
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TABLE 1- VARIABLES ANALYZED IN THE STUDY AND THEIR RESPECTIVE CLASSIFICATION

Saulvariahics Vi}rl;gtle Variable Classification
Gender Independent Dichotomous nominal qualitative
Age Independent Quantitative continues
Inhalation (Placebo or Lavender) Independent Dichotenioushomiial gulietive
Corah's total score Dependent il quantitative
Corah Dental Anxiety Classification Dependent Dichotomous nominal qualitative
Third Molar (number of extracted teeth) Independent Ordinal quantitative
Blood pressure Dependent Quantitative continues
Heart Rate Dependent Quantitative continues
Oxygen Saturation Dependent Quantitative continues
Temperature Dependent Quantitative continues

RESULTS

The sample was predominantly female, with 78 women (76.5%) and 24 men (23.5%), and the mean age
was 27.23 years (£7.451). No adverse effects were observed during the inhalation of either substance in the placebo

group or the lavender group.

With respect to the number of teeth removed, 61% of the participants had two third molars removed by
surgery, 19% had only one tooth removed, 13% had 3 teeth removed, and only 9% had all 4 teeth removed.

Corah's anxiety classification did not significantly change according to gender or age (p > .05).

Table 2 shows the homogeneity between the placebo group and the lavender group in terms of

demographic and surgical variables.
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TABLE 2 - COMPARISON BETWEEN DEMOGRAPHIC AND SURGICAL VARIABLES BETWEEN

THE PLACEBO AND LAVENDER GROUPS.

Placebo Lavender
Characteristics P
Group Group
Female 35 (68.6%) 43 (84.3%)
Gender 062
Male 16 (31.4%) 8 (15.7%)
Median
Age 26 (18-65) 24 (19-44) 27
(min—max)
1 7 (13.7%) 12 (23.5%)
Number of teeth 2 29 (56.9%) 32 (62.7%) 555
removed 3 9 (17.6%) 4 (7.8%) '
4 6 (11.8%) 3 (6.0%)

Note: Chi-square and Mann—Whitney. Values of p<.05 indicate statistical significance.

Table 3 shows the comparison of Corah's dental anxiety classification between the placebo and lavender
groups and the intragroup assessment represented by the subscript letters between TO and T1. The placebo and
lavender groups were similar at TO (p= 1.00). At T1, fewer patients had moderate or exacerbated anxiety in the
lavender group; however, this difference was not statistically significant (p= .087). In the intragroup comparison,
the placebo group showed no differences from TO to T1 (p=.317), whereas in the lavender group, the number of

individuals classified as null and low after inhalation with pure lavender essential oil increased (p=.025).

TABLE 3- COMPARISON OF THE CORAH DENTAL ANXIETY CLASSIFICATION BETWEEN THE
PLACEBO AND LAVENDER GROUPS AT TIMES T0 AND T1.

TO T1
Groups Dental Anxiety Classification
n P n P
Null and low
392 372
(0-4; 5-10)
Placebo
Moderate and exacerbated
12 14
(11-15; 16-20)
Total 51 51
Null and low 1.00 087
392 44b
(0-4; 5-10)
Lavender
Moderate and exacerbated b .
(11-15; 16-20)
Total 51 51

Note: Comparison between groups: Chi-square test. Intragroup comparison: McNemar test. TO: Before inhalation,
T1: After inhalation. Values of p<.05 indicate statistical significance. Subscript letters represent the intragroup

statistical analysis, and different letters correspond to significant differences between the time points.
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Table 4 shows the comparison between the placebo and lavender groups for vital signs and the total Corah

score at each assessment time and the intragroup assessment between the different time points (TO, T1, T2 and T3).

It is possible to observe that dental anxiety measured by the Corah score differed between the groups only
at T1, where the lavender group demonstrated a lower median Corah score than did the placebo group (p =.009).
In the intragroup analysis, represented by subscript letters, the placebo group showed no difference between TO and

T1, whereas the lavender group had a significant decrease in scores from TO to T1.
There was no difference in vital signs among the groups at any of the time points evaluated (p>.05).

In the intragroup analysis for the variables of oxygen saturation and body temperature, there were no
significant differences among the time points (p>.05), but it was possible to observe some changes in blood pressure
and heart rate. For both groups, there was a significant decrease in systolic pressure from TO to T1, increasing again
to initial values at T2, with another significant increase at T3. The diastolic pressure in both groups significantly

decreased from TO to T1, remaining similar at T2, with a significant increase at T3.

The heart rate in the placebo group significantly decreased from TO to T1, increased again at T2, and
remained close to the initial values at T3. For the lavender group, the reduction from TO to T1 was not significant;

however, from T1 to T2, a significant increase was noted, remaining close to the initial values at T3.



TABLE 4- COMPARISON OF VITAL SIGNS AND DENTAL ANXIETY BETWEEN THE PLACEBO
AND LAVENDER GROUPS AT TIMES T0, T1, T2 AND T3.

T0 T1 T2 T3
Vital signs Group Median P Median P Median P Median P
(min-max) (min-max) (min-max) (min-max)
8.0 8.0
Placebo (4-20)2 (4-18)° - -
Corah's score 529 .009 - -
Lavender 7.0 6 - =
(4-19) (4-19)P°
124 115 125 133
) Placebo (88-99)? (94-152)° (86-170)° (93-181)°
Sys?‘:;zbl!:“d 789 815 534 134
PresE Lavender 127 119.50 125.50 139.50
(92-159)° (89-161)° (88-175)° (98-171)°
81 76 76 91
o Placebo (55-108)? (49-121)° (44-131)® (70-120)°
D‘aStr‘;ls'sc ll’,:’“d 412 549 823 099
pressu Lavender 82 76.50 78 96.50
(61-110)° (58-103)° (56-146) (70-130)°
80 78 83 80
) Placebo (63-105) (60-113)° (62-118)° (60-124)®
ffea”l‘;‘cc 875 529 976 671
quency Lavender 82 79 8.50 81
(46-110) (59-106)" (57-134)° (53-113)
97 97 97 97
Placebo (94-99)? (16-99)° (92-99) (85-99)
ngiffi‘(‘m 845 832 352 614
U Lavender 97 97 97 97
(92-9)° (92-99)° (95-99)° (85-99)°
36 36 36 36
Placebo (33-37) (32-37) (34-36) (34-37)¢
Temperature 175 233 817
Lavender 36 661 46 36 36
(35-37)° (36-36)° (32-36) (32-37)

Note: Mann—Whitney test for comparisons between groups and Wilcoxon test for intragroup comparisons between
time points. TO: Before inhalation; T1: After inhalation; T2: After local anesthesia; T3: At the end of surgery. Values
of p<.05 indicate statistical significance. The subscript letters represent the intragroup statistical analysis, and

different letters correspond to significant differences between the time points
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DISCUSSION

Surgical procedures for removing third molars have a direct influence on the behavior of patients with
dental anxiety [1]. Dental anxiety is an emotional response to changes in the body when faced with aversive stimuli
[19].

Managing preoperative anxiety is crucial to ensure that patients feel comfortable and safe before dental
procedures. In this context, it is alrecady well established that inhaling lavender oil is a safe and viable
nonpharmacological intervention for the treatment of people with different types of anxiety [20]. Its effects on
controlling dental anxiety have previously been studied. In 2019, a randomized controlled clinical study evaluated
the effect of aromatherapy on dental anxiety in orthodontic patients via the Corah anxiety assessment instrument
and compared inhalation with lavender oil in relation to rose oil and placebo. The results revealed that inhalation
of lavender oil and rose oil efficiently reduced the anxiety level of orthodontic patients, with lavender oil having
better efficacy in reducing anxiety in orthodontic patients than rose oil does [ 21]. However, we feel the need to
better understand the effect of inhaling pure lavender essential oil during the preoperative period of third molar
surgery, which is characterized by one of the greatest challenges in managing anxiety and surgical discomfort for
dental surgeons.

The main finding of our study was a significant reduction in dental anxiety after inhaling pure lavender
essential oil, both in the intragroup qualitative analysis and in the quantitative analysis of the Corah score. This was
not observed in the placebo group, which did not significantly differ after inhalation in either analysis. It is still
possible to observe that there was an increase in two patients with moderate anxiety and exacerbated anxiety from
TO to T1 in the placebo group. These findings suggest the real effectiveness of the active ingredient of pure lavender
essential oil.

Similar to our results, a recently published study by Abdalhai et al. [19] revealed that inhalation of lavender
essential oil is a safe nonpharmacological technique for managing dental anxiety, including in children. However,
in this study, a mixture of lavender-neroli essential oil combined with ambient music (music therapy) was used for
aromatherapy, and its effects on pain, blood pressure, heart rate and oxygen saturation before and after anesthesia
were verified. While one group inhaled the essential oil through a nasal mask and listened to their favorite music
during the procedure, the other used the facial mask without any substance. They reported that in addition to the
reduction in dental anxiety, blood pressure and heart rate were significantly lower in the aromatherapy with music
group, but pain perception remained during anesthetic infiltration. Similar to our study, they also reported no
changes in oxygen saturation.

In contrast, Bozkurt et al., in 2019 [22], did not find benefits from inhaling lavender essential oil on
preoperative anxiety after orthognathic surgery. However, in this study, anxicty was assessed via the State-Trait
Anxiety Inventory (STAI), and the patients were exposed to aromatherapy in the hospital bed for one hour before
being taken to the operating room for surgery. For aromatherapy, room diffusers with mist output (30 ml/h) were
used, with lavender essential oil diluted in water to different concentrations. The concentrations of lavender oil
were diluted in 120 ml of water (group 1: 1 ml of oil diffusion; group 2: 3 ml of oil diffusion; and group 3: without
lavender oil). Thus, this difference from our findings can be explained by the different methods used to assess
anxiety and mainly by differences in inhalation methods, as in our study, pure oil was inhaled, whereas in Bozkurt's

study, lavender was used. diluted in water.
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With respect to vital signs, in anxiety situations, physiological responses that can negatively influence vital
signs are common. The temporary increase in blood pressure due to the release of stress hormones can culminate
in serious physiological responses, such as cardiovascular disease and stroke [20]. Therefore, we investigated the
effects of inhalation on patients’ vital signs before and after inhalation, after anesthesia and at the end of the
procedure.

We found a reduction in blood pressure after inhalation of lavender essential oil, but unlike the study by
Abdalhai et al. [19], this reduction was not maintained after infiltration of local anesthesia. This is possibly due to
the different forms of essential oil administered; however, in our study, inhalation occurred only preoperatively. In
the study by Abdalhai [19], the essential oil was administered during anesthesia, demonstrating a better effect in
controlling vital signs during anesthesia. Furthermore, as they used a mixture of Lavender and Neroli in the essential
oil, it is difficult to determine which active ingredient these results are due to. Importantly, in our study, the
improvement in blood pressure after inhalation occurred in both the placebo and lavender groups, which suggests
a placebo effect of inhalation, as despite being physiologically inactive, it can have substantial beneficial effects
related to the participant's expectation that the product will work. With respect to heart rate, our study demonstrated
slight fluctuations between the times evaluated, with a tendency to decrease after inhalation and a new increase
after anesthesia, with no differences in the analysis between the placebo and lavender groups. Importantly, the
patient's own rest in the waiting room, prior to surgery, contributed positively, reducing agitation upon arrival at the
clinic and justifying the reduction in heart rate and blood pressure in both groups at that time.

Importantly, the highest blood pressure values were found at the end of the surgical procedure, which
suggests an increase in anxiety during surgery, possibly resulting from all the manipulation and sensory triggers,
such as noise and the use of rotating instruments, leading the patient to feel afraid. We therefore believe that
intraoperative inhalation could further benefit the patient to remain stable during surgery, although it is challenging
to establish an administration protocol without disrupting the surgical procedure or compromising biosafety.

Oxygen saturation can be a concern during the use of benzodiazepine-based medications to control anxiety,
as they depress the nervous system, which can lead to a drop in oxygen saturation [10]. In our study, we found that
inhaling pure lavender essential oil does not affect oxygen saturation or body temperature, demonstrating its safe
use.

Despite our findings, we can highlight several limitations of this study, such as the lack of surgeon
standardization, the level of difficulty of the surgery, and the number of teeth removed. These factors could
influence patients’ anxiety. Another limitation is that we only assessed dental anxiety before and after inhalation
and only vital signs after local anesthesia and after surgery. During the execution of the study, we believe that it
would not be feasible to apply the questionnaire after local anesthesia and after the procedure and that completing
the same questionnaire four times could bias the participants' responses.

Therefore, based on our findings, we encourage further studies to expand the understanding of the
preoperative benefits of pure lavender essential oil and establish more effective methods for controlling vital signs
during surgery. We suggest studies with new inhalation methods, such as the use of nasal masks, which are used
even intraoperatively, with the aim of controlling anxiety and vital signs until the end of the procedure. We suggest
that Lavender be tested in combination with other potentially anxiolytic active ingredients and investigations that
include a third evaluation group, where the combined effect of aromatherapy associated with music therapy will be
tested. Furthermore, because of recent publications by Celebi et al. and Lejeune et al. [23-14], we suggest that the

antinociceptive effects of lavender should also be studied during and after third molar surgery.
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Despite our findings that demonstrate great benefit from aromatherapy with Lavandula angustifolia, it is
important to highlight that in cases of severe anxiety, it may still be necessary to use anxiolytics based on
benzodiazepines, such as midazolam, alprazolam, diazepam or remimazolam [10], or even recommend intravenous
sedation to perform more complex third molar surgical procedures in patients with severe anxiety [24].

Finally, it is essential to raise awareness that anxiety is a common response in patients who need to undergo
surgical procedures, especially those involving the removal of third molars. The concern to carry out preoperative
management of this anxiety for any patient demonstrates acceptance and plays a crucial role in the effective
management of anxiety and the success of the surgical procedure. Furthermore, ensuring the safety of keeping vital
signs stable helps minimize the risk of medical complications during the procedure. We can therefore consider that
the use of pure lavender essential oil is an effective approach for controlling preoperative anxiety during the
removal of third molars. In addition, it is a less expensive and safer approach than other traditional methods, such

as the administration of anxiolytic medications, as it has no adverse effects.

CONCLUSION

Preoperative inhalation of pure lavender essential oil (Lavandula angustifolia) has proven to be an
effective alternative for reducing dental anxiety and maintaining stable vital signs in patients undergoing third

molar removal surgery.

CLINICAL RELEVANCE

Aromatherapy involving the inhalation of pure lavender essential oil to reduce dental anxiety during the

preoperative period in patients undergoing third molar surgery is an innovative, safe and reliable approach.
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4 CONCLUSAO

Podemos concluir que a inalag&o pré-operatéria com 6leo essencial puro de
lavanda (Lavandula angustifolia) foi importante no manejo de pacientes com
ansiedade odontoldgica, apresentando eficacia na diminuicdo da ansiedade além de
manter estaveis os sinais vitais dos pacientes submetidos a cirurgia de terceiros
molares. Baseado em nosso estudo, podemos inferir que essa abordagem € de facil

aplicabilidade no pré-operatério e pode ser empregada de forma segura e confiavel.
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6.1 Anexo 1: Questionario de ansiedade odontoldgica de Corah

VERSAO BRASILEIRA DA ESCALA DE ANSIEDADE DENTARIA DE CORAH,
REVISADA (DAS-R).

o 0N~

o 0N~ o 0N~

o0~

A. Se vocé tivesse que ir ao dentista amanha, como vocé se sentiria a respeito
disto?

Veria como uma experiéncia agradavel.

Nao me importaria com isso.

Eu estaria com um pouco de medo, nervoso e/ou ansioso.

Eu estaria com muito de medo, nervoso e/ou ansioso.

Eu estaria com tanto medo, que pensaria em desistir.

B. Quando vocé espera no consultério do dentista, aguardando pelo seu
atendimento, como vocé se sente?

Tranquilo.

Tanto faz, ndo me importo com a situacao.

Um pouco preocupado, nervoso e/ou ansioso.

Muito preocupado, nervoso e/ou ansioso.

T&o nervoso que as vezes chego a suar ou sentir-me mal fisicamente (tonturas,
nauseas, tremores, dores de cabeca etc.).

C. Quando vocé esta na cadeira do dentista, aguardando enquanto ele prepara
os instrumentos (seringa, agulha, broca etc.), para trabalhar em seus dentes,
como vocé se sente?

Tranquilo.

Tanto faz, ndo me importo com a situacao.

Um pouco preocupado, nervoso e/ou ansioso.

Muito preocupado, nervoso e/ou ansioso.

T&o nervoso que as vezes chego a suar ou sentir-me mal fisicamente (tonturas,
nauseas, tremores, dores de cabeca etc.).

D. Quando vocé esta na cadeira do dentista, aguardando enquanto ele prepara
os instrumentos para realizar uma limpeza nos seus dentes, como vocé se
sente?

Tranquilo.

Tanto faz, ndo me importo com a situacao.

Um pouco preocupado, nervoso e/ou ansioso.

Muito preocupado, nervoso e/ou ansioso.

T&o nervoso que as vezes chego a suar ou sentir-me mal fisicamente (tonturas,
nauseas, tremores, dores de cabeca etc.).

Total possivel = 20

Nulo 0-4

Baixo 5-10
Moderado 11-15
Exacerbado 16-20
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6.2 Anexo 2: Quadro 1. Classificacao do grau de ansiedade segundo escala de

Corah

Quadro 1. Classificagdo do grau de ansiedade segundo
escala de CORAH (1969) e traduzida por PEREIRA
RAMOS CROSATO (1995).

Pontuagao Grau de Ansiedade
4 Nulo
5a10 Baixo
11 a15 Moderado
16a20 Exacerbado

(Pereira et al, 2013)



47

6.3 Anexo 3: Normas da revista - Clinical Oral Investigations (CLOI

Normas da Revista: Clinical Oral Investigations
2024 Impact factor: 3.4

ISSN: 1436-3771

Classificacao de periddicos (Qualis): A1

Link: Normas para submisséo | Investigacdes Clinicas Orais (springer.com)

Instructions for Authors
Types of papers

Papers may be submitted for the following sections:

Research Article

Reviews

Brief Report - with up to 2000 words and up to two figures and/or tables
Correspondence (Discussion paper)

Debate (Letter to the editor)

Perspective (by editor invitation only)

Perspective articles are focused articles on topics of interest to a broad audience, but
are written from a personal viewpoint. They are intended to provide a forum to be more
speculative than Reviews, but should remain balanced and are intended to cover timely

and relevant topics. These articles are peer reviewed.

Limited to 1,500-3,000 words (excluding abstract, references and figure legends);

Unstructured abstract 200 words; 4 tables/figures; 60 references

It is the general policy of this journal not to accept case reports and pilot studies.

Editorial Procedure
Clinical Oral Investigations operates a single-blind peer-review system, where the
reviewers are aware of the names and affiliations of the authors, but the reviewer

reports provided to authors are anonymous.


https://link.springer.com/journal/784/submission-guidelines%23Instructions%20for%20Authors_Text

48

Submitted manuscripts will generally be reviewed by two or more experts who will be
asked to evaluate whether the manuscript is scientifically sound and coherent, whether
it duplicates already published work, and whether or not the manuscript is sufficiently
clear for publication. The Editors will reach a decision based on these reports and,

where necessary, they will consult with members of the Editorial Board.

Summary of the editorial process

The author submits a manuscript and the Editorial Office performs an initial quality
check on the manuscript to ensure that the paper is formatted correctly The manuscript
receives a tracking number and Manuscripts are assigned to an Editor-in-Chief or a
Section Editor for an initial editorial assessment. If the decision is not to send the

manuscript for review, the editor contacts the author with the decision.

If the editor decides the paper is within the Journal's remit, peer reviewers are selected
and assigned. This can take some time dependent on the responsiveness and

availability of the reviewers selected.

Reviewers are given 14 days from acceptance to submit their reports. Once the
required reports are submitted, the Associate Editor will give a recommendation or the
Editor-in-Chief makes a final decision based on the comments received. The final

decision is the sole responsibility of the Editors-in-Chief.

Manuscript Submission

Submission of a manuscript implies: that the work described has not been published
before; that it is not under consideration for publication anywhere else; that its
publication has been approved by all co-authors, if any, as well as by the responsible
authorities - tacitly or explicitly - at the institute where the work has been carried out.
The publisher will not be held legally responsible should there be any claims for

compensation.

Permissions
Authors wishing to include figures, tables, or text passages that have already been
published elsewhere are required to obtain permission from the copyright owner(s) for

both the print and online format and to include evidence that such permission has been



49

granted when submitting their papers. Any material received without such evidence will
be assumed to originate from the authors.

Online Submission

Please follow the hyperlink “Submit manuscript” and upload all of your manuscript files

following the instructions given on the screen.

Source Files

Please ensure you provide all relevant editable source files at every submission and
revision. Failing to submit a complete set of editable source files will result in your article
not being considered for review. For your manuscript text please always submit in

common word processing formats such as .docx or LaTeX.

Springer Author Academy
The Springer Author Academy is a set of comprehensive online training pages mainly
geared towards first-time authors. At this point, more than 50 pages offer advice to

authors on how to write and publish a journal article.

Title Page

The title page should include:

The name(s) of the author(s)

A concise and informative title

The affiliation(s) and address(es) of the author(s)

The e-mail address, telephone and fax numbers of the corresponding author.

Abstract

Please provide a structured abstract of 150 to 250 words which should be divided into
the following sections:

Objectives (stating the main purposes and research question)

Materials and Methods

Results Conclusions

Clinical Relevance

These headings must appear in the abstract.



50

Keywords

Please provide 4 to 6 keywords which can be used for indexing purposes.

Text Formatting

Manuscripts should be submitted in Word.

Use a normal, plain font (e.g., 10-point Times Roman) for text.

Use italics for emphasis.

Use the automatic page numbering function to number the pages. Do not use field
functions.

Use tab stops or other commands for indents, not the space bar.

Use the table function, not spreadsheets, to make tables.

Use the equation editor or MathType for equations.

Save your file in docx format (Word 2007 or higher) or doc format (older Word versions).
Manuscripts with mathematical content can also be submitted in LaTeX. We

recommend using Springer Nature’s LaTeX template.

Headings
Please use no more than three levels of displayed headings.
Abbreviations

Abbreviations should be defined at first mention and used consistently thereafter.

Footnotes

Footnotes can be used to give additional information, which may include the citation of
a reference included in the reference list. They should not consist solely of a reference
citation, and they should never include the bibliographic details of a reference. They
should also not contain any figures or tables.

Footnotes to the text are numbered consecutively; those to tables should be indicated
by superscript lower-case letters (or asterisks for significance values and other
statistical data). Footnotes to the title or the authors of the article are not given reference

symbols.

Always use footnotes instead of endnotes.

Acknowledgments



51

Acknowledgments of people, grants, funds, etc. should be placed in a separate section

on the title page. The names of funding organizations should be written in full.

References

Citation Reference citations in the text should be identified by numbers in square
brackets.

Some examples:

1. Negotiation research spans many disciplines [3].

2. This result was later contradicted by Becker and Seligman [5].

3. This effect has been widely studied [1-3, 7].

Reference list
The list of references should only include works that are cited in the text and that have
been published or accepted for publication. Personal communications and unpublished

works should only be mentioned in the text.

The entries in the list should be numbered consecutively.

If available, please always include DOis as full DOI links in your reference list (e.g.
“https://doi.org/abc’).

Journal article

Gamelin FX, Baquet G, Berthoin S, Thevenet D, Nourry C, Nottin S, Bosquet L (2009)
Effect of high intensity intermittent training on heart rate variability in prepubescent
children. Eur J https://doi.org/10.1007/s00421-008-0955-8.

Ideally, the names of all authors should be provided, but the usage of “et al’ in long

author lists will also be accepted:

Smith J, Jones M Jr, Houghton L et al (1999) Future of health insurance. N Engl J Med
965:325-329

Article by DOI

Sliftka MK, Whitton JL (2000) Clinical implications of dysregulated cytokine production.
J Mol Med. https://doi.org/10.1007/s001090000086


https://doi.org/abc%e2%80%9d
https://doi.org/10.1007/s00421-008-0955-8
https://doi.org/10.1007/s001090000086

52

Book

South J, Blass B (2001) The future of modern genomics. Blackwell, London

Book chapter Brown B, Aaron M (2001) The politics of nature. In: Smith J (ed) The rise
of modern genomics, 3rd edn. Wiley, New York, pp 230-257

Online document
Cartwright J (2007) Big stars have weather too. IOP Publishing Physics\Web.
http://physicsweb.org/articles/newsZ11/6/16/1. Accessed 26 June 2007

Dissertation

Trent JW (1975) Experimental acute renal failure. Dissertation, University of California

Always use the standard abbreviation of a journal’'s name according to the ISSN List of

Title Word Abbreviations, see

ISSN.org LTWA

If you are unsure, please use the full journal title.

Authors preparing their manuscript in LaTeX can use the bibliography style file sn-

basic.bst which is included in the Springer Nature Article Template.

Tables

All tables are to be numbered using Arabic numerals.

Tables should always be cited in text in consecutive numerical order.

For each table, please supply a table caption (title) explaining the components of the
table.

Identify any previously published material by giving the original source in the form of a
reference at the end of the table caption.

Footnotes to tables should be indicated by superscript lower-case letters (or asterisks

for significance values and other statistical data) and included beneath the table body

Artwork and lllustrations Guidelines


http://physicsweb.org/articles/newsZ11/6/16/1.%20Accessed%2026%20June%202007

53

Electronic Figure Submission

Supply all figures electronically.

Indicate what graphics program was used to create the artwork.

For vector graphics, the preferred format is EPS; for halftones, please use TIFF format.
MSOffice files are also acceptable.

Vector graphics containing fonts must have the fonts embedded in the files. Name your

figure files with "Fig" and the figure number, e.g., Fig1.eps

Definition: Black and white graphic with no shading.

Do not use faint lines and/or lettering and check that all lines and lettering within the
figures are legible at final size.

All lines should be at least 0.1 mm (0.3 pt) wide.

Scanned line drawings and line drawings in bitmap format should have a minimum
resolution of 1200 dpi.

Vector graphics containing fonts must have the fonts embedded in the files.

Link: Normas para submisséo | Investigacdes Clinicas Orais (springer.com)


https://link.springer.com/journal/784/submission-guidelines%23Instructions%20for%20Authors_Text

54

7.1 Apéndice 1: Termo de consentimento livre e esclarecido

TERMO DE CONSENTIMENTO LIVRE E ESCLARECIDO

Nés, Profa. Dra. Juliana Feltrin-Souza, pesquisadora principal, da
pdsgraduacdo de Odontologia, Profa. Dra. Juliana Geremias Chichorro, da pos
graduagdo de Farmacologia, Prof. Delson Jodo da Costa, da pos-graduacdo de
Odontologia e M.Sc Vanessa B P Lejeune, aluna de doutorado departamento de
Farmacologia - da Universidade Federal do Parana (UFPR), estamos convidando
VOCE, paciente da clinica de odontologia da UFPR, a participar de um estudo
intitulado “Efeito do 6leo essencial de Lavandula angustifolia (Lavanda) para o
controle da dor, ansiedade e desconforto cirargico em pacientes submetidos a
exodontia de terceiros molares. Um estudo clinico randomizado.” Este estudo é
importante para que possamos avaliar o potencial da Lavanda na redugao da dor apés
a cirurgia e da ansiedade, através da inalagdo do Oleo essencial de Lavanda como
uma alternativa segura e n&o invasiva.

a) O objetivo desta pesquisa é avaliar o efeito da inalacdo do Oleo essencial de
Lavanda no controle da dor, ansiedade e desconforto cirurgico em pacientes
submetidos a remo¢&o do dente do siso.

b) Caso vocé concorde em participar desta pesquisa, sera necessario preencher
um questionario que avalia sua ansiedade (IDATE-trago). O questionario sera
entregue a vocé, em maos, no mesmo dia da sua consulta, que identifica vocé
com a necessidade da remogao de terceiro molar (siso). Este questionario
avalia a sua ansiedade-traco que é uma caracteristica individual e reflete a sua
personalidade emocional e levara cerca de 5 minutos.

No dia agendado para a cirurgia de remo¢ado do dente do siso, vocé
recebera todas as instrugdes necessarias sobre a inalagdo do 6leo essencial
de Lavanda (Lavandula angustifolia), um éleo 100% puro e natural. O tempo de
inalacéo € de 20 minutos antes do inicio da sua cirurgia.

No dia da sua cirurgia de remog¢ao do dente do siso, vocé sera avaliado
quanto a dor, utilizando uma escala visual analogica, através da qual vocé
definira sua dor em uma escala de 0 a 10; questionarios de ansiedade e de
desconforto cirurgico, e seus sinais vitais, o que levara em torno de 10 minutos.

Também sera realizada a coleta de uma pequena quantidade de saliva para
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avaliagdo do nivel de cortisol que esta relacionado ao estresse em relagéo ao
procedimento cirurgico, que é feito em 1 minuto.

Apds o término de sua cirurgia e das avaliagdes citadas, vocé recebera
instrugdes sobre os cuidados pds-cirurgicos e prescricdo do uso de analgésico
(se necessario) e inalagdo do Oleo essencial de Lavanda, para os trés dias
seguintes a remoc¢ao do siso. A inalacéo sera feita pelo periodo de 20 minutos,
em sua casa, com difusor especifico que vocé recebera na clinica, ja contendo
0 Oleo essencial, pronto para o uso.

Para avaliac&o de inchaco e dor ap0s a cirurgia, vocé sera monitorado
pelo pesquisador nos primeiros trés dias apds a cirurgia, por meio de um
formulario eletrénico enviado em seu celular que vocé levara em torno de 3
minutos para o preenchimento. Vocé respondera algumas perguntas € nés
receberemos assim que vocé clicar em “enviar’ no seu formulario.

Para tanto vocé devera comparecer no Campus Botanico da UFPR (Av. Prefeito
Lothario Meissner, 632 — Jardim Botanico, Curitiba — PR, centro cirdrgico dos
servigos de Cirurgia e Traumatologia Buco-Maxilo-Facial, no dia agendado da
sua cirurgia de remoc¢do do terceiro molar (dente do siso) o que levara
aproximadamente 1h30 entre as avaliagbes e a cirurgia. Todas essas
avaliagcbes serao realizadas na clinica de odontologia da UFPR no dia da sua
cirurgia, antes e imediatamente apds a extracdo do dente do siso, bem como
na consulta de remog¢ao dos pontos (apds 7 dias) que sera realizada no mesmo
local.

E possivel que vocé experimente algum desconforto ou constrangimento ao
responder os questionarios. Neste caso, vocé podera deixar algumas respostas
em branco ou poderemos reduzir a quantidade de perguntas.

Alguns riscos relacionados ao estudo podem ser o constrangimento para
responder algumas perguntas dos questionarios. Para diminuir esses riscos, 0
exame e 0s questionarios serdo feitos em ambiente particular, sem presenca
de outras pessoas. Caso ocorra algum desconforto tanto fisico como
emocional, 0 exame/questionario sera interrompido imediatamente.

Neste estudo sera utilizado um grupo controle comparador positivo € um grupo
comparador placebo. Isto significa que vocé podera receber o tratamento (6leo
essencial de Lavanda) ou um 6bleo que nao tem efeito (placebo). Se vocé

receber o placebo, ndo havera riscos. Esses grupos nao influenciardo as



56

orientacdes pds-operatdrias usuais dos profissionais e a prescricdo usual de
farmacos para o controle da dor.

Ainalac&o do LAV OE néo traz efeitos adversos ou alteragdes fisioldgicas como
tontura, sedacdo e sonoléncia. Em virtude do procedimento cirurgico
recomendamos que vocé comparega a clinica com um acompanhante. Vocé
sera submetido ao procedimento por recomendacéo clinica prévia, atestando a
necessidade da extragdo, de forma que a decisdo sobre a cirurgia € de
responsabilidade do cirurgido dentista. Nosso estudo diz respeito apenas ao
tratamento e seu efeito sobre a dor, ansiedade e desconforto cirdrgico.

Os tratamentos incluidos nessa pesquisa s&o ndo invasivos, sao eficazes e
SEGUROS. Nenhum tratamento proposto trara danos a saude e serédo
realizados sem custo, no proprio ambiente da clinica e em casa, sendo que 0
aparato difusor sera entregue pronto para uso com as devidas instrugcbes. Caso
0 paciente apresente complicacdes que necessitem de interven¢cdo médica de
emergéncia, o paciente sera transferido para o Complexo Hospital de Clinicas
da UFPR (HC), Rua Gen. R. Carneiro, 181 - Alto da Gléria, Curitiba/PR. Em
caso de eventuais danos graves decorrentes da pesquisa, vocé tem
assegurado o direito a indenizagdo nas formas da lei.

Os beneficios esperados com essa pesquisa sao a redugdo dos niveis de
ansiedade odontoldgica, ja demonstrada na literatura em outros protocolos de
estudo, reducgao do estresse pré e pos-cirdrgico e redugao da dor e inflamacéo.
Além disso, melhora do bem estar e qualidade de vida do paciente com reduc¢éo
do desconforto cirdrgico, edema e trismo com um método simples e de baixo
custo que pode ser particularmente util em condi¢cbes pré e pos cirurgicas.

Os pesquisadores responsaveis por esse estudo poderéo ser localizados no
Campus Botéanico da Universidade Federal do Parana (Av. Prefeito Lothario
Meissner, 632 — Jardim Botanico, Curitiba — PR, CEP 80210-170), no
Departamento de Estomatologia, telefone: 3360-4025 ou 3360-4020 ou
33604031 ou pelos e-mails: julianafeltrin@hotmail.com ou delsoncosta@ufpr.br
ou ainda no Campus Politécnico da UFPR (Av. Cel. Francisco H. dos Santos,
210 - Jardim das Américas, Curitiba - PR 81531-970), no Departamento de
Farmacologia / sala 202, telefone (41) 3361-1720 ou pelo e-mall
juliana.chichorro@ufpr.br, para esclarecer eventuais duvidas que vocé possa

ter e fornecer-lhe as informacbes que queira, durante ou depois do
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encerramento do estudo. Em caso de emergéncia vocé também pode me

contatar (Juliana Feltrin) neste numero em qualquer horario.

k) A sua participacado neste estudo € voluntaria e se vocé ndo quiser mais fazer

parte da pesquisa podera desistir a qualquer momento e solicitar que Ihe
devolvam este Termo de Consentimento Livre e Esclarecido assinado. O seu
atendimento em nossa clinica esta garantido e n&o sera interrompido caso vocé
desista de participar.

O material obtido — questionario, ficha de exame clinico odontoldgico e saliva —
sera utilizado unicamente para essa pesquisa e sera incinerado apos 03 anos
do término do estudo. Nao havera registro de imagens ou videos nesta

pesquisa.

m) As informag¢des relacionadas ao estudo poder&do ser conhecidas por pessoas

autorizadas — a equipe de pesquisa composta pela pesquisadora principal,
Profa. Dra. Juliana Feltrin de Souza, pela Profa. Dra. Juliana Geremias
Chichorro, Prof. Dr. Delson Jodo Costa e a aluna de doutorado M.Sc. Vanessa
B P Lejeune, sob forma codificada para que sua identidade seja preservada e

mantida sua confidencialidade.

n) Vocé tera a garantia de que quando os dados/resultados obtidos com este

estudo forem publicados, estes estardo codificados de modo que n&o apareca

seu nome.

0) As despesas necessarias para a realizagdo da pesquisa — exames clinicos,

Oleo essencial, difusor e demais materiais — ndo s&o de sua responsabilidade

e vocé ndo recebera qualquer valor em dinheiro pela participacédo na pesquisa.

Nao sera necessario o0 deslocamento especifico até a clinica para a
participacao nesta pesquisa uma vez que iremos realizar as avaliagdes nos dias

em que vocé fara sua cirurgia e retirada dos pontos (sutura).

Nossa pesquisa ndo tem nenhuma influéncia sobre a decisdo do cirurgido
dentista, sendo sua decisdo soberana em relacdo ao procedimento cirurgico e

prescricdo de cuidados no periodo pos-cirurgico.

Se vocé tiver duvidas sobre seus direitos como participante de pesquisa, vocé
pode contatar também o comité de Etica em Pesquisa em Seres Humanos
(CEP/SD) do Setor de Ciéncias da Saude da Universidade Federal do Parana,
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pelo e-mail cometica.saude@ufpr.br e/ou telefone 41 -3360-7259, das 08:30h
as 11:00h e das 14h.as 16h. O Comité de Etica em Pesquisa & um 6rgéo
colegiado multi e transdisciplinar, independente, que existe nas instituicdes que
realizam pesquisa envolvendo seres humanos no Brasil e foi criado com o
objetivo de proteger os participantes de pesquisa, em sua integridade e
dignidade, e assegurar que as pesquisas sejam desenvolvidas dentro de

padrdes éticos (Resolugéo n° 466/12 Conselho Nacional de Saude).
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Eu

e compreendi a natureza e objetivo do estudo do qual concordei em participar. A

, , li esse termo de consentimento

explicacdo que recebi menciona os riscos e beneficios. Eu entendi que sou livre para
interromper minha participacéo a qualquer momento, sem justificar minha decisao e
sem qualquer prejuizo para mim. Fui informado que serei atendido sem custos para
mim se eu apresentar algum problema mencionado no item h.

EU concordo voluntariamente em participar desse estudo e consinto com a

minha participac&o voluntaria.

Curitiba, de de 20 .

Assinatura do participante Assinatura do pesquisador

Responsavel legal pelo participante da pesquisa

Pesquisador responsavel que aplicou o TCLE

Orientador
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7.2 Apéndice 2: Parecer consubstancial do CEP

PARECER CONSUBSTANCIADO DO CEP
DADOS DO PROJETO DE PESQUISA

Titulo da Pesquisa: Efeito do 6leo essencial de Lavanda para o controle da dor, ansiedade
e desconforto cirurgico em pacientes submetidos a exodontia de terceiros

molares. Um estudo clinico randomizado

Pesquisador: Juliana Feltrin de Souza
Caparroz Area Tematica:

Versao: 2
CAAE: 62862022.7.0000.0102
Instituicao Proponente: Programa de Pds-Graduagéo em Odontologia

Patrocinador Principal: Financiamento Préprio
DADOS DO PARECER

Numero do Parecer: 5.799.545

Apresentacao do Projeto:

Trata-se de projeto de pesquisa do Programa de Pds-Graduagdo em Farmacologia, nivel
doutorado, com coorientagdo de professores do Programa de Poés-Graduagdo em
Odontologia, que visa avaliar o efeito analgésico e anti-inflamatoério do 6leo essencial de
Lavandula angustifolia (LAV OE), bem como sua influéncia na ansiedade em pacientes
submetidos a exodontia de terceiros molares. Tem como pesquisadora principal a
Professora Dra. Juliana Feltrin de Souza Caparroz, coorientadora da doutoranda VANESSA
BORDENOWSKY PEREIRA LEJEUNE. A orientadora da pesquisa € a Profa. Dra. Juliana

Endere¢o: Rua Padre Camargo, 285 - 1° andar
Bairro: Alto da Gléria CEP: 80.060-240
UF: PR Municipio: CURITIBA

Telefone: (41)3360-7259 E-mail: cometica.saude@ufpr.br
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Geremias Chichorro. E também conta com a participacédo do Professor Delson Jodo da

Costa, do Programa de Pés-graduacéo em Odontologia.

E um ensaio clinico randomizado, duplo-cego e controlado por placebo, para o qual se
pretende ter todos os protocolos aprovados pelo Comité de Etica em Pesquisa da
Universidade Federal do Parana (UFPR).

A amostra sera constituida por 102 pacientes adultos, de ambos os géneros, sendo 51 do
grupo tratamento (LAV OE) e 51 do grupo controle (placebo), selecionados conforme os
critérios de inclusdo e exclusdo pré-estabelecidos. “Inicialmente os pacientes seré@o
avaliados quanto a necessidade de exodontia do terceiro molar e de estando aptos a
participar do estudo, responderdo o questionario IDATE-Traco. No dia da cirurgia,
responderdo os questionarios IDATE-Estado para avaliacdo de ansiedade pré-tratamento e
terdo saliva coletada para analise de cortisol, marcador associado ao estresse; em seguida
receberdo LAV OE como tratamento ou esséncia sintética de lavanda artificial, sem
propriedades terapéuticas (placebo), por via inalatéria pelo periodo de 20 minutos. Antes do
inicio da cirurgia serdo avaliados os parametros vitais de dor através da escala visual
analdgica (EVA), dimensdes faciais e abertura bucal (medida basal) e passardo por
avaliagdo de ansiedade através do IDATE-Estado e estresse pos-tratamento com coleta de
saliva para analise de cortisol. Em seguida serdo submetidos ao procedimento cirurgico com
subsequentes avaliagdes da dor (EVA), do desconforto cirurgico (QCir Dental) e percepgao
sobre a cirurgia e atendimento. Nos trés primeiros dias apds a cirurgia 0s pacientes seréo
avaliados diariamente através de formulario online considerando a dor, o edema, uso de
analgésico e uso do 6leo essencial de Lavanda ou Placebo. No sétimo dia apds a cirurgia,
0s pacientes retornam para retirar a sutura e serdo novamente avaliados quanto aos
parametros de dor (EVA), ansiedade (IDATE-e), edema e trismo. A pesquisa tem previsao
de coleta de dados a partir do primeiro semestre de 2023. A coleta de dados sera realizada

na Clinica de Odontologia da UFPR. A previs&o de término da pesquisa é 2025.
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Objetivo da Pesquisa:

Avaliar o efeito da inalacéo do Oleo essencial de Lavandula angustifolia para o controle da
dor, ansiedade e desconforto cirurgico em pacientes submetidos a exodontia de terceiros

molares.
Avaliacao dos Riscos e Beneficios:

Com relagcdo aos riscos, 0s pesquisadores citam que o “estudo pode trazer
constrangimentos aos pacientes participantes”, ja que utilizarao “questionarios extensos e
com abordagens diversificadas em dor, estado emocional, relatério de desconforto cirdrgico
e avaliacdo do procedimento. Além disso, as medidas e analises podem aumentar o tempo
de permanéncia do paciente na clinica, sendo necessario que ele disponha de mais tempo,
podendo gerar incOmodo”. Indicam que a dor e 0 desconforto “pds-cirurgico ndo sao
considerados inerentes a pesquisa, pois 0 paciente estaria submetido ao procedimento por
recomendagao clinica prévia”. Ainda, ressaltam que a “inalagcéo do LAV OE né&o traz efeitos
adversos ou alteracdes fisioldgicas como tontura, sedacdo e sonoléncia’. No entanto, caso
haja alguma intercorréncia, indicam que o paciente sera transferido para o Hospital de
Clinicas da UFPR. Com relagéao aos beneficios, sdo elencados o método simples e de baixo
custo do uso do 6leo essencial, bem como “a redugéo dos niveis de ansiedade odontoldgica,
ja demonstrada na literatura em outros protocolos de estudo, reducédo do estresse pré e
pos-cirurgico e reducdo da dor e inflamacgéo. Além disso, melhora do bem estar e qualidade

de vida do paciente com redugéo do desconforto cirdrgico, edema e trismo.”
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Ainda, cita-se a “reducdo no uso de medicamentos analgésicos e ansioliticos, que apesar

de eficazes, apresentam muitos efeitos adversos e o consumo elevado impacta diretamente

a saude publica”.
Comentarios e Considera¢des sobre a Pesquisa:

A pesquisa tem relevancia clinica e social e busca formas alternativas para o controle da
dor, ansiedade e desconforto cirurgico em pacientes submetidos a exodontia de terceiros
molares. Trata-se de pesquisa bem delineada, com fundamentacdo tedrica consistente,
detalhamento da metodologia, estando bem escrita e organizada. A amostra foi delimitada
a partir de formulacéo estatistica. Para a coleta de dados, serdo utilizados os seguintes
instrumentos e técnicas: Ficha de Avaliagdo Individual; Ficha de Avaliagcdo de Edema e
Trismo; questionario IDATE-Traco; questionario IDATE-Estado; escala visual analdgica da
dor (EVA); coleta de saliva para analise de cortisol; questionario QCirDental; entrevista para
a percepgao sobre a cirurgia e atendimento; formulario de acompanhamento online (para
dor, edema, uso de analgésico e uso do O6leo essencial de Lavanda ou Placebo);
Questionario de autoavaliagéo e satisfagdo do paciente submetido a cirurgia do terceiros

molares mandibulares.

Considerag¢des sobre os Termos de apresentag¢ao obrigatoéria:

Todos os termos foram apresentados a contento.

Enderego: Rua Padre Camargo, 285 - 1° andar
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Recomendagdes: Apds verificagdo das pendéncias indicadas, todas as recomendacgdes

foram acatadas pelos pesquisadores

Conclusdes ou Pendéncias e Lista de Inadequacgdes:

Trata-se de um projeto de pesquisa relevante, que apresenta um texto bem escrito e
organizado, com um delineamento de pesquisa coerente. Apds a checagem das pendéncias
e realizadas as de alteragdes indicadas, considera-se o projeto adequado, do ponto de vista
ético, para inicio do desenvolvimento da pesquisa empirica. Parabeniza-se os autores pela
inovacao e relevancia da proposta de pesquisa.

Considerac¢des Finais a critério do CEP:

Solicitamos que sejam apresentados a este CEP, relatorios semestrais e final, a cada seis
meses da primeira aprovacéo de seu protocolo, sobre 0 andamento da pesquisa, bem como
informacdes relativas as modificagdes do protocolo, cancelamento, encerramento € destino
dos conhecimentos obtidos, através da Plataforma Brasil - no modo: NOTIFICACAO.
Demais alteragcbes e prorrogacdo de prazo devem ser enviadas no modo EMENDA.
Lembrando que o cronograma de execucao da pesquisa deve ser atualizado no sistema
Plataforma Brasil antes de enviar solicitagdo de prorrogacdo de prazo. Emenda — ver

modelo de carta em nossa pagina: www.cometica.ufpr.br (obrigatério envio).

Favor inserir em seu TCLE e TALE o numero do CAAE e o ndmero deste Parecer de

aprovagao, para que possa aplicar aos participantes de sua pesquisa, conforme decisao da
Coordenacéo do CEP/SD de 13 de julho de 2020.

Enderego: Rua Padre Camargo, 285 - 1° andar
Bairro: Alto da Gléria CEP: 80.060-240
UF: PR Municipio: CURITIBA

Telefone: (41)3360-7259 E-mail: cometica.saude@ufpr.br


http://www.cometica.ufpr.br
mailto:cometica.saude@ufpr.br

B -

Trvwwr v v

ik

UFPR

v

-~

SCS/UFPR

Continuagéo do Parecer: 5.799.545

UFPR - SETOR DE CIENCIAS
“L DA SAUDE DA UNIVERSIDADE
FEDERAL DO PARANA

¢

.

N2

asil

Este parecer foi elaborado baseado nos documentos abaixo relacionados:

Tipo Arquivo Postagem [Autor Situagao

Documento

Informacées [PB_INFORMACOES_BASICAS_DO_P [27/10/2022 Aceito

Basicas do|ROJETO_1996685.pdf 19:32:02

Projeto

Outros CONSORT_Checklist.doc 27/10/2022|Vanessa Aceito
19:29:28 |Lejeune

Outros CHECK_LIST_resposta_parecer_56696(27/10/2022 | Vanessa Aceito

97.docx 19:27:56 |Lejeune

Projeto PROJETO_DOUTORADO_VanessaBPL|27/10/2022|Vanessa Aceito

Detalhado / ejeune_REVISADO.docx 19:21:49 |Lejeune

Brochura

Investigador

TCLE / Termos| TCLE_REVISADO.docx 27/10/2022|Vanessa Aceito

de 19:21:09 |Lejeune

Assentimento /

Justificativa de

Auséncia

Outros manipulacao_DADOQOS .pdf 01/09/2022|Vanessa Aceito
10:37:17 |Lejeune
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Outros Chceklist_conferido. pdf 01/09/2022 |Vanessa Aceito
10:34:49 |Lejeune

Projeto PROJETO_DOUTORADO_VanessaBPL|01/09/2022 |Vanessa Aceito

Detalhado / ejeune_Plat_Brasil.docx 09:40:21 Lejeune

Brochura

Investigador

Outros Ata_pos_graduacao_assinada.pdf 01/09/2022 |Vanessa Aceito
09:39:37 |Lejeune

Outros servicos_envolvidos.pdf 31/08/2022 |Vanessa Aceito
10:28:35 |Lejeune

Outros SOLIC_ACESSO_DADOS. pdf 31/08/2022 |Vanessa Aceito
10:10:00 |Lejeune

Declaragédo de |DECLARACAQ_compromisso.pdf 30/08/2022 |Vanessa Aceito

Pesquisadores 17:41:58 |Lejeune

Declaracdo de |merito.pdf 30/08/2022 |Vanessa Aceito

Pesquisadores 17:34.00 |Lejeune

Declaragdo de |CARTA_encaminhamento.pdf 30/08/2022 |Vanessa Aceito

Pesquisadores 17:23:.00 |Lejeune

TCLE / Termos| TCLE_atual.docx 30/08/2022 |Vanessa Aceito

de 16:48.03 |Lejeune

Assentimento /

Justificativa de

Auséncia

Enderego: Rua Padre Camargo, 285 - 1° andar

Bairro: Alto da Gléria

UF: PR
Telefone:

CEP: 80.060-240

Municipio: CURITIBA

(41)3360-7259

E-mail: cometica.saude@ufpr.br
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Outros CERTIFICADO_CEP_Vanessalejeune. |23/08/2022 |Vanessa Aceito
pdf 14:32:11 Lejeune
Folha de Rosto |folhaDeRosto.pdf 22/08/2022 |Vanessa Aceito
15:17:10 |Lejeune

Situacdo do Parecer:

Aprovado

Necessita Apreciagdo da CONEP:

Nao

CURITIBA, 07 de dezembro de 2022

Assinado por:

IDA CRISTINA GUBERT

(Coordenador(a))
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