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RESUMO

As disfuncdes temporomandibulares (DTMs) podem ser consideradas como um grupo
heterogéneo de condicdes que afetam as articulagdes temporomandibulares (ATMs), 0s grupos
de musculos adjacentes @ mandibula, bem como outras estruturas anatdbmicas relacionadas ao
sistema estomatognatico. As DTMs também podem estar relacionadas com outras
manifestacdes bucais e alteragcdes faciais, assim como com varias formas de manifestacdo
sintomatoldgicas de dor e com a autopercepcdo que os individuos fazem sobre seus estados de
salde geral e bucal. Objetivo: Avaliar o perfil epidemiol6gico dos pacientes com disfuncao
temporomandibular atendidos em uma instituicdo de referéncia do Estado da Paraiba,
caracterizando relacdes entre a severidade da DTM, a manifestacao, o tipo e a localizacdo de
sintomas dolorosos craniocervicais referidos, assim como outros fatores clinicos e
socioecondmicos associados. Materiais e Métodos: Tratou-se de um estudo transversal,
observacional e analitico. Foi realizado em uma Instituicdo de Ensino Superior Publica
brasileira, a Universidade Estadual da Paraiba — UEPB, Campus I. Foram analisados 358
prontuarios de pacientes que buscaram atendimento para DTM nas Clinicas do Departamento
de Odontologia no periodo de 2011 a 2021. A analise dos dados foi realizada com técnica
estatistica descritiva, bivariada por meio do teste qui-quadrado de Pearson, exato de Fisher e
multivariada por meio de regressdo de Poisson. Resultados: A maioria dos individuos
estudados era do sexo feminino (75,9%), de 30 a 59 anos de idade (48,7%), com 8 anos de
estudo ou menos (37,7%). Quase metade da amostra relatou sintomas prodrémicos de
enxaqueca (46,5%) e cerca de um terco afirmou ter sintomas otologicos (33,3%). A regressao
de Poisson revelou significativa associa¢do entre a DTM moderada / severa com a faixa etaria
de até 29 anos (p = 0,004) e de 30 a 59 anos (p = 0,003), com presenca de sintomas otoldgicos
(p =0,020) e sono conturbado (p = 0,005). Além de um quadro de dor significativo (p = 0,016),
localizacdo na regido de muasculos masseter (p < 0,001), na regido cervical (p = 0,012), com
sensacgdo de peso (p = 0,005) e sensacgdo pulsatil (p = 0,005). Conclusdo: A manifestacdo de
DTM se mostrou maior em individuos principalmente na primeira metade da vida e com
significativo quadro doloroso instalado na regido craniocervical. Os achados também reforcam
a importancia do trabalho multidisciplinar no tocante a uma intervencgéo clinica mais urgente
nos quadros de dor, com destaque para a otorrinolaringologia e a fisioterapia, bem como o
acompanhamento por médicos do sono na conducdo do plano de tratamento.
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ABSTRACT

Temporomandibular dysfunctions (TMDs) can be considered as a heterogeneous group of
conditions that affect the temporomandibular joints (TMJs), muscle groups adjacent to the
mandible, as well as other anatomical structures related to the stomatognathic system. TMDs
can also be related to other oral manifestations and facial alterations, as well as to various forms
of symptomatological manifestations of pain and the self-perception that individuals have about
their general and oral health status. Objective: To evaluate the epidemiological profile of
patients with temporomandibular disorders treated at a reference institution in the State of
Paraiba, characterizing relationships between TMD severity, manifestation, type and location
of reported craniocervical painful symptoms, as well as other clinical and socioeconomic
aspects associated. Materials and Methods: This was a cross-sectional, observational and
analytical study. It was carried out at a Brazilian Higher Education Public Institution, the State
University of Paraiba - UEPB Campus I. A total of 358 medical records of patients who sought
care for TMD at the Clinics of the Department of Dentistry in the period from 2011 to 2021
were analyzed. It performed with descriptive statistical technique, bivariate analysis using
Pearson's chi-square test, Fisher's exact test, and multivariate analysis using Poisson regression.
Results: Most individuals studied were female (75.9%), from 30 to 59 years old (48.7%), with
8 years of schooling or less (37.7%). Almost half of the sample reported prodromal migraine
symptoms (46.5%) and about a third reported having otological symptoms (33.3%). Poisson
regression revealed a significant association between moderate / severe TMD with the age
groups of up to 29 years (p = 0.004) and from 30 to 59 years (p = 0.003), with the presence of
otological symptoms (p = 0.020) and sleep troubled (p = 0.005). In addition, significant pain (p
= 0.016), location in the masseter muscle region (p < 0.001), in the cervical region (p = 0.012),
with a feeling of heaviness (p = 0.005) and pulsatile sensation (p = 0.005 ) were related.
Conclusion: The manifestation of TMD was greater in individuals mainly in the first half of
life and with a significant painful condition installed in the craniocervical region. The findings
also reinforce the importance of multidisciplinary work with regard to a more urgent clinical
intervention in pain conditions, with emphasis on otorhinolaryngology and physiotherapy, as

well as monitoring by sleep doctors in conducting the treatment plan.

Keywords: Temporomandibular Joint Dysfunction Syndrome. Facial Pain. Neck Pain. Oral
Health.
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1 INTRODUCAO

As desordens ou disfungdes temporomandibulares (DTMs) constituem um grupo
heterogéneo de condicBes caracterizadas pela presenca de sinais e sintomas especificos no
sistema estomatognatico. Das caracteristicas observadas nas DTMs, destacam-se a instalagdo
de quadros dolorosos tanto nos musculos da mastigagdo como também na articulacdo
temporomandibular (ATM), limitagdo dos movimentos mandibulares e a emissdo de sons na
ATM durante sua funcéo (clicks e crepitacdo) (DELEEUW; KLASSER, 2018).

O Instituto Nacional de Pesquisa Dental e Craniofacial, subdivisdo de pesquisa
odontoldgica do Instituto Nacional de Satde — NIH dos Estados Unidos, atribui como causa
mais comum da dor facial a um grupo de condi¢gdes denominado de Disturbios da Articulacdo
Temporomandibular e Musculos Associados. Esses distlrbios causam dores e disfuncdes
recorrentes ou crénicas nas articulagbes da mandibula, nos musculos e tecidos de suporte
adjacentes, configurando um significativo problema de salde publica. Ainda, as DTMs formam
um grupo de condi¢fes osteomusculares que € o segundo mais comum em desencadear dor e
incapacitacdo, afetando aproximadamente entre 5 a 12% da populacédo, perdendo apenas para o
grupo das lombalgias crénicas (NIH, 2018).

Por possuirem etiologia multifatorial, as DTMs podem se manifestar a partir de uma
origem muscular ou uma origem articular referida na ATM. N&o é incomum constatar,
associados aos quadros de DTM, sintomas de dor na musculatura craniocervical, com destaque
para a regido pré-auricular ou da ATM propriamente dita, dores de cabega e outros
comprometimentos das funcBes do sistema estomatognatico (BRANCO et al., 2008; LEEAW,
2010; BIANCHINI et al., 2010;).

Dentre o grupo de comportamentos gque afetam o sistema estomatognatico e seus tecidos
(componentes musculoesqueléticos, dentes, articulagfes, etc), destaca-se o bruxismo. Este,
sendo entendido como um héabito oral de origem multifatorial e de carater espasmodico ndo
funcional na movimentacdo mandibular que pode levar a traumas oclusais (MANFREDINI et
al., 2017; REDDY etal., 2014). Os individuos acometidos por bruxismo geralmente apresentam
desgaste dos dentes por atrito, mobilidade e avulsdes dentarias, fraturas de cuspides, fraturas de
restauracOes, exostoses alveolares, hipertonia muscular, bem como sintomas de dor e de
cansaco nos musculos da mastigagédo ao acordar pela manhd (DAWSON, 2007; DESHPANDE;
MHATRE, 2010).
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Nesse sentido, a teoria mais aceita atualmente atribui a atividade muscular da vigilia
como mais relacionada as mialgias decorrentes do bruxismo, em detrimento das atividades
musculares durante o sono; inclusive, considerando a possivel associacdo de tensbes nos
musculos da mastigacdo decorrentes do bruxismo do sono, geralmente observada ao acordar
(LAVIGNE; PALLA, 2010).

A influéncia de fatores psicoldgicos na etiologia do bruxismo e das DTMs ainda é
controversa (WINOCUR et al., 2019). Alguns autores afirmam que o bruxismo de vigilia é
influenciado por fatores psicoldgicos, sem evidéncia dessa relacdo com o bruxismo do sono
(MANFREDINI; LOBBEZOO, 2009), ja outros autores afirmam que a ansiedade e estresse sao
fatores de risco para o bruxismo do sono (CARRA et al., 2012). Associa¢6es do bruxismo com
variaveis ainda mais complexas tais como fatores demograficos, aspectos comportamentais e
fatores de risco psicologicos também foram reportadas, porém, ainda carecendo de mais
evidéncias (MANFREDINI; LOBBEZOO, 2009; CARRA et al., 2012; VAN SELMS et al.,
2013).

A constatacdo de possiveis inconsisténcias ainda ndo sanadas diante dos esforcos para
a obtencdo das certezas cientificas nos estudos da dor e DTM € forca motriz que impulsiona o
desenvolvimento de novas pesquisas. Esta necessidade se faz ainda maior quando sao
consideradas as necessidades especificas das populacdes locais, em especial, considerando a
responsabilidade social embarcada pela Universidade Estadual da Paraiba a nivel estadual, e 0
acervo com dados levantados de pacientes que foram assistidos nesse centro de referéncia por
13 anos.

Considerando a relevancia do tema exposto, o presente estudo objetivou avaliar o perfil
epidemioldgico dos pacientes com disfungdo temporomandibular atendidos em uma instituicéo
de referéncia da Paraiba, caracterizando relacdes entre a severidade da DTM, a manifestacao,
o0 tipo e a localizacdo de sintomas dolorosos craniocervicais referidos, assim como outros

fatores clinicos e socioculturais associados.
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2 REVISAO DE LITERATURA

2.1 Dor orofacial e Disfun¢do Temporomandibular

A Associagédo Internacional para o Estudo da Dor — IASP (2020) atualmente define dor
como uma experiéncia sensorial e emocional desagradavel associada a um dano atual ou
potencial que pode ser infligido a um tecido. Nesse sentido, a dor pode ser considerada como
uma sensacao que se manifesta de forma subjetiva, de percepcdo individual para cada pessoas,
originalmente se manifestando como um mecanismo de autodefesa e autopreservagao.

A dor pode ser separada em dois padrfes, de acordo com o periodo de manifestacao.
Um quadro de dor que perdura por um periodo de até trés meses geralmente é definido como
dor aguda, em contrapartida, quando o quadro de dor persiste ou € recorrente por um periodo
superior a trés meses, este passa a ser definido como dor crénica. A dor crénica se caracteriza
também em quadros onde sua manifestagdo € maior que o periodo normal para a cicatrizacdo
de um tecido eventualmente acometido por uma injaria (SCHOLZ et al., 2019).

O estudo das dores musculoesqueléticas faciais recebeu um grande impulso por volta de
1936, quando Costen, médico otorrinolaringologista, relatou alguns casos de pacientes com
otalgia atribuidos a compressdo do nervo auriculotemporal pela cabeca da mandibula. Ao
tempo, pensou-se como etiologia a perda de dentes posteriores, desarmonias oclusais
especialmente colapso da mordida. Contudo, esta sindrome ndo p6de ser comprovada aquele
tempo (BARROS; RODE, 1995).

A ideia de uma sindrome dolorosa facial, de origem exclusivamente articular, foi
substituida pela compreensdo da existéncia de diversas anormalidades dolorosas relacionadas
ou ndo a atividade mandibular mas, mantendo concordancia com a ideia anterior, 0 aspecto
indissociavel da natureza musculoesqueléticas do aparelho mastigatorio (SIQUEIRA,;
TEXEIRA, 2001).

Em se tratando da dor orofacial, a Associacdo Americana de Dor Orofacial — AAOP
estabeleceu as primeiras diretrizes para avaliacdo, diagndstico e gerenciamento dos casos na
década de 1990. Desde entdo, essas diretrizes foram atualizadas quatro vezes, sendo a Ultima
versao editada em 2013. A AAOP propde um agrupamento das manifestacdes clinicas em sete
categorias principais, tomando como base a estrutura anatdbmica foco da dor como principal
caracteristica classificatdria. Essas categorias incluem: causas intracranianas vasculares e nao
vasculares de dor orofacial, desordens primarias para dor de cabeca, dor neuropatica, dor por

desordens intraorais, desordens temporomandibulares, causas extracranianas de dor orofacial e
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dores de cabeca; e mecanismos cervicogénicos de dor orofacial e dores de cabeca (KLASSER
etal., 2016).

Durante muitos anos, as disfun¢des temporomandibulares (DTMs) foram consideradas
como consequéncias de a¢des deletérias de contatos prematuros que desviavam 0s movimentos
mandibulares, supostamente, trazendo efeitos diretos na fisiologia do sistema estomatognatico,
0 que desencadearia dor e disfungdo. Contudo, ao contrario do que se imaginava, observou-se
gue grande parte dos contatos prematuros poderiam se desenvolver a partir da prévia instalacdo
do quadro de DTM, uma vez que os disturbios musculoesquelético ja instalados seriam capazes
de alterar o padrdo de movimentacdo mandibular e, consequentemente, a intercuspidacédo
dentaria (PEREIRA; CONTI, 2001).

Nos ultimos anos, as DTMs podem ser consideradas como um grupo heterogéneo de
condigdes que afetam as articulacdes temporomandibulares (ATMs), os grupos de masculos
adjacentes a mandibula, bem como outras estruturas anatémicas relacionadas ao sistema
estomatognatico (DELEEUW; KLASSER, 2018). Considerando escalas populacionais,a DTM
ocorre significativamente nos individuos, e muitas vezes os resultados encontrados sao mais
direcionados a uma caracterizacdo pelo comprometimento psicossocial; comprometimento esse
que em alguns casos ndo esta relacionado com o diagnostico fisico (MANFREDINI;
GUARDA-NARDINI et al., 2011; MANFREDINI; AHLBERG et al., 2011).

A classificacdo das DTMs e de suas comorbidades associadas vem se mostrando
significativamente variada na literatura, com inumeras tentativas de sistematizacdo e
padronizacdo dos diagnosticos (DWORKIN; LERESCHE, 1992; SUVINEN et al., 2005;
STEGENGA, 2010; MACHADO et al., 2012; PECK et al., 2014).

Visando compreender melhor a sistematica de desenvolvimento das DTMs, Dworkin e
Leresche (1992) propuseram um sistema de classificacdo padronizado chamado Critérios de
Diagnostico e Pesquisa para DTM (RDC/TMD). O RDC/TMD se fundamenta no modelo
biopsicossocial da dor e foi um instrumento que, baseado na relevancia das evidéncias
encontradas, norteou o entendimento sobre a patogénese da DTM (DWORKIN; LERESCHE,
1992). O RDC/TMD se constroi em um sistema de dois eixos: no primeiro uma avaliacao
clinica onde sdo estudados os fatores de desordem fisica, e no segundo, uma avaliacdo da
condicéo psicossocial e da disfuncéo relacionada a dor.

Apesar dos avancos obtidos na pesquisa e da precisdo nos diagnésticos constatados, a
implementagdo no ambiente clinico do RDC/TMD foi considerada muito oneroso e, portanto,
ndo foi amplamente adotada (SCHIFFMAN et al., 2014). De modo a corrigir esse déficit, um

novo instrumento baseado no RDC/TMD foi proposto por Schiffman et al. (2014) também para
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aplicac0es clinicas e de pesquisa: Critérios de Diagnostico para DTM (DC/TMD). Nessa nova
proposta houve um aumento na especificidade e sensibilidade da metodologia, bem como uma
simplificacdo nos critérios do segundo eixo do RDC/TMD (avaliacdo da condicao psicossocial
e da disfuncdo relacionada a dor).

A classificacdo das DTMs no DC/TMD divide os diagnosticos com base na origem da
patologia e depois categorizam ainda mais a natureza da doenga. As disfuncdes sdo, portanto,
separadas em quatro grandes categorias: 1) Distdrbios da ATM, I1) Distarbios dos Musculos da
Mastigacéo, I11) Dores de Cabeca e 1V) DTM de estruturas associadas (SCHIFFMAN et al.,
2014).

Até entdo, esses critérios foram amplamente adotados pela comunidade cientifica, o que
permite uma padronizacdo de dados inclusive em estudos clinicos e coortes (OHRBACH,;
DWORKIN, 2016), consequentemente, levando os critérios do DC/TMD a serem considerados
atualmente o padrdo ouro para 0s propoésitos de diagndstico detalhado das disfuncdes
temporomandibulares e pesquisas clinicas (OSIEWICZ et al., 2020).

Em 2006, o projeto OPPERA (Orofacial Pain: Prospective Evaluation and Risk
Assessment) se prop6s a identificar fatores de risco para o desenvolvimento de desordem
temporomandibular dolorosa. Em estudo prospectivo de dez anos, 3.258 adultos livres de DTM
foram acompanhados, avaliando fatores biolégicos genéticos e fenotipicos, fatores
psicossociais, caracteristicas clinicas e do estado de saude geral. Durante 0 acompanhamento,
a cada ano, 4% dos participantes desenvolveram DTM verificada clinicamente, embora esse
fosse apenas um dos fatores envolvidos diante de uma taxa anual de 19% de sintomas de dor
facial apresentada pelos participantes. O Autorrelato de parafungdes mandibulares se mostrou
como um fator preditor mais fortes do que as avalia¢Ges clinicas dos examinadores e os limiares
de dor aferidos por pressdo em locais cranianos especificos estiveram fortemente relacionadas
a manifestacdo de DTM cronica. Um estudo tipo caso-controle associado ao projeto forneceu
evidéncias de que a piora na qualidade do sono era capaz de prever a incidéncia de DTM. Os
resultados do projeto OPPERA vém confirmando e refutando fatores de risco para o
desenvolvimento de DTM, elucidando toda uma nova série de estudos agora voltados para o
tratamento e a prevencdo da DTM (DUBNER et al., 2016).

A maioria dos indices descritos na Literatura exigem certo grau de examinagdo
especifica da oclusdo, musculos da mastigacdo e ATMSs, e nem sempre 0s clinicos estdo aptos
a executar tais exames de acordo com o padrdo exigido. Com frequéncia, pacientes com DTM
severa recebem tratamentos odontoldgicos generalistas sem que o cirurgido-dentista seja capaz

de identificar sua disfuncdo. Seria de muita valia ao clinico generalista ou ao especialista de
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outras areas a existéncia de um indice anamnésico simplificado que pudessem quantificar a
DTM de um paciente em parametros relativamente confidveis (FONSECA et al., 1994).

Em 1974, Helkimo Publicou um indice anamnésico de disfuncdo para registrar os
sintomas subjetivos baseados em um questionario, e um indice clinico para obter os sinais
objetivos; estes indices tém sido utilizado e discutidos em alguns estudos (HILTUNEN et al.,
1995; OW et al., 1995; TAKAHASHI; BOTTINO, 1997).

A partir do indice de Helkimo (1974), outros indices foram criados com o objetivo de
complementar, simplificar ou adapta-lo. Dentre estes, destacou-se o Indice Anamnésico
Simplificado — DMF, validado no Brasil em pacientes com queixas compativeis com
diagnostico de DTM, aos quais foi aplicado o indice Anamnésico Simplificado e o indice de
Helkimo. As analises estatisticas revelaram correlacdo e grau de confiabilidade entre os dois
indices, concluindo que a correlacdo entre anamnese 0 exame fisico dos individuos com DTM
permite o diagnostico do grau de severidade da DTM instalada e a triagem dos pacientes apenas
pela anamnese, de forma mais simplificada (FONSECA et al., 1994).

Vérios estudos tém utilizado o indice DMF atualmente, com resultados interessantes
(LEMOS et al., 2015; FARIAS et al., 2009; PAULINO et al., 2018; MOURA et al., 2013).
Lemos et al. (2015), por exemplo, avaliaram a correlagéo entre sinais e sintomas da disfuncao
temporomandibular e a severidade da méa ocluséo, observando que em modelos multifatoriais,
como na fisiopatologia da DTM, a oclusdo pode desempenhar um papel de cofator na
predisposicdo ou perpetuar as diferentes formas de DTM, nao devendo ser considerada fator
principal.

O DMF tem sido amplamente utilizado e revalidado nos estudos que envolvem DTM
desde entdo (BERNI et al., 2015; RODRIGUES-BIGATON et al., 2017; PIRES et al., 2018;
ZHANG et al., 2019; ALYESSARY et al., 2020; KAYNAK et al., 2020; SANCHEZ-
TORRELO et al., 2020; STASIAK et al., 2020; YAP et al., 2021; YAP et al., 2021), inclusive,
apresenta resultados confiaveis quando comparado ao padrdo ouro no RDC/TMD (BERNI et
al., 2015; RODRIGUES-BIGATON et al., 2017; PIRES et al., 2018; ZHANG et al., 2019;
KAYNAK et al., 2020; STASIAK et al., 2020; YAP et al., 2021; YAP et al., 2021).

2.2 Bruxismo

As atividades do sistema mastigatorio pode ser dividido em dois tipos: atividades
funcionais e atividades parafuncionais. Dentre as atividades funcionais, incluem-se por

exemplo a mastigacdo dos alimentos e a fala, por outro lado, pode-se associar as atividades
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parafuncionais o habito de apertar os dentes, o hébito de trituracdo dissociado do momento de
alimentacdo normal (referido como bruxismo), o habito de morder labios e bochechas, roer
unhas, etc. As atividades funcionais sdo, portanto, aquelas acfes com atividades musculares
controladas que permitem ao sistema estomatognatico executar suas fungdes necessarias sem
danos significativos as estruturas e tecidos (REDDY et al., 2014).

Em 1907, Marie e Pletkiewicz sugeriram o termo "bruxomania”, uma derivacdo da
palavra francesa “la bruxomanie” para descrever suas observagdes clinicas advindas de um
habito de ranger dentes (BADER; LAVIGNE, 2000). A definicdo mais amplamente aceita de
bruxismo foi criada em 2013 em um consenso internacional (MANFREDINI et al., 2017),
sendo definido como uma atividade repetitiva dos musculos da mandibula, caracterizada pelo
aperto parafuncional ou ranger dos dentes, também podendo ser caracterizado pelo constante
apoio ou aplicacdo de forcas entre dentes das duas arcadas. Esta atividade dos musculos da
mandibula pode aparecer enquanto acordado (bruxismo de vigilia) ou durante o sono (bruxismo
do sono) (REDDY et al., 2014; LOBBEZOO et al., 2013; MANFREDINI et al., 2017). Essa
definicdo serviu de base para a descricdo do bruxismo na quarta edicdo das diretrizes para a
avaliacdo, diagndstico e tratamento da dor orofacial da Academia Americana de Dor Orofacial
(DELEEUW; KLASSER, 2018; LOBBEZOO et al., 2018).

Trata-se de um hébito oral de carater espasmodico e ndo funcional na movimentacéo
mandibular que pode levar a traumas oclusais (REDDY et al., 2014). Os individuos acometidos
por bruxismo geralmente desencadeiam uma sobrecarga do sistema estomatognatico, de modo
que ndo é incomum a observacdo de desgaste dos dentes por atrito, mobilidade e avulsdes
dentérias, fratura de caspides e de restauracdes, exostoses alveolares, sintomas de dor e cansago
nos musculos da mastigacdo ao acordar e hipertonia muscular (DAWSON, 2007
DESHPANDE; MHATRE, 2010). A etiologia do bruxismo ndo é totalmente esclarecida,
porém, entende-se a sua origem como multifatorial (MANFREDINI et al., 2017; LOBBEZOO
etal., 2013; LOBBEZOO et al., 2018).

E consenso atribuir a causa do bruxismo por trés grupos de fatores. O primeiro grupo
sdo fatores bioldgicos, que incluem a atuacdo de neurotransmissores como a dopamina, fatores
geneéticos e excitacdes corticais. O segundo grupo séo fatores psicologicos que, dentre outras
coisas, incluem sensibilidade ao estresse e ansiedade. Por fim o terceiro e mais popular grupo
de fatores etioldgicos sdo os de origem exdgena: nicotina, cafeina, &lcool, drogas e alguns
medicamentos (LOBBEZOO et al., 2013).

Alguns estudos encontraram outros fatores de comorbidade e/ou associados ao

bruxismo, porém, com evidéncias ainda por serem confirmadas. Nesse grupo destacam-se
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alguns disturbios sistémicos ou de origem genética, doencgas que acometem a tireoide, disturbios
do sistema digestivo, disturbios do sono e doencas cardiovasculares (MURALI et al., 2015;
MANFREDINI et al., 2017; LOBBEZOO et al., 2013; LOBBEZOO et al., 2018, AMERICAN
ACADEMY OF SLEEP MEDICINE, 2014; RAPHAEL et al., 2016; DELEEUW; KLASSER,
2018).

Apesar da corrente taxonomia unificar o conceito do bruxismo caracterizando-o de
acordo com o periodo do ciclo circadiano, ainda se trata de um topico passivel de verificacéo,
principalmente considerando a hipdtese de que o bruxismo que ocorre durante a vigilia é
passivel de ser entendido como um fendmeno bastante diferente do que ocorre durante sono,
portanto, requerendo definigdes separadas (LOBBEZOO et al., 2018). Em 2018 Lobbezoo et
al. propuseram duas defini¢Oes separadas. Segundo esses autores, o bruxismo do sono pode ser
definido como a atividade dos muasculos mastigatdrios durante o sono, que podem ser ritmicos
(em fases) ou ndo-ritmico (tdnico). Por outro lado, o bruxismo de vigilia pode ser definido como
uma atividade do musculos mastigatérios do individuo enquanto acordado, caracterizada por
contato repetitivo ou sustentado com os dentes e/ou por empuxo da mandibula contra a maxila.
Em ambos os casos 0 bruxismo néo deve ser considerado como distirbio do movimento. Em
ambos as definicdes, o aspecto mais relevante é a atividade dos musculos da mastigacao,
indicando as possiveis consequéncias clinicas de ambos os tipos de bruxismo (LOBBEZOO et
al., 2018). O bruxismo néo é considerado, portanto, como um distdrbio, mas sim referido como
um “comportamento” que pode atuar como fator de risco para algumas desordens associadas
ou mesmo como um fator de protecdo para outras desordens (LOBBEZOO et al., 2018;
RAPHAEL et al., 2016; SILVA et al., 2018)

Considerando a grande complexidade envolvida no diagnéstico do bruxismo noturno
(SMARDZ et al., 2019; WINOCUR et al., 2019), a proposta de Dawson (2007) em separa 0
bruxismo de acordo com o0s aspectos clinico observaveis da manifestacdo parece interessante.
O bruxismo central se caracterizando por um aperto anormal dos dentes sem a presenca de
gatilhos fisicos ou emocionais, ndo havera movimento perceptivel da mandibula. Esse aperto
dos dentes pode ser considerado uma manifestacdo normal se 0 aumento da tonicidade muscular
se der por estresse emocional, ou outras demandas fisicas como o trabalho pesado. Por fim o
bruxismo excéntrico como sendo a retificacdo ndo funcional faz faces oclusais e incisais dos
dentes inferiores contra os dentes superiores nas trajetérias excursivas. Em termos simples,
trata-se do ranger de dentes principalmente a noite. Se ndo tratada, pode levar leva a um severo

desgaste de desgaste das superficies oclusais e incisais, hipermobilidade dos dentes e alteracdes
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adaptativas nas ATMs, resultando em achatamento da cabeca da mandibula e perda gradual de
convexidade da eminéncia articular (DAWSON, 2007).

Durante a execucdo de fungGes normais como mastigar e engolir a mandibula move-se
na direcdo vertical. Quando a mandibula se fecha e os dentes entram em contato, as forcas
predominantes aplicadas aos dentes também estdo na direcdo vertical, de modo que os tecidos
de suporte dos dentes fisiologicamente toleram bem tais forcas. Durante o bruxismo, o
movimento da mandibula se altera, ocorrendo a aplicacao de forcas latero-laterais, sendo assim,
no bruxismo, for¢as horizontais para-funcionais séo aplicadas nos dentes, as quais nao sao bem
aceitas pelas estruturas de suporte (OKESON, 2019).

A maioria da atividade funcional da mandibula ocorre préximo da posigédo céntrica ou
em maxima intercuspidacdo habitual. Durante essas atividades funcionais, as forcas sdo
distribuidas entre muitos dentes, minimizando-se possiveis danos a um Gnico elemento.
Contudo, no bruxismo ocorrem posicionamentos excéntricos e poucos contatos dentarios
acabam tendo de absorver grandes cargas oclusais. Em somatorio, a posi¢do mandibular se
mostra instavel durante as excursdes, 0 que acaba sobrecarregando ligamentos e tornando os
tecidos mais suscetivel a injurias. (OKESON, 2019).

Durante as atividades funcionais, existem reflexos neuromusculares que protegem as
estruturas dentérias contra danos. Em uma situacdo de bruxismo instalado esses reflexos
neuromusculares parecem ser ausente, ou pelo menos com limiares de resposta aumentados,
resultando em menos influéncia sobre a resposta muscular. Por esse motivo, 0s contatos
dentarios que deveriam desencadear nocicepg¢do protetiva durante a funcao normal acabam por
ndo serem efetivos em inibir atividades de parafuncdo. Assim, haverd uma progressiva
sobrecarga dos tecidos envolvidos e uma progressiva degradacdo do sistema estomatognatico
como um todo (OKESON, 2019).

2.3 Percepcao de saude bucal

A autopercepcdo em saude pode ser entendida como uma ideia que um individuo
constroi sobre sua prépria salde baseada em suas experiéncias, nas informacdes adquiridas e
nos conhecimentos disponiveis. Essa ideia pode ser modificada pela experiéncia prévia e pelas
normas sociais e culturais as quais os individuos sao submetidos (COSTA et al., 2005).

A autopercepcao da saude bucal (ASB) é influenciada ndo s6 por aspectos clinicos, mas

também por fatores subjetivos como capacidade de se comunicar, mastigar sem problemas,
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aspectos socioecondmicos, tendo relagéo inclusive com o meio social em que a pessoa vive e
com variaveis que indicam necessidade de tratamento (SILVA; FERNANDES, 2001).

O uso de indicadores para avaliar a autopercecao de satde bucal e 0 seu impacto na
qualidade de vida tem sido aplicado desde a década de 70. Medidas clinicas objetivas (clinicas)
ndo conseguem medir o efeito total das consequéncias das doencas bucais, fornecendo uma
visdo reduzida sobre os provaveis efeitos fisicos, sociais e psicolégicos (MCGRATH;
ROGERS, 2010). Inicialmente, tentou-se utilizar medidas genéricas de qualidade de vida para
avaliar a satde bucal, entretanto, essas medidas ndo notavam mudancas sutis nos estados de
salde bucal. Surgiu, entdo, a necessidade do desenvolvimento de medidas de qualidade de vida
relacionadas especificamente a esse campo (MCGRATH; ROGERS, 2010)

Medidas subjetivas de salde, como a autopercepcao de saude bucal, sdo utilizadas para
estudar consequéncias fisicas, sociais e psicoldgicas da saude bucal na qualidade de vida,
juntamente com medidas objetivas. Estes instrumentos de avaliagdo podem auxiliar na
identificagdo de determinantes de salde e fatores de risco envolvidos, no estabelecimento de
servicos de satde e na alocacdo de verbas e recursos (MCGRATH; ROGERS, 2010; LEAO;
LOCKER, 2013).

As definicbes de salde contemporanea incluem tanto aspectos clinicos quando
subjetivos, incorporando dimens@es clinicas, sociais e psicoldgicas na avaliagdo de saude bucal.
A coleta de informagGes sobre autopercepgdo do impacto das condi¢Bes de saude bucal na
qualidade de vida se da por meio de questionarios e instrumentos para autoavaliacdo, 0s quais
vém sendo desenvolvidos desde a década de 80 (LEAO; LOCKER, 2013).

Cushing e outros autores desenvolveram em 1986 o Social Impact of Dental Disease
(SIDD), que pode ser considerado o primeiro instrumento especifico para odontologia e foi
validado para 4141 residentes no Norte da Inglaterra (LEAO; LOCKER, 2013; BETTIE et al.,
2015).

Objetivando analisar a autopercepcdo dos pacientes em relagdo a sua satde bucal, em
1990 Atchison e Dolan (1990) desenvolveram um instrumento intitulado Geriatric Oral Health
Assessment Index (GOHAI), o qual contém perguntas sobre problemas bucais que afetam os
aspectos funcionais e psicolégicos. O GOHAI é um instrumento de percepcao de qualidade de
vida que tem a finalidade de analisar por meio do relato individual dos entrevistados a sua
autopercepcao da satde bucal (SILVA et al., 2005; COSTA et al., 2010).

O Instrumento foi inicialmente validado em Los Angeles, em um estudo envolvendo
1.755 idosos e se divide em trés dimensdes: limitacdo funcional (mastigacao, fala e degluticdo),

impactos psicossociais (preocupacdo com a saude bucal, insatisfagdo com a aparéncia,
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limitacdo nos contatos sociais devido a problemas bucais), dor e desconforto. O GOHAI foi
traduzido e validado para ser aplicado a populacdo brasileira (SILVA; CASTELLANOS
FERNANDES, 2001) e possibilita uma avaliagdo ampla das condi¢6es de saude bucal, podendo
ser utilizado tanto em estudos epidemioldgicos quanto na prética clinica diaria (PINTO 2008).

Dentro do construto, a pontuacdo do GOHAI ¢ influenciada pela perda de dentes, isto
indica que mudancas desfavoraveis no estado clinico oral ao longo do tempo s&o refletidas em
uma autoavaliacdo da salde bucal mais pobre. O niUmero de dentes presentes € um importante
determinante da percepcao subjetiva da saude bucal (ENOKI et al., 2013).

Por outro lado, a quantificacdo de dentes de um individuo é uma varidvel que deve ser
interpretada com cautela. A contribuicdo dos dentes naturais para a funcdo oral pode ser
interpretada como fracamente preditivas da autopercepcdo de satde bucal em idosos, uma vez
que os indicadores de autopercepcdo em salde sdo elevados mesmo para idosos com piores
condigdes de perda dentéria, concluindo que os idosos avaliam favoravelmente sua saude bucal,
mesmo quando a condicdo clinica ndo é satisfatoria (MARTINS et al., 2010).

Gift et al. (1998) levantaram a hipdtese de que a autopercepcdo de satde bucal é uma
funcéo de multiplos fatores demograficos (como idade, género e raca) e predisponentes (como
renda, acesso a servicos de salde e educacdo). Esses dois blocos de varidveis influenciaram
tanto os niveis atuais de doenca (status de satde bucal) quanto a percepcao da necessidade de
tratamento pelo individuo. Estudos sugerem que quanto maior escolaridade e acesso a
informacdo, maior é a autopercepc¢do da saude bucal como positiva (ATCHINSON; GIFT,
1997; GIFT et al., 1998).

Ha evidéncias de que a autopercepcao negativa de saude tem relagdo com indicadores
de iniquidades sociais, 0 que reflete acdo deletéria dos determinantes sociais da salde em
pessoas de todas as faixas etarias. Gabardo et al. (2013), em revisdo sistematica sobre o tema,
encontraram que a melhor autopercepcao de saude bucal foi associada a maior renda, maior
escolaridade e maior procura por servigos odontoldgicos e intervengdes preventivas
(GABARDO et al., 2013).

Em 1992 foi desenvolvido no Canadéa o Subjective Oral Healh Status Indicator (SOHSI)
por Locker e Gruskha (BETTIE et al.,, 2015), ja no Brasil, Ledo e Sheiham (1996)
desenvolveram o Dental Impact in Daily Living (DIDL) ambos visando a avaliacéo de fatores
subjetivos relacionados a saude bucal e a capacidade das pessoas em realizarem suas atividades
dirias.

O local de residéncia, o sistema de atencdo a saude disponivel, a oferta de servigcos

odontoldgicos, o contexto social e outros fatores estdo relacionados ao ambiente externo, ja
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caracteristicas demograficas como idade, sexo e raca estdo no nivel individual e podem
influenciar direta ou indiretamente a autopercepc¢do de salde. Escolaridade, renda, acesso a
informacdes e cuidados com a saude, entre outros fatores, também influenciam sobre a
autoavaliacdo da satde geral e bucal, repercutindo na qualidade de vida. E importante citar que
a salde bucal esta diretamente relacionada a saude geral, recebendo os impactos da presenca
de alteragOes sistémicas e da saude mental (MARTINS et al., 2009).
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3 OBJETIVOS

A presente estudo teve como objetivos:
3.1 Objetivo Geral

Avaliar o perfil epidemiologico dos pacientes com disfun¢do temporomandibular
atendidos em uma instituicdo de referéncia da Paraiba, bem como relag¢Ges entre a severidade
da DTM, a manifestacdo de sintomas dolorosos craniocervicais, assim como outros fatores

socioecondmicas.

3.2 Objetivos especificos

e Elencar caracteristicas socioecondémicas dos pacientes que buscam atendimento
para disfungbes temporomandibulares;

e Avaliar a presenca de DTM nos pacientes, bem como o grau de severidade da
disfuncéo;

e Avaliar a autopercepcdo de saude bucal entre os pacientes com disfuncéo
temporomandibular;

o Verificar a presenca de bruxismo entre os pacientes com disfuncéo;

e Avaliar a presenca, o tipo e a intensidade da dor referida;

e Avaliar a localizacdo da dor craniocervical e sua relacdo com o grau de severidade
da DTM;

o Verificar se existem relacGes entre as variaveis coletadas e o desfecho grau de
severidade da DTM.
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4 METODOLOGIA

4.1 Caracterizacao do estudo

Trata-se de um estudo transversal observacional, analitico, retrospectivo e documental.
Foram seguidas as recomendacdes do STROBE (VOL ELM et al., 2014) para a redacédo desta
pesquisa. Os pressupostos sugeridos por este documento séo a seguir apresentados de forma
objetiva (Tabela 1), onde os quesitos referentes ao desenho do estudo séo elucidados (MALTA

et al., 2010).

Tabela 1- Itens essenciais que devem ser descritos em estudos observacionais, segundo a
declaragéo Strengthening the Reporting of Observational Studies in Epidemiology (STROBE).

Item

ND

Recomendagéo

Titulo e Resumo

1

Indigue o desenho do estudo no titulo ou no resumo, com
termo comumente utilizado

Introdugdo
Justificativa 2 Detalhe o referencial tedrico e as razdes para executar a pesquisa
Objetivo 3 Descreva 0s objetivos geral e especificos, incluindo quaisquer hipdteses pré-
existentes
Métodos
Desenho do estudo 4 Apresente, no inicio do artigo, os elementos-chave relativos
ao desenho do estudo
Contexto 5 Descreva o contexto, locais e datas relevantes, incluindo os periodos de
recrutamento e coleta de dados
Participantes 6 Estudo Seccional: Apresente os critérios de elegibilidade, as fontes e os métodos
de selecdo dos participantes
Variaveis 7 Defina claramente todos os desfechos, exposicOes, preditores, confundidores
em potencial e modificadores de efeito. Quando necessério, apresente 0s
critérios diagnosticos
Fonte de dados/ mensuragéo 8 Para cada variavel de interesse, fornega a fonte dos dados e os detalhes dos
métodos utilizados na avaliagdo (mensuragao)
Viézes 9 Especifique todas as medidas adotadas para evitar potenciais fontes de vies
Selecdo da amostra 10  Explique como se determinou o tamanho amostral
Tratamento estatistico 11  Descreva todos os métodos estatisticos, incluindo aqueles usados para controle
de confundimento e para obtengdo da amostra
Resultados
Participantes 12 Descreva o nimero de participantes do estudo e suas caracteristicas
Resultados principais 13 Descreva as estimativas ndo ajustadas e, se aplicavel, as estimativas ajustadas
por variaveis confundidoras, assim como sua precisdo,fatores de confundimento
e categorizacéo.
Desfecho 14 Descreva 0 ndmero de eventos-desfecho ou
apresente as medidas-resumo
Discussdo
Resultados principais 15  Resumir os principais achados relacionando-os aos objetivos do estudo
Item Ne Recomendacao
LimitacGes e generalizacGes 16  Apresente as limitagdes do estudo, levando em consideragdo fontes potenciais
de viés ou imprecisdo, bem como as validades interna e externa
Financiamento 17  Especifique a fonte de financiamento do estudo e o papel dos financiadores

Fonte: Elaborada pelo autor, 2020.
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4.2 Local da pesquisa

A pesquisa foi realizada na Universidade Estadual da Paraiba — UEPB, instituicdo
publica de ensino superior, cujo seu campus | é localizada no municipio de Campina Grande —
PB.

O municipio situa-se em uma regido geograficamente privilegiada, no agreste
paraibano, entre o alto sertdo e a zona litoranea (Figura 1). Com uma populacgéo estimada em
413.830 habitantes (Instituto Brasileiro de Geografia e Estatistica — IBGE. Acessado em
30/08/2021). Este municipio lidera geografica e politicamente outros 69 municipios ao seu
redor aproximadamente e é uma importante cidade no ambito regional onde convergem muitas

instituicdes dos setores de comercio, de servicos e centros de referéncia em atencédo a saude.

Figura 1 - Localizacdo geografica do municipio de Campina Grande, com seus bairros e
distritos delimitados. Em maior projegdo, a referéncia de Campina Grande (cor vermelha)
com 0s municipios vizinhos em relag¢do ao Estado da Paraiba e o Brasil (Disponivel em:
https://pt.m.wikipedia.org/wiki, /Ficteiro: Mapa _ Campina _ Grande _ (distritos _ e _
bairros). png e Ficheiro: Brazil _ Pargiba _ Campina _ Grande _ location_map.svg).

Fonte: Elaborada pelo autor, 2020.

4.3 Universo e amostra Fonte: Elaborada pelo autor, 2020.

O universo deste estudo compreendeu os registros de todos os individuos que buscaram
atendimento para dor e disfuncdo temporomandibular nas clinicas do curso de Odontologia. No
protocolo organizacional de funcionamento das clinicas, os pacientes que apresentarem quadros
de dor aguda recebem atendimento em carater de urgéncia para amenizar sintomas em
quaisquer das clinicas que estejam funcionando e posteriormente sdo reencaminhados para

triagem nas especialidades de que necessitam.
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Foram selecionados todos 0s prontuérios que compreenderam o periodo de atendimento
entre agosto de 2011 a junho de 2021. Esse periodo caracteriza o inicio da implementacdo de
prontuarios reformulados contendo maior detalhamento anamneésico dos pacientes portadores

de DTM e dor orofacial nessa instituicdo (Anexo I).

4.4 Critérios de incluséo

Foram incluidos na pesquisa 0s registros que:
e Forem relacionados a pacientes que buscaram atendimento para dor e/ou disfuncao
temporomandibular.

4.5 Critério de excluséo

Foram excluidos da coleta os registros que:

e Nao possuam informag6es completas em relacdo aos dados do paciente;

e Prontuarios excessivamente danificados ou com péaginas perdidas que impossibilitem
um registro eficaz dos dados daquele individuo, ou com mais de 5 informacgGes (itens
do prontuério) faltando.

4.6 Estudo piloto

Previamente a coleta principal de dados foi realizado um estudo piloto com o intuito de
verificar se a metodologia foi elaborada de forma satisfatoria ao objetivo da pesquisa proposta,
e assim, diminuir possiveis erros nos resultados finais. No piloto também foram exploradas as
variaveis disponiveis nos registros, verificando seus potenciais analiticos e selecionando as de
interesse.

Foram elencados para esse estudo prontuarios de pacientes triados previamente ao
atendimento clinico propriamente dito (n = 12), tendo sido registrados em mar¢o de 2020. Foi
feita uma calibracdo e treinamento do pesquisador quanto aos registros, 0s instrumentos
epidemioldgicos contidos, assim como a verificacdo da metodologia proposta. Uma vez que
esses individuos foram apenas triados e ndo se submeteram ao atendimento clinico, os registros

n&o foram incluidos na pesquisa principal.
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4.7 Procedimento de coleta de dados

Os pesquisadores envolvidos, devidamente identificados e munidos de autorizacdo do
gestor responsavel pelo Departamento de Odontologia (Apéndice 1) e dos Coordenadores
responsaveis pelo Programa de Atengdo ao Portador de Disfuncdo Temporomandibular e Dor
Orofacial, dirigiram-se aos representantes da Coordenacdo de Clinicas para solicitar
informac0es sobre os prontuarios e os periodos de melhor disponibilidade para coleta dos dados.

Mediante autorizacdo com os responsaveis setoriais, foram acordados os momentos para
realizacdo de coletas, quando o pesquisador calibrado compareceu ao departamento para buscar
0s prontudrios a serem tabulados. Os prontuarios foram selecionados no setor da Secretaria de
Clinicas do departamento, de acordo com os critérios metodoldgicos. Pelo fato de a instituicdo
ainda nao possuir um sistema digital para o registro dos dados dos pacientes, cada prontuario
foi identificado no arquivo, lido individualmente e as informacdes elegiveis para a pesquisa
foram em seguida tabuladas em planilha do Microsoft Excel com dupla verificagdo. Um
controle por meio do nome do paciente e do numero do prontuario foi feito a parte, de modo a
nédo haver duplicacéo no registro dos dados. A tabulacao dos dados deu-se em um tnico periodo.

Os prontuarios que ndo se enquadraram nos critérios metodolégicos ndo foram
registrados, sendo considerados como perda (n = 13). E possivel observar o fluxograma

esquematizando o desenho do estudo (Figura 2).
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Figura 2 - Fluxograma do desenho do estudo

Encaminhamento das requisi¢des a Chefia de
Departamento e autoriza¢do da Coordenacdo

Encaminhamento de documentos pelo PPGO-
UEPB ao Comité de Etica em Pesquisa

- Identificacio de prontudrios e exploragio
Piloto Tabulagio de dados para o piloto inicial dos registros (universo)

Coleta para o estudo piloto (n = 12),
verificagdo da metodologia proposta e
estudo preliminar das varidveis catalogadas

Determinacdo da amostra, ajustes metodologicos
do estudo, calibracdo e treinamento quanto ao
procedimento de coleta principal

Coleta segundo a metodologia consolidada:
tabulagdo com dupla verificacdo e registro
por nimero de prontudrios

Amostra:
- n=358

Consolidacdo do banco de dados em planilha
Microsoft Excel

Exportag@o para anilise estatistica
dos dados no STATA

Descri¢d@o e analise dos dados

Fonte: Elaborada pelo autor, 2020.

4.8 Elenco de variaveis

As variaveis de interesse do estudo encontram-se descritas a seguir:

Variavel dependente: a variavel dependente do estudo foi o grau de severidade da
DTM, obtida por meio do indice anamnésico DMF (FONSECA et al., 1994).

O indice DMF consiste em um questionario simplificado composto por dez perguntas,
onde para cada pergunta sdo possiveis trés respostas: “sim”, “ndo” ou “as vezes”. Para cada

respostas pode ser atribuido um escores respectivamente de “10”, “0” e “5”, correspondendo a
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“sim”, “n30” ou “as vezes”. De acordo com esse instrumento, o somatorio dos valores
atribuidos as respostas permite uma classificacdo da populacdo estudada segundo o grau de
disfuncdo temporomandibular (DTM), variando de DTM ausente, DTM leve, DTM moderada
ou DTM severa, de acordo com os pontos de corte previamente estabelecidos. Assim, 0s pontos
de corte situam-se nos seguintes valores: de 0-15 (auséncia de DTM); de 20-40 (DTM leve); de

45-65 (DTM moderada), e 70-100 (DTM severa).

Variaveis independentes: as variaveis independentes do estudo estdo detalhadas e

constam no quadro a seguir (Quadro 1):

Quadro 1 - Categorizacdo das variaveis independentes

Variavel o o
. Definicéo Categorizacao
independente
. 1. masculino;
Sexo Sexo do paciente. .
2. feminino.
1. <29 anos;
Faixa etaria Em anos. 2. 30-59 anos;
3. > 60 anos.
. . 1. com companheiro;
Estado Civil Declarado pelo paciente P .
2. sem companheiro.
. 1. banca;
Raca Declarada pelo paciente. .
¢ pelop 2. ndo branca.
. 1. < 8 anos de estudo;
. Anos cursados considerando
Escolaridade . 2. 9-11 anos de estudo;
todas as esferas de ensino.
3. > 12 anos de estudo.
. 1. <1 salario minimo;
- Considerando todos os membros L .
Renda familiar , . 2. 2 salarios minimos;
no ndcleo familiar. . .
3. > 3 salarios minimos.
1. nédo tem;
_— Crenca religiosa declarada ou | 2. catdlica;
Religido N -
sua auséncia. 3. evangélica;
4, outras.
Sintomas Em caso positivo para a resposta, 1 sim:
prodrémicos de se melhora quando dorme e se 2' néo’
enxaqueca esta sob algum tratamento. ' '
. - Em caso positivo para a resposta, | 1. sim;
Sintomas otoldgicos , «
se esta sob algum tratamento. | 2. n&o.
Sintomas associados | 1. taquicardia;
a um contexto que | 2. azia ou gastrite; 1. sim;
pode sugerir 3. constipacéo; 2. néo.
estresse psicologico. | 4. suor excessivo;




5. sono conturbado;
6. dificuldade em respirar;
7. irritabilidade.

Escala visual
analdgica (EVA)
para avaliagdo de

dor

Varia de 0-10, onde 0O representa
auséncia de dor e 10 representa a
dor mais forte ja sentida.

Localizacao da dor

masseter;

temporal feixe anterior;
temporal feixe medio;
temporal feixe posterior;
ATMs;

frontal;

posterior da cabeca;
cervical;

dentes.

sim;
nao.

Sensacéo da dor

pontada;

peso;
gueimacéo;
choque;
pulsatil;
adormecimento.

sim;
néao.

Sinais clinicos de
bruxismo

RO RWNMREO0NDOAWNE

excéntrico, compativel
com um padrao de
desgaste em area;

2. céntrico, compativel com
um padrao de desgaste
por apertamento.

presente;
ausente.

Autopercepcéo
sobre satde bucal
(GOHAI)

Escore de autopercepcao de
salde bucal de acordo com seus
pontos de corte

no

baixo;
moderado;
alto.

Fonte: Elaborada pelo autor, 2020.

4.9 Processamento e analise dos dados

34

Os dados, inicialmente tabulados em planilha do tipo Microsoft Excel, foram exportados

para analise estatistica conduzidos com o auxilio do software STATA em sua versao 15.0.

Inicialmente, realizou-se a analise estatistica descritiva, objetivando caracterizar a

amostra e verificar o padréo de distribuicdo dos dados. Em seguida, empregou-se o teste qui-

quadrado de Pearson (ou teste exato de Fisher quando apropriado) para determinar a associagéo

entre o desfecho (grau de severidade da DTM) e as variaveis independentes. O nivel de

significancia foi fixado em p < 0,05. Posteriormente, realizou-se analise de regressdo de Poisson

backward para determinar o conjunto de variaveis com maior associacdo ao desfecho. Foram

calculadas as medidas de razdo de prevaléncia (RP) com seus respectivos intervalos de
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confianga de 95%. Variaveis com p < 0,20 na anélise bivariada ou que apresentassem relevancia
epidemioldgica tratando-se do tema em questdo foram inseridas na analise ajustada (HAIR et
al., 2009)

4.10 Aspectos éticos

Por envolver seres humanos, este estudo seguiu a resolucdo nimero 466/12 do CNS
(Conselho Nacional de Salde) que regulamenta a pesquisa em humanos no Brasil. A pesquisa
foi submetida e registrado na Plataforma Brasil, posteriormente tendo sendo encaminhada para
avaliacio pelo Comité de Etica em Pesquisa (CEP) da Universidade Estadual da Paraiba
(UEPB) e obtendo o a aprovacéo para realizacdo com registro CAAE: 5098220.4.0000.5187
(Anexo II).

A populacdo deste estudo compreendeu os prontuarios cujos individuos que buscaram
atendimento na UEPB aceitaram ceder seus registros para futuras pesquisas por meio da
assinatura de Termos de Consentimento Livre e Esclarecidos contido em cada documento
clinico. O Termo lhes garante sigilo e privacidade, obedecendo os principios da ética em

pesquisa (Anexo I11).
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5 RESULTADOS E DISCUSSAO

Os resultados e a discussdo deste estudo estdo apresentados sob a forma de artigo

cientifico que segue as normas da revista escolhida para submiss&o.
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SEVERIDADE DA DISFUNCAO TEMPOROMANDIBULAR: CARACTERIZACAO
DE DOR CRANIOCERVICAL E FATORES ASSOCIADOS

Resumo:

Proposito: Avaliar o perfil epidemioldgico dos pacientes com disfuncdo temporomandibular
(DTM) atendidos em uma instituicdo de referéncia de um estado do nordeste do Brasil,
caracterizando relacdes entre a severidade da DTM, o tipo e a localizagédo de sintomas dolorosos
craniocervicais referidos, assim como demais fatores clinicos e socioculturais associados.
Meétodo: Tratou-se de um estudo transversal, observacional e analitico. Constaram 358
registros de pacientes que buscaram atendimento para DTM nas Clinicas de Odontologia no
periodo de 2011 a 2021. A analise dos dados foi realizada com técnica estatistica descritiva,
bivariada por meio do teste qui-quadrado de Pearson, exato de Fisher e multivariada por meio
de regresséo de Poisson. Resultados: A maioria dos individuos estudados era do sexo feminino
(75,9%), de 30 a 59 anos de idade (48,7%), com 8 anos de estudo ou menos (37,7%). Quase
metade da amostra relatou sintomas prodrémicos de enxaqueca (46,5%) e cerca de um tergo
afirmou ter sintomas otoldgicos (33,3%). A regressdo de Poisson revelou significativa
associacdo entre a DTM moderada / severa com a faixa etaria de até 29 anos (p = 0,004) e de
30 a 59 anos (p = 0,003), com presenca de sintomas otoldgicos (p = 0,020) e sono conturbado
(p = 0,005). Além de um quadro de dor significativo (p = 0,016), localizacdo na regido de
musculos masseter (p < 0,001), na regido cervical (p = 0,012), com sensacéo de peso (p = 0,005)
e sensacdo pulsatil (p = 0,005). Conclusdo: A manifestacdo de DTM se mostrou maior em
mulheres, acometendo principalmente a primeira metade da vida e com significativo quadro
doloroso instalado na regido craniocervical. Os achados também reforcam a importancia do
trabalho multidisciplinar no tocante a uma intervencdo clinica mais urgente nos quadros de dor,
com destaque para a otorrinolaringologia e a fisioterapia, bem como o acompanhamento por
médicos do sono na conduc¢do do plano de tratamento.

Palavras-chave: Sindrome da Disfuncdo da Articulacdo Temporomandibular, Dor Facial,

Bruxismo, Saude Bucal.

Introducéo:

As disfuncbes temporomandibulares (DTMs) podem ser consideradas como um grupo
heterogéneo de condicbes que afetam as articulagbes temporomandibulares (ATMs), 0s grupos
de musculos adjacentes a mandibula, bem como outras estruturas anatémicas relacionadas ao
sistema estomatognatico [1]. Considerando escalas populacionais, a DTM ocorre
significativamente nos individuos, e muitas vezes os resultados encontrados sdo mais
direcionados a uma caracterizagdo pelo comprometimento psicossocial; comprometimento esse

gue em alguns casos néo esta relacionado com o diagndstico fisico [2, 3].
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A classificacdo das DTMs e de suas comorbidades associadas vem se mostrando
significativamente variada na literatura, com inUmeras tentativas de sistematizacdo e
padronizacao dos diagndsticos [4, 5, 6, 7, 8]

Visando compreender melhor a sistematica de desenvolvimento das DTMs, Dworkin e
Leresche (1992) propuseram um sistema de classificacdo padronizado chamado Critérios de
Diagnostico e Pesquisa para DTM (RDC/TMD) [4]. Esse instrumento se constréi em um
sistema de dois eixos: no primeiro uma avaliacdo clinica onde sdo estudados os fatores de
desordem fisica, e no segundo, uma avaliacdo da condicdo psicossocial e da disfuncéo
relacionada a dor.

Apesar dos avancos obtidos na pesquisa e da precisdo nos diagndsticos constatados, a
implementacdo no ambiente clinico do RDC/TMD foi considerada muito oneroso e, portanto,
ndo foi amplamente adotada, sendo proposta uma adaptacédo para aplicacGes clinicas: Critérios
de Diagnostico para DTM (DC/TMD) [9].

Paralelamente, em 1974, Helkimo Publicou um indice anamneésico de disfuncéo para
registrar os sintomas subjetivos baseados em um questionario, e um indice clinico para obter os
sinais objetivos [10]; tendo estes indices sido utilizados e discutidos em alguns estudos [11, 12,
13].

A partir do indice de Helkimo (1974), outros indices foram criados com o objetivo de
complementar, simplificar ou adapta-lo. Dentre estes, destacou-se o Indice Anamnésico
Simplificado — DMF, validado no Brasil em pacientes com queixas compativeis com
diagnostico de DTM, aos quais foi aplicado o indice Anamnésico Simplificado e o indice de
Helkimo. As analises estatisticas revelaram correlacdo e grau de confiabilidade entre os dois
indices, concluindo que a correlagdo entre anamnese o exame fisico dos individuos com DTM
permite o diagnostico do grau de severidade da DTM instalada e a triagem dos pacientes apenas
pela anamnese, de forma mais simplificada [14]. O DMF tem sido amplamente utilizado e
revalidado nos estudos que envolvem DTM desde entéo [15, 16, 17, 18, 19, 20, 21, 22, 23, 24],
inclusive, apresenta resultados confidveis quando comparado ao padrdo ouro no RDC/TMD
[15, 16, 17, 18, 20, 22, 23, 24].

Métodos:

Trata-se de um estudo transversal observacional e analitico. Foram seguidas as
recomendacOes do STROBE [25] para a redacdo desta pesquisa. Foram avaliados todos 0s
registros clinicos de individuos que buscaram atendimento para disfuncdo temporomandibular

em uma universidade publica do nordeste do Brasil no periodo de agosto de 2011 a julho de
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2021. Os registros que continham informag6es incompletas sobre 0s pacientes, com paginas

ausentes ou com mais de 5 respostas faltantes foram considerados perdas.

Previamente a coleta principal, foi realizado estudo piloto para treinamento do
pesquisador e verificacdo da metodologia proposta, visando a redugdo de possiveis vieses.
Todos os individuos atendidos concederam voluntariamente seus registros assinando um Termo
de Consentimento Livre e Esclarecido, alem disso, o0 estudo respeitou as resolucdes nacionais
e internacionais de pesquisa com seres humanso, sendo avaliada e aprovada por um comité de
ética independente (nimero de protocolo CAAE: 5098220.4.0000.5187).

A extragdo de dados se deu por um Unico pesquisador previamente treinado, em um
Unico periodo, sendo tabulados individualmente com dupla verificagdo. Um controle
individualizado de cada registro foi feito a parte, de modo a evitar duplicatas. Posteriormente,
os dados foram exportados para analise estatistica conduzidos com o auxilio do software
STATA em sua verséo 15.0.

Inicialmente, realizou-se a analise estatistica descritiva, objetivando caracterizar a
amostra e verificar o padrdo de distribuicdo dos dados. Em seguida, empregou-se o teste qui-
quadrado de Pearson (ou teste exato de Fisher quando apropriado) para determinar a associacdo
entre o desfecho (grau de severidade da DTM) e as variaveis independentes. O nivel de
significancia foi fixado em p < 0,05. Posteriormente, realizou-se anéalise de regressdo de Poisson
backward para determinar o conjunto de variaveis com maior associa¢do ao desfecho. Foram
calculadas as medidas de razdo de prevaléncia (RP) com seus respectivos intervalos de
confianca de 95%. Variaveis com p < 0,20 na analise bivariada ou que apresentassem relevancia

epidemioldgica tratando-se do tema em questao foram inseridas na analise ajustada [26].

Resultados:

De um total de 358 individuos estudados, a maioria era do sexo feminino (n = 271;
75,9%), do grupo etério entre 30 a 59 anos (n = 174; 48,7%), de estado civil sem companheiros
(n = 194; 54,3%). A maior parte dos individuos autodeclarou-se como ndo branco (n = 202;
57,7%), da religido catdlica (n = 200; 56,5%), tinha 8 anos de estudo ou menos (n = 134; 37,7%)
e renda familiar de até 1 salario minimo (n = 157; 48,6%). Quase metade da amostra relatou
sintomas prodrdmicos de enxaqueca (n = 166; 46,5%) e cerca de um terco afirmou ter sintomas
otolégicos (n = 119; 33,3%). Para a grande maioria, a autopercepcdo de salude bucal aferida

pelo Geriatric Oral Health Assessment Index — GOHAI foi considerada como baixa (n = 265;
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74,4%). Prevaleceram os casos de DTM moderada (n = 118; 33,1%) ou severa (n = 122; 34,2%),
respectivamente obtendo scores 45-65 (DTM moderada) e 70-100 (DTM severa) no indice
DMF.

Conforme descrito na Tabela 1, a maioria apresentou escore de dor igual ou menor que
7, sendo a dor localizada principalmente na regido das ATMs e na regido de musculos masseter.
Quanto a sensacdo dessa dor reportada, a de tipo peso foi a mais comum, seguido por sensacao
de pontada e sensacdo pulsatil. Sinais clinicos de bruxismo excéntricos compativeis com um
padrdo de desgaste em area foram identificados em 30,4%, ao passo que sinais de bruxismo
céntrico com um padréo de desgaste por apertamento foram observados em 26,4% dos casos.

Tabela 1 - Distribui¢do dos participantes de acordo com as caracteristicas da dor e bruxismo.

Variaveis n %

EVA (Avaliacao da Dor) [347]

<7 211 60,8

>7 136 39,2
Dor na regido de muasculos Masseter [341]

Sim 142 41,6

Néo 199 58,4
Dor na regido de musculos Temporal feixe Anterior [341]

Sim 48 14,1

Néo 293 85,9
Dor na regido de musculos Temporal feixe Médio [341]

Sim 44 12,9

Néo 297 87,1
Dor na regido de musculos Temporal feixe Posterior [341]

Sim 30 8,8

Nao 311 91,2
Dor na regido das ATMs [341]

Sim 234 68,6

Néo 107 31,4
Dor na regido frontal [341]

Sim 29 8,5

Néo 312 91,5
Dor na regido posterior da cabega [341]

Sim 56 16,4

Nao 285 83,6
Dor na regido cervical [341]

Sim 20 59

Néo 321 94,1
Dor nos dentes [341]

Sim 13 3,8

Néo 328 96,2
Sensacéo de Pontada [341]

Sim 100 29,3

Né&o 241 70,7
Sensacdo de Peso [341]

Sim 129 37,8

Néo 212 62,2
Sensacéo de Queimacao [341]

Sim 26 7,6

Néo 315 92,4

Sensagédo de Choque [341]
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Sim 37 10,9

Néo 304 89,1
Sensacgdo Pulsatil [341]

Sim 86 25,2

Nao 255 74,8
Sensacdo de Adormecimento [341]

Sim 34 10,0

Néo 307 90,0
Sinais clinicos de bruxismo excéntrico [299]

Sim 91 30,4

Néo 208 69,6
Sinais clinicos de bruxismo céntrico (apertamento) [299]

Sim 79 26,4

Nao 220 73,6

Nota. Os valores entre [ ] indicam o total de casos validos para cada varidvel. EVA = escala visual analdgica,
dicotomizada pela mediana; DP = desvio-padrdo; 11Q = intervalo interquartil (percentil 25 — percentil 75).
Fonte: Elaborada pelo autor, 2020.

Andlises bivariadas encontraram associagdo estatisticamente significativa entre o grau
de severidade da DTM e: sexo (p < 0,001), faixa etaria (p < 0,001), sintomas prodrémicos de
presenca de enxaqueca (p < 0,001), relato de melhora da enxaqueca quando dorme (p < 0,001),
relato de tratamento para enxaqueca (p = 0,011), presenca de sintomas otologicos (p < 0,001),
taquicardia (p < 0,001), azia e/ou gastrite (p < 0,001), constipacéo (p = 0,006), suor excessivo
(p = 0,002), sono conturbado (p < 0,001), irritabilidade (p < 0,001), autopercepcdo de salde
bucal (p < 0,001). Assim como tambeém foram identificadas associacdo estatisticamente
significativa entre a severidade da DTM e: presenca de dor na regidao de musculos masséter (p
<0,001), musculos temporal feixe anterior (p = 0,001), musculos temporal feixe médio (p =
0,002), musculos temporal feixe posterior (p = 0,002), na regido das ATMs (p < 0,001), na
regido frontal (p = 0,011), na regido posterior da cabeca (p = 0,003), na regido cervical (p =
0,006).

Quanto a sensacdo dessas dores, houve associagdes com a sensacdo de pontada (p =
0,016), de peso (p < 0,001), de queimacdo (p = 0,007), de choque (p = 0,035), pulsétil (p <
0,001) e de adormecimento (p = 0,027).

Na Tabela 2 é demonstra 0 modelo final ajustado da regressdo de Poisson considerando
0 desfecho de maior agravo, DTM moderada/severa, e as varidveis que permaneceram

associadas de maneira significativa.
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Tabela 2 - Andlise multivariada através de regressao de Poisson para determinar os fatores

associados a ocorréncia de DTM moderada/severa entre os pacientes investigados.

Variaveis independentes

Modelo multivariado

RP ajustada (1C 95%) p-valor
Sexo
Feminino 1,225 (0,971-1,545) 0,086
Masculino 1
Faixa etaria
<29 anos 1,445 (1,128-1,850) 0,004*
30-59 anos 1,430 (1,129-1,812) 0,003*
> 60 anos 1
Presenca de sintomas otol4gicos
Sim 1,135 (1,020-1,262) 0,020*
Né&o 1
Sono conturbado
Sim 1,191 (1,053-1,348) 0,005*
Né&o 1
EVA (Avaliacdo da Dor)
<7 1
>7 1,158 (1,028-1,306) 0,016*
Dor na regido de muisculos Masséter
Sim 1,255 (1,114-1,413) <0,001*
Néo 1
Dor na regido das ATMs
Sim 1,839 (1,430-2,367) <0,001*
Né&o 1
Dor na regido cervical
Sim 1,240 (1,049-1,467) 0,012*
Né&o 1
Sensacao de Peso
Sim 1,190 (1,053-1,345) 0,005*
Néo 1
Sensagdo Pulsatil
Sim 1,180 (1,051-1,324) 0,005*
Né&o 1

Nota. RP = razdo de prevaléncia; IC = intervalo de confianca; * p < 0,05.

Fonte: Elaborada pelo autor, 2020.
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Discusséo:

Nesta série historica que investigou dez anos de atuacdo do servico de referéncia para
atendimento de DTMs, identificou-se uma maior busca de atendimento por parte de mulheres,
sendo também constatado uma associacao estatisticamente significativa entre o agravamento
da manifestagdo de DTM e a faixa etaria dos individuos na primeira metade de vida.

Em se tratando de manifestacdo da DTM, estudos prévios tém demonstrado uma
tendencia maior desse tipo de acometimento com relagdo a mulheres, inclusive considerando a
duracdo e a média de idade entre os acometidos [27, 28, 29, 30, 31, 32].

Ainda sobre a idade dos individuos que apresentam DTMs, ha uma tendencia de inicio
apos a puberdade, com aumento da gravidade dos sinais e sintomas por volta do periodo
reprodutivo [33, 34, 35]. Além disso, a prevaléncia de sinais e sintomas de DTM se mostra
baixa em criangas [36], aumenta em adolescentes e adultos jovens [34, 37] e diminui a partir
dos 45 anos, sendo mais rara em idosos [34]. Um padrdo que concorda com os achados
constatados nesta pesquisa.

Em somatorio, encontra-se discussdes que consideram as fases do ciclo mestrual
feminino, especialmente as variagdes nos niveis de estrogénio, na tolerancia e na sensibilizacdo
dolorosa de estruturas do sistema estomatognatico, em especial dos musculos da mastigacao e
no desenvolvimento de sintomas relacionados a DTM [38, 39, 40, 41].

Por outro lado, alguns estudos tém conseguido demonstrar uma relacdo de causa-efeito
entre DTM e cefaleia [42, 43]. A manifestacdo de cefaleia pode estar associada a dor nos
musculos mastigatorios e na ATM, sendo também mais frequente em mulheres [44, 45], e com
destaque para a manifestacdo de migranea ter maior probabilidade de estar relacionada a
quadros de DTM dolorosa (tanto miogénica quanto artrogénica) se comparado a individuos que
ndo sofrem de cefaleia [46]. Todavia observou-se uma associacao apenas na analise bivariada
entre a presenca de enxaqueca e 0 grau de severidade da DTM.

Foi possivel constatar uma associacdo significativa entre a manifestacdo de sintomas
otolégicos e os quadros mais graves de DTM. Sabe-se que estimulos sométicos de origem na
musculatura craniocervical ttm um potencial de desencadear estimulos neuronais excitatérios
em vias auditivas [47], possibilitando o aparecimento de zumbido, por exemplo, que pode ser
mediado por interagdes entre vias somaticas e vias e vias auditivas [48, 49].

Ainda no escopo das manifesta¢des associadas a presenca de DTM, o zumbido aparece
em uma frequéncia esporadica [50], com caracteristicas de um apito, em episodios que duram
poucos segundos e geralmente estdo associados & uma sensacdo de plenitude auricular [51]. E

possivel que o zumbido descrito por pacientes de DTM nem sempre esteja relacionado com
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algo errado nas vias auditivas, mas sim a quando um estimulo ndo auditivo com uma contracdo
mandibular ou craniocervical é desencadeada, uma vez que essa associacdo entre DTM e
zumbido pode resultar da interacdo entre os sistemas somatossensoriais e auditivos, o que gera
uma percepg¢éo de som [47, 49].

A proximidade entre o pavilhdo auditivo e outras estruturas anatdmicas, tais como a
ATM e musculos da mastigacdo, também é algo a ser considerado para as condutas de anamnese
e exame dos pacientes. Sabe-se que desordens musculares podem gerar diferentes impulsos
aferentes para o sistema nervoso central (SNC), impulsos esses capazes de interagir com as vias
do sistema auditivo acarretando em sintomas otoldgicos. [52, 53, 54].

O profissional que atende individuos em situacdo de DTM mais agravada precisam
manter um contato com os profissionais que irdo conduzir a terapéutica para os sintomas
otologicos, elencando diagndsticos diferenciais e somando conhecimentos para a determinacao
do plano de tratamento mais eficaz, uma vez que nesses pacientes os sintomas otoldgicos
tendem a ndo se relacionar com os achados em exames audiométricos [55, 51, 56, 57].

Outra forte evidéncia corrobora os achados em relacdo ao sono conturbado. Confirmou-
se em meta-analise que 42% de pacientes com dor crbénica apresentaram disturbios do sono em
polissonografia, e que esses pacientes apresentaram 13 vezes mais risco de ter diagnostico de
insdnia, 6 vezes mais risco para Sindrome das Pernas Inquietas e 16 vezes mais risco para apneia
obstrutiva do sono [58]. No caso do presente estudo, verificou-se associagéo significativa entre
quadros de DTM agravada e o relato de sono conturbado pelos pacientes.

Parte dos resultados encontrados no estudo OPPERA verificou que a qualidade do sono
comegou a mudar meses antes do inicio da manifestacdo de dor desencadeada por DTM em
participantes que foram acometidos, enquanto que no grupo controle ndo constatou-se tal
modificacdo. Em somatdrio, participantes com sono basal de baixa qualidade no inicio do
estudo tiveram duas vezes mais chance de desenvolverem DTM do que os participantes com
boa qualidade de sono [59]. Outro recorte dessa mesma coorte elucidou associagdo entre
sintomas de apneia obstrutiva do sono tanto com quadros iniciais como quadros crénicos de
DTM [60].

Ademais, foi possivel constatar uma significativa manifestacdo de dor reportada pelos
pacientes investigados nesse estudo em relacao a quadros mais agravados de DTM moderada e
severa. As regides anatdmicas que se destacaram foram a cervical, dos masculos masseter e das
ATMs, apresentando principais caracteristicas como sensagdo de peso e pulsatil.

Os sinais e sintomas normalmente observados nos quadros de DTM, tais como dor

muscular, ruidos articulares e dor na ATM ndo apenas sdo manifestacdes da DTM em si, mas
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também podem agrava-la com o decorrer do tempo, devido & necessidade de adaptacGes ou
compensac@es que envolvem a musculatura e as fungbes estomatognaticas [61].

Pacientes com dor associada a DTM normalmente apresentam um limiar de tolerancia
a dor mais baixo, tendem a apresentar sono conturbado e baixa resisténcia a carga mastigatoria
[62]. Em geral, as mialgias relacionadas a DTM apresentam-se em intensidade mais moderada
(EVA 5-7), podendo ter episédios agudos ou em resposta a esforco, episodica ou continua, e
limitadora de funcdo mastigatoria em até 50% [63]. Por outro lado, dores de origem articular
relacionadas a DTM, localizam-se na regido pré-auricular, proxima da ATM, com aspecto
pulsétil, podendo agravar-se quando em fungédo do lado da mandibula acometido [64, 65]. Sdo
constatacbes compativeis com os achados do presente estudo, porém, uma limitacdo
metodoldgica nos presentes achados é a incapacidade de associacdo entre causa e efeito. A
elucidacdo mais clara do perfil desses pacientes pode ser melhor constatada em futuros estudos
através de um acompanhamento prospectivo dos casos. Uma outra limitacdo seria a auséncia
de participantes atendidos no ambito privado, o que talvez pudesse trazer um recorte mais

homogéneo entre as camadas sociais no &mbito do estudo da DTM e de etiologias multifatoriais.

Conclusao:

A manifestacdo na amostra de DTM moderada ou severa se mostrou maior em mulheres
na primeira metade da vida e com significativo quadro doloroso instalado em regides
craniocervicais. Os achados também reforcam a importancia do trabalho multidisciplinar no
tocante a uma intervencdo clinica mais urgente nos quadros de dor, com destaque para a
otorrinolaringologia e a fisioterapia, bem como o acompanhamento por médicos do sono na

conducao do plano de tratamento.
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6 CONCLUSAO

O presente estudo contribuiu com dados significativos sobre o estudo das disfungdes
temporomandibulares, uma condicdo individual, especifica e complexa que pode acometer as
estruturas do sistema estomatognatico responsaveis por muitos processos fisioldgicos que
mantém a vida, incluindo mastigacao, respiracdo, degluticdo, comunicacéo verbal e ndo-verbal.

Uma contribuigao especialmente também ao se considerar o publico alvo do estudo para
a cidade de Campina Grande e macro regido do estado da Paraiba, em um centro de referéncia
fundado e mantido através de Programa Institucional pela Universidade Estadual da Paraiba,
na pessoa dos professores responsaveis.

Foi possivel caracterizar um perfil dos individuos assistidos, no tocante a aspectos
socioecondmicos e de caracteristicas epidemioldgicas importantes para o futuro planejamento
e direcionamento da atengcdo em salde dos individuos acometidos por DTM no ambito da
Odontologia e das outras especialidades correlatas.

O indice anamnésico DMF de Fonseca se mostrou como importante ferramenta para a
triagem do grau de severidade da DTM entre os acometidos, facilitando o direcionamento para
um tratamento mais individualizado. Foi possivel separar as prioridades no tratamento de
acordo com os resultados encontrados, favorecendo o funcionamento da assisténcia em saude.
A checagem da literatura assegurou ser confiavel e previsivel continuar utilizando o DMF,
porém, constatou-se a necessidade de um complemento ao processo de triagem e diagnostico
dos pacientes com recursos adicionais fornecidos pelo DC/TMD ou 0 RDC/TMD.

A baixa auto-percepcdo em relacdo a saude bucal encontrada nos individuos estudados
mostrou-se um achado preocupante no que se refere ao papel social desempenhado pelos
profissionais da salde em relacdo a comunidade. Trata-se de um fato que demanda
direcionamento de esforcos no sentido de autocapacitar e orientar esses individuos a respeitos
dos cuidados e da importancia da manutencdo da saude bucal e consequentemente a salde
sistémica.

Na presente tese foi investigada a presenca de sinais clinicos sugestivos de bruxismo,
porém, sem evidenciar associagdes estatisticamente significativas. Por outro lado, foi possivel
constatar uma significativa manifestacdo de dor reportada pelos pacientes investigados em
relacdo a quadros mais agravados de DTM moderada e severa. As regifes anatdmicas que se
destacaram foram a cervical, dos musculos masseter e das ATMs, apresentando principais

caracteristicas como sensacao de peso e pulsatil.
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Neste estudo também foi proposto um modelo final estatistico através de regresséo de
Poisson, onde verificou-se que a manifestacdo de DTM moderada ou severa na amostra se
mostrou maior em individuos na primeira metade da vida e com significativo quadro doloroso
instalado em regides craniocervicais. Os achados também reforcam a importancia do trabalho
multidisciplinar no tocante a uma intervencdo clinica mais urgente nos quadros de dor, com
destaque para a otorrinolaringologia e a fisioterapia, bem como o0 acompanhamento por médicos

do sono na conducdo do plano de tratamento.
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ANEXO A - Servico de controle da dor orofacial

IDENTIFICACAO Dataz__ / /' N

Nome: RG:

Enderego: Bairro:

Cidade: Estado: CEP:

Telefones para contato:

Idade:  Data Nasc.: Est. Civil: Profissao:

Raga: | Branca Preta ' Parda | Amarela | Indigena

Religiao: 11 Naotem | Catdlica | Evangélica || Espirita | Testemunhas de Jeova
Escolaridade: | | anaifabeto ' | 1-4 anos (Ens. bas.) 5-8 (fund.) ' 19-11 (méd.) | 12-17 (sup.)
Género: (/1M 1IF Renda familiar de salarios minimos (aprox.)
Nacionalidade: Naturalidade:

Procedéncia Local de Trabalho .

Nome, endereco ou telefone de parente ou amigo com quem se possa contatar em caso
de necessidade:
Indicado por: Profissao:

ANAMNESE

Queixa Principal (por ordem de dade)

Resumo da historia clinica

n istémi
( ) Zumbido ( ) Diabetes ( ) Tontura ( ) Herpes
( ) Hipertensao ( ) Perda de audigao ( ) Cardiopatia ( ) Gota
( ) Reumatismo ( ) Problemas de coluna ( ) Sinusite { ) Nausea
( ) Psoriase ( ) Artrite reumatoéide  ( )Disturbios visuais () Vomito
( ) Fonofobia  ( ) Fotofobia  ( ) Outras

Ja fez alguma cirurgia? Qual?
Toma algum medicamento regularmente?

Sinais prodromicos da enxaqueca: Melhora quando dorme ( ) Sim ( ) Nao
Tratamento para enxaqueca: Qual? Resultado
Sintoma otoldgico: ( ) Sim ( JNao Qual? Tratamento

TPM( ) Sim ( ) Nao

Sintomas de estresse

( ) Taquicardia ( ) Azia ou gastrite ( ) Constipagao

( ) Suor excessivos ) Sono conturbado  ( ) Dificuldade em respirar
( ) Irritabilidade
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AVALIAGAO DA DTM - INDICE ANAMNESICO DMF (FONSECA et al., 1994):

Respostas: S—Sim: 10 pontos ou AV — As Vezes: 05 pontos ou N—Nao: 0
Datas:

1- Sente dificuldade para abrir bem a boca?

2- Tem dificuldade para realizar outros movimentos com a mandibula?

3- Sente cansaco ou desconforto quando mastiga?

4- Tem frequentemente dor de cabega?

5- Sente dor de ouvido ou proximo dele?

6- Tem dor na nuca ou no pescogo?

7- Percebe se tem ruidos nas ATMs quando movimenta a mandibula?

8- Tem o habito de ranger ou apertar os dentes?

9- Ao fechar a boca sente que seus dentes nao se articulam bem?

10- Vocé se considera uma pessoa tensa?

SOMA
(0-15) Nao DTM (20-40) DTM Leve (45-65) DTM Moderada (70-100) DTM Severa
Diagnostico Imediato: Total:
AVALIAGCAO DA DOR
O 1 2z 3 4 5 & 7 & 3 w0
Sem dor A plor dor possivel
Local:

LN

Caracteristica: | Pontada | Peso | Queimagdo Chogue ' Pulsatl  Adormecimento © Outro

Inicio:
FreqGéncia: .
Fatores modificadores dos sintomas
Desencadeantes:
Agravantes:
Aliviadores:

Procedimentos odontologicos longos pioram a sintomatologia? ( ) Sim  ( ) Nao
0OBS:

EXAME Fis|

Distancia imenncisal + ranspasse vertical.
Abertura bucal maxima mm Smx.m;“m'l‘m abertura - distAncia interincisal em MIH
Limitacao: | ) Macia
( ) Rigida
( ) Menor pela manha
( ) Sob fungao melhora
( ) Repentina
( ) Progressiva
(
(
r

) Travamento
) Ma oclusao
epentina

Trajetoria de abertura e

fechamento bucal:
(desenhe)

,[g



63

AVALIAGAO DA AUTO-PERCEPGAO SOBRE SAUDE BUCAL (GOHAI)

a) Nos ultimos 3 meses vocé diminuiu a quantidade de alimentos ou mudou o tipo de alimentagdo por
causa de seus dentes?

{3) nunca mudei a alimentagaoc por causa de meus dentes

{2) algumas vezes mudei a alimeniagao

(1) sempre mudei a alimentagac

b) Nos ultimos trés meses voce teve problemas para mastigar os alimentos?
(3} nunca tive problemas para mastigar os alimentos

(2) algumas vezes tive alguns problemas para mastigar os alimentas

(1) sempre tive problemas para masligar os alimentos

c) Nos ultimos trés meses vocé teve dor ou desconforto para engolir os alimentos?
(3) nunca tive dor ou desconforto ao engolir os alimentos

(2) algumas vezes tive dor ou desconforto ao engolir os alimentos

(1) sempre tive dor ou desconforto ao engolir os alimentos

d) Nos ultimos trés meses vocé mudou o jeito de falar por causa dos problemas de sua boca?
(3) nunca mudei o jeito de falar por causa dos problemas de minha boca

(2) algumas vezes mudei o jeito de falar

(1) sempre mudei o jeito de falar

e) Nos ultimos trés meses vocé sentiu algum desconforto ao comer algum alimento?
(3) nunca senti qualquer desconlforto ao comer

(2) algumas vezes senti desconforto ao comer

(1) sempre senti desconforto ao comer

f) Nos ultimos trés meses vocé deixou de se encontrar com outras pessoas por causa de sua boca?
(3) nunca deixei de me encontrar com outras pessoas por causa de minha boca

(2) algumas vezes deixei de me encontrar com outras pessoas

(1) sempre deixei de me encontrar com oulras pessoas

g) Nos ultimos trés meses vocé se sentiu satisfeito ou feliz com a aparéncia de sua boca?
(1) nunca me senti satisfeito ou feliz com a aparéncia de minha boca

(2) algumas vezes me senti satisteito ou feliz

(3) sempre me senti satisfeito ou feliz

h) Nos ultimos trés meses vocé teve que tomar remédio para passar a dor ou o desconforto de sua
boca?

(3) nunca tive que tomar remeédios para passar a dor e o desconforto de minha boca

(2) aigumas vezes live que tomar remedios para passar a dor e o desconforio de minha boca

(1) sempre tive que tomar remédios para passar a dor ou o desconforto

i) Nos ultimos trés meses voceé teve algum problema na boca que o deixou preocupado?
(3) ndo tive nenhum problema na boca que me deixou preocupado

(2) algumas vezes tive problemas na boca que me deixaram preocupado

(1) sim, tive varios problemas na boca que me deixaram preocupado

i) Nos dltimos trés meses vocé chegou a se sentir nervoso por causa dos problemas na sua boca?
(3) nunca me senti nervoso com problemas na minha boca

(2) algumas vezes me senti nervoso com problemas na minha boca

(1) sempre me senti nervoso com problemas na minha boca

k) Nos ultimos trés meses vocé evitou comer junto com outras pessoas por causa dos problemas na
sua boca?

(3) nunca evitei comer junto com oulras pessoas por causa dos problemas da minha boca

{2) algumas vezes evilei comer junto com outras pessoas

(1) sempre evitei comer junto com outras pessoas

1) Nos ultimos trés meses vocé sentiu seus dentes ou a gengiva ficarem sensiveis a alimentos ou
liquidos?

(3) meus dentes ou gengiva nunca ficaram sensiveis a alimentos ou liquidos

(2) meus dentes ou gengiva algumas vezes ficaram sensiveis

(1) meus dentes ou gengiva sempre foram sensiveis

Escore final:
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DIMENSAO VERTICAL
1 T2 T3 M T T2 T3 M
DVR Média
pvo finai
EFL
Compasso de Willys Compasso de Ponta Seca
Dimensao vertical de oclusao (DVO): Normal (EFL de 2 a 4mm)
Diminuida (EFL > 4mm)
' Aumentada (EFL < 2mm)
Palpacao das ATMs: Dir.: 1/ Normal | Sensibilidade lateral | Sensibilidade dorsal

Esqg.: '/ Normal Sensibilidade lateral | ' Sensibilidade dorsal
Auscultagao: Estalido | Salto || Crepitagao NDN Lado:

Exame muscular:
Palpagao (+ dor leve ou moderada, ++ dor exacerbada):

Masseter superficial ( ) Dir.  ( ) Esq. Temporal feixe ant. ( ) Dir. ( ) Esq.
Masseter profundo ( ) Dir.  ( ) Esq. Temporal feixe méd, | ) Dir. ( ) Esq.
Pterigdideo medial ( ) Dir. { ) Esq. Temporal feixe post. | ) Dir.  ( ) Esq.
Pterigdideo lateral ( )Dir. {( )Esq Qutro ( )Dir. ( )Esq.
Teste de provocagao positivo: Elevagao Dir. | Esq.

Abaixamento Dir. | Esq.

Lateralidade dir. | Dir. | Esq.

Lateralidade esq. | Dir. | Esq.

Protrusao [ Dir. | Esq.

Retrusdo | Dir. | Esaq.

Faceta de desgaste: || Bruxismo excéntrico | | Apertamento || Funcional - Dentes:

Padrao de desoclusao:
Lateralidade dir.: || Desoclusédo por guia canino | Fungao parcial em grupo || Fungao em grupo
Lateralidade esq.: | Desoclusao por guia canino | Fungéo parcial em grupo || Fungao em grupo

Interferéncia: | Lado de trabalho (lateralidade D | E) Lado de nao-trabalho (lateralidade | D | E)
| Anormal

Guia incisal: | Normal |1 Anormal ‘1 Sem guia

CLASSIFICACAO DA ANGLE

' Classe | 1| Classe Il (Divisao ) 11 Classe Il

CLASSIFICACAO DAS MALOCLUSOES (Capelozza)
' Padrao | 11 Padrao Il | | Padrao Ill || Face curta | | Face longa

e o @ssaAAN0A e
BRRECERGOIRELEN
iesbslSlEloTa ol leYs e ed] 22
il e e et
UTILIZACAO DE PROTESES

Superior Inferior
Nao necessita..........ccccceunes [ (]
' Nao NBOBSSIBRL | < opscrscrmmrvrmcasersis [ [

|1 Sim S R O ST s L P e [ [



Necessita substituir

Postura do sono:;
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Avaliagao postural:

Ombros desnivelados  Cabega inclinada para frente
Presencga de habitos e paratungdes:

Lado de mastigagao (predominante):

EXPERIENCIA PREVIA NO TRATAMENTO DA DTM

Ja fez algum tratamento para DTM? ( ) Sim ) Nao
Em caso positivo, qual (is)?

HIPOTESES DIAGNOSTICAS

EXAMES COMPLEMENTARES SOLICITADOS

LANO DE TRATAMENTO

PROCEDIMENTOS EXECUTADOS

Proximo

DATA DESCRICAO beocedimenid

Nome aluno
(legivel)

Visto




ANEXO B - Parecer consubstanciado do CEP

UNIVERSIDADE ESTADUAL DA
PARAIBA - PRO-REITORIA DE W
POS-GRADUAGAO E asi
PESQUISA / UEPB - PRPGP

PARECER CONSUBSTANCIADO DO CEP

DADOS DO PROJETO DE PESQUISA

Titulo da Pesquisa: Disfungdo temporomandibular: caracterizacdo de dor, bruxismo, dimensdes da face,
autopercep;do da salde bucal e estresse

Pesquisador: SERGIO DAVILA LINS BEZERRA CAVALCANTI
Area Tematica:

Versdo: 3

CAAE: 35098220.4.0000.5187

Instituicio Proponente: UNIVERSIDADE ESTADUAL DA PARAIBA
Patrocinador Principal: Financiamento Proprio

DADOS DO PARECER

Numero do Parecer: 4.196.895

Apresentagiao do Projeto:
Estudo transversal com a coleta de dados realizada através da coleta de dados secundarios das clinicas de
odontologia da UEPB.

Chjetivo da Pesquisa:

Tragar o perfil epidemiologico dos pacientes com disfungdo temporomandibular atendidos em uma
instituicdo de ensino superior da Paraiba, caracterizando a dor orofacial referida, a presenca clinica de
bruxismo, as dimensdes verticais da face em repouso e em oclus3o, a autopercepgdo da salde bucal, bem
como o relato de sintomas de estresse gue eventualmente estejam associado a essas condigdes.

Avaliacdo dos Riscos e Beneficios:

Trata-se de uma pesquisa de dados secundarios, com riscos minimos aos participantes, que é a
confidencialidade dos dados do paciente. Entretanto, todos os pacientes que se cadastram na clinica escola
assinam um TCLE informando a possibilidade dos dados serem utilizados em pesquisa. Na possibilidade de
entrevistar novos pacientes, sera facultado aos mesmos a participacdo por meio do TCLE. O beneficio da
pesquisa & o delineamento do perfil clinico de pacientes atendidos num setor da Clinica Escola de
Odontologia. Este aspecto pode ser importante para o plangjamento do Departamento para o atendimento
da demanda de pacientes.

Enderego: Av. das Baraunas, 351- Campus Universitaric

Bairro: Bodocongo CEP: 5g8.100-753
UF: PB Municipio: CAMPINA GRANDE
Telefone: (£3)3315-3373 Fax: (82)3315-2373 E-mail: cep@uwepb.edubr
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UNIVERSIDADE ESTADUAL DA
PARAIBA - PRO-REITORIA DE W
POS-GRADUACAO E asil
PESQUISA / UEPB - PRPGP

Continuag3o do Parecer. 4.1%6.835

Comentarios e Consideragoes sobre a Pesquisa:
A proposta do projeto & relevante e de interesse aos gestores, uma vez que permite o planejamento para o
atendimento da demanda de pacientes.

Consideragoes sobre os Termos de apresentagao obrigatoria:
Folha de rosto: anexada;

Autorizac3do Institucional: anexada;

Declaracdo de concordancia com projeto de pesquisa: anexada;

Termo de Compromisso do Pesquisador Responsavel: Anexado.
TCLE: anexado

Termo de autorizagdo para acesso de banco de dados: Anexado

Recomendagoes:
O projeto esta adequado ao que se propde e apresenta os documentos necessarios.

Conclusoes ou Pendéncias e Lista de Inadequagoes:
O projeto apresenta todos os termos de apresentacao obrigatorios. O projeto esta aprovado.

Consideragoes Finais a critério do CEP:

Este parecer foi elaborado baseado nos documentos abaixo relacionados:

Tipo Documento Arquivo Postagem Autor Situacao
Informacdes Basicas| PB_INFORMACOES_BASICAS_DO_P | 04/08/2020 Aceito
do Proieto ROJETO 1588116.pdf 21:33:02
Projeto Detalhado / | 7projetocep.pdf 04/08/2020 | SERGIO DAVILA Aceito
Brochura 21:32:40 |LINS BEZERRA
Investigador CAVALCANTI
TCLE / Termos de | 31TCLE pdf 04/08/2020 | SERGIO DAVILA Aceito
Assentimento / 21:31:224 |LINS BEZERRA
Justificativa de CAVALCANTI
Auséncia
Outros INST pdf 23/07/2020 | SERGIO DAVILA Aceito

06:43:17 |LINS BEZERRA
CAVALCANTI
Outros 5DEC pdf 14/07/2020 | SERGIO DAVILA Aceito
21:43:02 |LINS BEZERRA
CAVALCANTI

Enderego: Av. das Baradnas, 351- Campus Universitario

Bairro: Bodocongd CEP: 58.108-753
UF: PB Municipio: CAMPINA GRANDE
Telefone: (83)3315-3373 Fax: (83)3315-3273 E-mail: cep@uepb.edu.br
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Deciaracao de 4ARQUIVO pdf 07/07/2020 |SERGIO DAVILA Aceito
concordancia 17:52:43 |LINS BEZERRA
CAVALCANTI
Deciaracao de 5TAICD pdf 07/07/2020 |SERGIO DAVILA Aceito
Pesquisadores 17:52:17 |LINS BEZERRA
CAVALCANTI
Solicitacao Assinada | 1TERMO.pdf 07/07/12020 |SERGIO DAVILA Aceito
pelo Pesquisador 17:52:00 |LINS BEZERRA
Responsavel CAVALCANTI
Deciaragéo de 2CONCO pdf 07/07/2020 |SERGIO DAVILA Aceito
Instituicao e 17:51:43 |LINS BEZERRA
Infraestrutura CAVALCANTI
Folha de Rosto folhaDeRosto2 pdf 07/07/2020 |SERGIO DAVILA Aceito
17:49:05 |[LINS BEZERRA
CAVALCANTI

Situacao do Parecer:
Aprovado

Necessita Apreciagao da CONEP:
Nao

CAMPINA GRANDE, 06 de Agosto de 2020

Assinado por:

Doris Nobrega de Andrade Laurentino
(Coordenador(a))

Enderego: Av. das Baraunas, 351- Campus Universitario

Bairro: Bodocongo CEP: 58.100-753

UF: PB Municipio: CAMPINA GRANDE

Telefone: (83)3315-3273 Fax: (83)3315-3373 E-mail: cep@uepb.edu.br
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ANEXO C - Servico de controle da dor orofacial

Por este instrumento, dou pleno consentimento para realizagio dos exames
necessiarios 4o diagnostico ¢ tratamento.

Concedo ainda, se necessdrio, a documentagio do caso (imagens, modelos,
fotografias, ou outras informagdes contidas nesta ficha) com finalidade de ensino ¢
divulgagao (dentro das normas éticas vigentes) em congressos, jornais/revistas cientificas,
ele.

Estou ciente que serio utilizados materiais e téenicas na tentativa de promover uma
melhor qualidade de vida.

Fui informado que minha colaboragiio ¢ essencial para o sucesso do tratamento.

Declaro que obtive todas as informagdes necessirias sobre os exames, diagnésticos

e possibilidade de tratamento que serdo realizados dentro dos principios éticos ¢ cientificos
na odontologia,

Campina Grande, de de

Ass. do paciente ou responsdvel

Nome:
RG: CPF:
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Recommendations for the Conduct, Reporting, Editing, and
Publication of Scholarly Work in Medical Journals

Updated December 2019

L. About the Recommendations
A. Purpose of the Recommendations
B. Who Should Use the Recommendations?
C. History of the Recommendations
II. Roles and Responsibilities of Authors, Contriburors,
Reviewers, Editors, Publishers, and Owners
A. Dehining the Role of Authors and Contributors
1. Why Authorship Matters
2. Who Is an Author?
3. Non-Author Contributors
B. Disclosure of Financial and Non-Financial Rela-
tionships and Activitics, and Conflicts of Interest
1. Participants
a. Authors
b. Peer Reviewers
c. Editors and Journal Staff
2. Reponting Relationships and Activities
C. Responsibilities in the Submission and Peer-Review
Process
1. Authors
a. Predatory or Pseudo-Journals
2. Journals
a. Confidentality
b. Timdliness
c. Peer Review
d. Integrity
c. Diversity and Inclusion
f. Journal Metrics
3. Peer Reviewers
D. Journal Owness and Editorial Freedom
1. Journal Owners
2. Editorial Freedom
E. Protection of Research Participants
II. Publishing and Edirorial Issues Related to Publication
in Medical Journals
A. Corrections, Retractions, Republications, and Ver-

sion Control
B. Scientific Misconduct, Expressions of Concern,
and Retraction

C. Copyright
D. Overlapping Publications
1. Duplicate Submission
2. Duplicate and Prior Publication
3. Acceptable Secondary Publication
4. Manuscripts Based on the Same Database
. Correspondence
Fees
. Supplements, Theme Issues, and Special Series
Sponsorship of Parmerships
. Electronic Publishing

~ L Qmm

J. Advertising
K. Journals and the Media
L. Clinical Trials
i. Registration
ii. Data Sharing
IV. Manuscript Preparation and Submission
A. Preparing a Manuscripe for Submission to a Med-
ical Journal
1. General Principles
2. Reponting Guidelines
3. Manuscript Sections
a. Title Page
b. Abstract
c. Introduction
d. Mecthods
i. Sclection and Description of Participants
il. Technical Information
1. Statistics
Results
Discussion
g References
i. General Considerations
il. Style and Format
h. Tables
1. Hlustrations (Figures)
j. Units of Measurement
k. Abbreviations and Symbals
B. Sending the Manuscripe to the Journal

-0

I. ABOUT THE RECOMMENDATIONS
A. Purpose of the Recommendations

ICMJE developed these recommendations to review
best practice and cthical standards in the conduct and re-
porting of research and other material published in medical
journals, and to help authors, editors, and others involved
in peer review and biomedical publishing create and dis-
tribute accurate, clear, reproducible, unbiased medical journal
artides. The recommendations may also provide uschul in-
sights into the medical editing and publishing process for the
media, patients and their familics, and general readess.

B. Who Should Use the Recommendations?

These recommendations are intended primarily for use
by authors who might submit their work for publication to
ICMJE member joumals. Many non-ICMJE journals vol-
untarily use these recommendations (sce www.icmje.org
fjoumnals-following-the-icmje-recommendations/). The ICMJE
encourages that use but has no authority to monitor or
enforce it. In all cases, authors should use these recommen-
dations along with individual journals’ instructions to au-
thors. Authors should also consult guidelines for the re-
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porting of specific study types (eg. the CONSORT
guidclines for the reporting of randomized trials); see
www.cquator-network.org.

Journals that follow these recommendations are en-
couraged to incorporate them into their instructions to
authors and to make explicit in those instructions that they
follow ICMJE recommendations. Journals that wish to be
identified on the ICM]E website as following these recom-
mendations should notify the ICMJE sccretariar at www
.icmje.org/journals-following-the-icmje-recommendations
fjournal-listing-request-form/. Journals that in the past
have requested such identification but who no longer fol-
low ICMJE recommendations should use the same means
to request removal from this list.

The ICMJE encourages wide dissemination of these
recommendations and reproduction of this document in its
entirety for cducational, not-for-profic purposes without
regard for copyright, but all uses of the recommendations
and document should direct readers to www.icmje.org for
the official, most recent version, as the ICMJE updates the
recommendations periodically when new issues arise.

C. History of the Recommendations

The ICMJE has produced multiple editions of this
document, previously known as the Uniform Require-
ments for Manuscripts Submitted to Biomedical Joumals
(URMs). The URM was first published in 1978 as a way
of standardizing manuscript format and preparation across
journals. Over the years, issues in publishing that wene well
beyond manuscripe preparation arose, resulting in the de-
velopment of scparate statements, up-dates to the docu-
ment, and its renaming as “Recommendations for the
Conduct, Reporting, Editing, and Publication of Scholarly
Work in Medical Journals™ to reflect its broader scope.
Previous vessions of the document may be found in the
“Archives” section of www.icmje.org.

Il. ROLES AND RESPONSIBILITIES OF AUTHORS,
CONTRIBUTORS, REVIEWERS, EDITORS, PUBLISHERS,

AND OWNERS
A. Defining the Role of Authors and Contributors
1. Why Authorship Matters

Authorship confers credit and has imporant aca-
demic, social, and financial implications. Authorship also
implics responsibility and accountsbility for published
work. The following recommendations are intended to
ensurc that contributors who have made substantive intel-
lectual contributions to a paper are given credit as authors,
but also that contributors credited as authors understand
their role in taking responsibility and being accountable for
what is published.

Because authorship does not communicate what con-
tributions qualified an individual to be an author, some
journals now request and publish information about the
contributions of cach person named as having participated
in a submitted study, at least for original research. Editors

are strongly encouraged to develop and implement a con-
tributorship policy. Such policies remove much of the am-
biguity surrounding contributions, but leave unresolved
the question of the quantity and quality of contribution
that qualify an individual for authorship. The ICMJE has
thus developed criteria for authorship that can be used by
all journals, induding those that distinguish authors from

other contributors.

2. Who & an Author?

The ICMJE recommends that authorship be based on
the following 4 criteria:

1. Substanual contributions to the conception or de-
sign of the work; or the acquisition, analysis, or interpre-
tation of data for the work; AND

2. Drafting the work or revising it critically for im-
portant intellectual content; AND

3. Final approval of the version to be published; AND

4. Agreement to be accountable for all aspects of the
work in ensuring that questions related to the accuracy or
integrity of any part of the work arc appropriately investi-
gated and resolved.

In addition to being accountable for the pans of the
work he or she has done, an author should be able 1o
identify which co-authors are for specfic other
parts of the work. In addition, authors should have confidence
in the integrity of the contributions of their co-authors,

All those designated as authors should meet all four
criteria for authorship, and all who meet the four criteria
should be identified as authors. Thase who do not meet all
four critenia should be acknowledged—see Section 11.AL3
below. These authorship critena are intended to reserve the
status of authorship for those who deserve credit and can
take responsibility for the work. The citeria are not in-
tended for use as a means to disqualify collcagues from
authorship who othenwise meet authorship criteria by de-
nying them the opportunity to meet criterion #s 2 or 3.
Therefore, all individuals who meet the first criterion
should have the opportunity to participate in the review,
drafting, and final approval of the manuscript.

The individuals who conduct the work are responsible
for identifying who meets these criteria and ideally should
do so when planning the work, making modifications as
appropriate as the work progresses. We encourage collabo-
ration and co-authorship with colleagues in the locations
where the research is conducted. It is the collective respon-
sibility of the authors, not the journal to which the work is
submitted, to determine that all people named as authors
meet all four critenia; it is not the role of journal editors to
determine who qualifies or docs not qualify for authorship
or to arbitrate authorship conflicts. If agreement cannot be
reached about who qualifics for authorship, the institu-
tion(s) where the work was performed, not the journal
editor, should be asked to investigate. The criteria used to
determine the order in which authors are listed on the
byline may vary, and are to be decided collectively by the

wew crefe. 07y
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author group and not by editors. If authors request re-
moval or addition of an author after manuscript submis-
sion or publication, journal editors should seek an expla-
nation and signed statement of agreement for the requested
change from all listed authors and from the author to be
removed or added.

The corresponding author is the one individual who
takes primary responsibility for communication with the
journal during the manuscript submission, peer review,
and publication process. The corresponding author typi-
cally ensures that all the journal’s administrative require-
ments, such as providing details of authorship, cthics com-
mittee approval, clinical trial registration documentation,
and disclosures of relationships and activities, are properly
completed and reported, although these duties may be del-
egated to one or more coauthors. The corresponding au-
thor should be available throughout the submission and
peer-review process to respond to editorial querics in a
timely way, and should be available after publication to
respond to critiques of the work and cooperate with any
requests from the journal for data or additional informa-
tion should questions about the paper arisc after publica-
tion. Although the corresponding author has primary re-
sponsibility for correspondence with the journal, the
ICMJE recommends that editors send copies of all corre-
spondence to all listed authors.

When a large multi-author group has conducted the
work, the group ideally should decide who will be an au-
thor before the work is started and confirm who is an
author before submitting the manuscripe for publication.
All members of the group named as authors should meet
all four cniteria for authorship, including approval of the
final manuscript, and they should be able to take public
responsibility for the work and should have full confidence
in the accuracy and integrity of the work of other group
authors. They will also be expected as individuals 1o com-
plete disclosure forms.

Some large multi-author groups designate authosship
by a group name, with or without the names of individu-
als. When submitting a manuscript authored by 2 group,
the corresponding author should specify the group name if
one exists, and clearly identify the group membess who can
take credit and responsibility for the work as authors. The
byline of the artide identifies who is directly nsible
for the manuscript, and MEDLINE lists as authors which-
ever names appear on the byline. If the byline indudes a
group name, MEDLINE will list the names of individual
group members who are authors or who are collaborators,
sometimes called non-author contributors, if there is a note
associated with the byline clearly stating that the individual
names are clsewhere in the paper and whether those names
are authors or collaborators.

3. Non-Author Contributors
Contributors who meet fewer than all 4 of the above
criteria for authorship should not be listed as authors, but

wwe ki acg
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they should be acknowledged. Examples of activities that
alone (without other contributions) do not qualify a con-
tributor for authorship arc acquisition of funding; general
supervision of a research group or gencral administrative
support; and writing assistance, technical editing, language
editing, and proofreading. Those whose contributions do
not justify authorship may be acknowledged individually
or together as a group under a single heading (e.g., “Clin-
ical Investigators™ or “Participating Investigators”), and
their contributions should be specified (c.g., “served as scien-
tific advisors,” “critically reviewed the study proposal,” “col-
lected data,” “provided and cared for study patients™, “partic-
ipated in writing or technical editing of the manuscript”).

Because acknowledgment may imply endorsement by
acknowledged individuals of a study’s data and conclu-
sions, editors are advised to require that the corresponding
author obtain written permission to be acknowledged from
all acknowledged individuals.

B. Disclosure of Financial and Non-Financlal
Relatlonships and Activities, and Conflicts of Interest

Public trust in the scientific process and the credibiliy
of published artides depend in part on how transparently
an author’s relationships and activities, directly or topically
related to a work, are handled during the planning, imple-
mentation, writing, peer review, editing, and publication
of scientific work.

The potential for conflict of interest and bias exists
when professional judgment concerning a primary interest
(such as patients’ welfare or the validity of rescarch) may be
influcnced by a secondary interest (such as financial gain).
Perceptions of conflict of interest arc as important as actual
conflicts of interest.

Individuals may disagree on whether an author's rela-
tionships or activities represent conflices. Although the
presence of a relationship or activity does not always indi-
cate a problematic influence on a paper’s content, percep-
tions of conflicc may crode trust in science as much as
actual conflicts of interest. Ultimately, readers must be able
to make their own judgments regarding whether an au-
thor’s relationships and activities are pertinent to a paper’s
content. These judgments require transparent disclosures.
An author’s complete disdosure demonstrates a commit-
ment to transparency and helps to maintain trust in the
scientific process.

Financial refationships (such as employment, consul-
tancics, stock ownership or options, honoraria, patents,
and paid expent testimony) are the most easily identifiable,
the ones most often | to represent potential conflicts
of interest and thus the most likely to undermine the cred-
ibility of the journal, the authors, and science itsdlf. Other
interests may also represent or be perceived as conflics,
such as personal relationships or rivalries, academic com-
petition, and intellectual belicfs.

Authors should avoid entering in to agreements with
study sponsors, both for-profit and nonprofit, that interferc
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with authors” access to all of the study’s dara or that inter-
fere with their ability to analyze and interpret the data and
to prepare and publish manuscripts independently when
and where they choose. Policies that dictate where authors
may publish their work violate this principle of academic
freedom. Authors may be required to provide the journal
with the agreements in confidence.

Purposeful failure report those relationships or activi-
ties specified on the journal’s disclosure form is a form of
misconduct, as is discussed in Section IILB.

1. Participants

All partidpants in the peer-review and publication
process—not only authors bur also peer reviewers, editors.
and editorial board members of journals—must consider
and disclose their relationships and activities when ful-
filling their roles in the process of artide review and
publication.

& Authors

When authors submit a manuscript of any type or
format they are responsible for disdosing all relationships
and activitics that might bias or be scen to bias their work.
The ICMJE has developed a Disclosure Form to facilitate
and standardize authors” disdosures. ICMJE member jour-
nals require that authors use this form, and ICMJE encour-
ages other journals to adopt it

b. Peer Reviewers

Reviewers should be asked ar the time they are asked
to critique a manuscript if they have relationships or activ-
ities that could complicate their review. Reviewers must
disclose to editors any relationships or activities thart could
bias their opinions of the manuscript, and should recuse
themselves from reviewing specific manuseripts if the po-
tential for bias exists. Reviewers must not use knowledge of
the work they're reviewing before its publication to further

their own interests.

c. Editors and Journal Staff

Editors who make final decisions about manuscripts
should recuse themselves from cditorial decisions if they
have relationships or activities that pose potential conflicts
related to articles under consideration. Other editorial staff
members who participate in editorial dedsions must pro-
vide editors with a current description of their relationships
and activities (as they might relate to editorial judgments)
and recuse themselves from any dedsions in which an in-
terest that poses a potential conflict exists. Editorial staff
must not use information gained through working with
manuscripts for private gain. Editors should regularly
publish their own disclosure statements and those of
their journal staff. Guest cditors should follow thesc

same procedures.

b

Journals should take extra precautions and have a
stated policy for evaluation of manuscripts submitted by
individuals involved in editorial decisions. Further puid-
ance is available from COPE (https://publicationethics.org
ffiles/A_Short_Guide_to_Frhical Edmng pdf) and WAME
(hetp://wame.org/conflict-of-interest-in-peer-revicwed-medical
-journals).

2. Reporting Relationships and Activities

Artides should be published with statements or sup-
porting documents, such as the ICMJE Disclosure Form,
declaring:

— Authors’ relationships and activities; and

— Sources of support for the work, including sponsor
names along with explanations of the role of those sources
if any in study design; collection, analysis, and interpreta-
tion of data; writing of the report; any restrictions regard-
ing the submission of the report for publication; or a state-
ment declaring that the supporting source had no such
involvement or restrictions regarding publication; and

— Whether the authors had access to the study data,
with an cxplanation of the nature and extent of access,
including whether access is ongoing.

To support the above statements, editors may request
that authors of a study sponsored by a funder with a pro-
prictary or financial interest in the outcome sign a state-
ment, such as “I had full access to all of the data in this
study and | take complete responsibility for the integrity of
the data and the accuracy of the data analysis.”

C. Responsiblilties In the Submission and Peer-Review
Process
1. Authors

Authors should abide by all principles of authorship
and declaration of relationships and activities detailed in
section 11A and B of this document.

a Predatory or Pseudo-Joumals

A growing number of entitics are advertising them-
selves as "scholarly medical journals™ yet do not function as
such. These journals (“predatory”or “pseudo-journals”) ac-
cept and publish almost all submissions and charge article
processing (or publlcauon) fees, often informing authors
about this after a paper’s acceptance for publication. They
often daim to perform peer review but do not and may
purposcfully use names similar to well established journals.
They may state that they are members of ICMJE bur are
not {sec www.icmjeorg for current members of the
ICMJE) and that they follow the recommendations of or-
ganizations such as the [CMJE, COPE and WAME. Re-
scarchers must be aware of the existence of such entities
and avoid submitting rescarch to them for publication.
Authors have a responsibility to evaluate the integrity,
history, practices and reputation of the journals to which
they submit manuscripts. Guidance from various organiza-
tons is available to help identify the charactenstics of rep-
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utable peer-reviewed journals (www.wame.org/identifying -
predatory-or-pseudo-journals and www.wame.org/principles
-of-transparency-and-best-practice-in-scholarly-publishing).
Secking the assistance of scientific mentors, senior
and others with many years of scholardy publishing experience
may also be helpful.

Authors should avoid citing articles in predatory or
pseudo-journals.

2. Joumals

a Confidentiality

Manuscripts submitted to journals are privileged com-
munications that arc authors’ private, confidential prop-
erty, and authors may be harmed by premarure disclosure
of any or all of a manuscript’s details.

Editors therefore must not share information about
manuscripts, including whether they have been received
and are under review, their content and status in the review
process, criticism by reviewers, and their ulimate fate, to
anyonc other than the authors and reviewers. Requests
from third partics to use manuscripts and reviews for legal
proceedings should be politely refused, and editors should
do their best not to provide such confidential material
should it be subpoenacd.

Editors must also make dear that reviewers should
keep manuscripts, associated material, and the information
they contain strictly confidential. Reviewers and cditorial
staff members must not publicly discuss the authors’ work,
and reviewers must not appropriate authors’ ideas before
the manuscript is published. Reviewers must not retain the
manuscript for their personal usc and should destroy paper
copies of manuscripts and delete clectronic copies after
submitting their reviews.

When a manuscript is rejected, it is best practice for
journals to delete copies of it from their editorial systems
unless retention is required by local regulations. Journals
that retain copies of rejected manuscripts should disclose
this practice in their Information for Authors.

When a manuscript is published, journals should keep
copies of the original submission, reviews, revisions, and
correspondence for at least three years and possibly in per-
petuity, depending on local regulations, to help answer
future questions about the work should they arise.

Editors should not publish or publicize peer reviewers’
comments without permission of the reviewer and author,
If journal policy is to blind authors to reviewer identity and
comments are not signed, that identity must not be re-
vealed to the author or anyone else without the reviewers”
expressed written permission.

Confidentiality may have to be breached if dishonesty
or fraud is alleged, but editors should notify authors or
reviewers if they intend to do so and confidentiality must
otherwise be honored.

o ocg
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b. Timeliness

Editors should do all they can to ensure timely pro-
cessing of manuscripts with the resources available to them.
If editors intend to publish a manuscript, they should at-
tempt to do so in a timely manner and any planned delays
should be negotiated with the authors. If a journal has no
intention of proceeding with 2 manuscript, editors should
endeavor to reject the manuscript as soon as possible to

allow authors to submit to a different journal.

¢. Peer Review

Peer review is the critical assessment of manuscripts
submitted to journals by expests who are usually not pare
of the editorial staff. Because unbiased, independent, crit-
ical assessment is an intrinsic part of all scholarly work,
including scientific research, peer review is an important
extension of the scientific process.

The actual value of peer review is widely debated, but
the process facilitates a fair hearing for a manuscript among
members of the scientific community. More practically, it
helps editors decide which manuscripts are suitable for
their journals. Peer review often helps authors and editoss
improve the quality of reporting.

It is the responsibility of the journal to ensure that
systems are in place for sclection of appropriate reviewers.
It is the responsibility of the editor to ensure that reviewers
have access to all materials that may be relevant to the
evaluation of the manuscript, incuding supplementary
material for c-only publication, and to ensure that reviewer
comments are properly assessed and interpreted in the con-
text of their declared relationships and activitics.

A peer-reviewed journal is under no obligation to send
submitted manuscripts for review, and under no obligation
to follow reviewer recommendations, favorable or negative.
The editor of a journal is ultimately responsible for the
selection of all its content, and editorial decisions may be
informed by issues unrelated to the quality of a manu-
scripe, such as suitsbility for the journal. An cditor can rejec
any article at any time before publication, induding after ac-
ceptance if concerns arise about the integrity of the work.

Journals may differ in the number and kinds of man-
uscripts they send for review, the number and types of
reviewers they seck for cach manuscript, whether the review
process is open or blinded, and other aspeats of the review
process. For this reason and as a service to authors, journals
should publish a description of their peer-review process.

Journals should notify reviewers of the ultimate deci-
sion to accept or reject a paper, and should acknowledge
the contribution of peer reviewers to their journal. Editors
are encouraged to share reviewers' comments with co-
reviewers of the same paper, so reviewers can learn from
cach other in the review process.

As part of peer review, editors are encouraged to re-
view research protocols, plans for statistical analysis if sep-
arate from the protocol, and/or contracts associated with
project-specific studies. Editors should encourage authors
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to make such documents publicly available at the time
of or after publication, before accepting such studies for
publication. Some journals may require public posting
of these documents as a condition of acceptance for
publication.

Journal requirements for independent data analysis
and for public data availability arc in flux at the ime of this
revision, reflecting evolving views of the importance of data
availability for pre- and post-publication peer review. Some
journal editors currently request a statistical analysis of trial
data by an independent biostatistician before accepting
studics for publication. Others ask authors to say whether
the study data are available to third parties to view and/or
use/reanalyze, while still others encourage or require au-
thors to share their data with others for review or reanaly-
sis. Each journal should establish and publish their specific
requircments for data analysis and post in a place thar
potential authors can casily access.

Some people believe that true scientific peer review
begins anly on the date a paper is published. In that spint,
medical journals should have a mechanism for readers to
submit comments, questions, or criticisms about published
articles, and authors have a responsibility to respond
appropriately and cooperate with any requests from the
journal for data or additional information should questions
about the paper arise after publication (sce Section 111).

ICMJE believes investigators have a duty to maintain
the primary data and analytic procedures underpinning the
published results for at least 10 years. The ICMJE encour-
ages the preservation of these data in a data repository to
ensurc their longer-term availability.

d. Integrity

Editorial decisions should be based on the redevance of
a manuscript to the journal and on the manuscript’s orig-
inality, quality, and contribution to evidence about impor-
tant questions. Those decisions should not be influenced
by commercial interests, personal relationships or agendas,
or findings that are negative or that credibly challenge ac-
cepted wisdom. In addition, authors should submit for
publication or otherwise make publicly available, and edi-
tors should not exclude from consideration for publication,
studics with findings that are not statistically significant or
that have inconclusive findings. Such studics may provide
evidence that, combined with that from other studies
through meta-analysis, mighe still help answer important
questions, and a public record of such negative or incon-
dusive findings may prevent unwarranted replication of
cffort or otherwise be valuable for other rescarchers consid-
enng similar work.

Journals should dearly state their appeals process and
should have a system for responding to appeals and

complaints.

e Diversity and Inclusion
To improve academic culture, editors should seck to

engage a broad and diverse amay of authors, reviewers,
editorial staff, editorial board members, and readers.

f. Jounal Metrics

The journal impact factor is widely misused as a proxy
for rescarch and joumal quality and as a mecasure of the
importance of specific rescarch projects or the merits of
individual rescarchers, including their suitability for hiring,
promotion, tenure, prizes, or rescarch funding. ICMJE rec-
ommends that journals reduce the emphasis on impace factor
as a single measure, but rather provide a range of artide and
journal metrics relevant to their readers and authors.

3. Peer Reviewers
Manuscripts submitted to journals are privileged com-
munications that are authors’ private, confidental prop-

erty, and authors may be harmed by premature disclosure
of any or all of a manuscript’s details.

Reviewers therefore should keep manuscripts and the
information they contain strictly confidential. Reviewers
must not publicly discuss authors’ work and must not ap-
propriate authors” ideas before the manuscript is published.
Reviewers must not retain the manmcnpt for their per-
sonal use and should destroy copies of manuscripts after
submitting their reviews.

Reviewers who seck assistance from a trainee or col-

league in the performance of a review should acknowledge

these individuals’ contributions in the written comments
submitted to the editor. These individuals must maintain
the confidentiality of the manuscripe as outlined above.

Reviewers are expected to respond promptly to re-
quests to review and to submit reviews within the time
agreed. Reviewers' comments should be constructive, hon-
est, and polite.

Reviewers should declare their relationships and activ-
ities that might bias their evaluation of 2 manuscript and
recuse themselves from the peer-review process if a conflict
exists.

D. Joumal Owners and Editorial Freedom
1. Journal Owners

Owners and editors of medical joumals share a com-
mon purpose, but they have different responsibilities, and
sometimes those differences lead to conflices.

It is the responsibility of medical journal owners 10
appoint and dismiss editors. Owners should provide edi-
tors at the time of their appointment with a contract that
dearly states their rights and duries, authority, the general
terms of their appointment, and mechanisms for resolving
conflict. The editor’s performance may be assessed using
mutually agreed-upon measures, including but not neces-
sarily limited to readership, manuscript submissions and

handling times, and various journal metrics.
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Owners should only dismiss editors for substantial rea-
sons, such as scientific misconduct, disagreement with the
long-term editorial direction of the journal, inadequate
performance by agreed-upon performance metrics, or in-
appropriate behavior that is incompatible with a position
of trust.

Appointments and dismissals should be based on eval-
nations by a panel of independent expens, rather than by a
small number of executives of the owning organization.
This is especially necessary in the case of dismissals because
of the high value socicty places on freedom of speech
within science and because it is often the responsibility of
editors to challenge the status quo in ways that may con-
flict with the interests of the journal’s owners.

A medical journal should explicitly state its governance
and relationship to a journal owner (e.g., a sponsoring

society).

2. Editorial Freedom

The ICMJE adopts the World Assodiation of Medical
Editors’ definition of cditorial freedom (http://wame.org
leditorial-independence), which holds that editors-in-chicf
have full authority over the entire editorial content of their
journal and the timing of publication of that content. Journal
owners should not interfere in the evaluation, selection, sched-
uling, or oditing of individual artides cither direaly or by
creating an environment that strongly influences decisions.
Editors should base editorial decisions on the validity of the
work and its imporance to the journal’s readers, not on the
commescial implications for the journal, and oditors should be
frec to express critical but responsible views abour all aspects of
medidne without fear of retribution, even if these views con-
flict with the commercial goals of the publisher.

Editors-in-chief should also have the final say in deci-
sions about which advertisements or sponsored content,
including supplements, the journal will and will nor carry,
and they should have final say in use of the journal brand
and in overall policy regarding commercial use of journal
content.

Journals are enco to establish an independent
and diverse editorial advisory board to help the editor es-
tablish and maintain editorial policy. To support cditorial
decisions and potentially controversial expressions of opin-
ion, owners should ensure that appropriate insurance 1s
obtained in the cvent of legal action against the cditors,
and should ensure that legal advice is available when nec-
essary. If legal problems anse, the cditor should inform
their legal adviser and their owner and/or publisher as soon
as possible. Editors should defend the confidentiality of
authors and peer-reviewers (names and reviewer com-
ments) in accordance with ICMJE policy (see Section 11
C.2.a). Editors should take all reasonable steps to check the
facts in journal commentary, including that in news sec-
tions and social media postings, and should ensure thar
staff working for the journal adhere to best journalistic
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practices including contemporancous note-taking and
secking a response from all parties when possible before
publication. Such practices in support of truth and public
interest may be particulary relevant in defense against legal
allegations of libel.

To secure editorial freedom in practice, the editor
should have direct access to the highest level of ownership,
not to a delegated manager or administrative officer.

Editors and editors’ organizations arc obliged to sup-
port the concept of editorial freedom and to draw major
transgressions of such freedom to the attention of the in-
ternational medical, academic, and lay communities.

E. Protection of Research Participants

All investigators should ensure that the planning con-
duct and reporting of human research are in accordance
with the Helsinki Declaration as revised in 2013
(www.wma.net/policies-post/wma-declaration-of-helsinki-
cthical-principles-for-medical-rescarch-involving-human-
subjects/). All authors should seck approval to conduct
rescarch from an independent local, regional, or national
review body (e.g.. ethics committce, institutional review
board). If doubt exists whether the research was conducted
in accordance with the Helsinki Declaration, the authors
must explain the rationale for their approach and demon-
strate that the local, regional, or national review body ex-
plicitly approved the doubtful aspects of the study. Ap-
proval by a responsible review body does not preclude
editors from forming their own judgment whether the con-
duct of the research was appropriate.

Paticnts have a right to privacy that should not be
violated without informed consent. Identifying informa-
tion, including names, initials, or hospital numbers, should
not be published in written descriptions, photographs, or
pedigrees unless the information is essential for sdentific
purposes and the patient (or parent or guardian) gives writ-
ten informed consent for publication. Informed consent
for this purpose requires thar an identifiable patient be
shown the manuscript to be published. Authors should
disclose to these patients whether any potential identifiable
material might be available via the Internet as well as in
print after publication. Patient consent should be written
and archived with the journal, the authors, or both, as
dictated by local regulations or laws. Applicable laws vary
from locale o locale, and journals should establish their
own policies with legal guidance. Since a journal that ar-
chives the consent will be aware of patient identty, some
journals may decide that patient confidentiality is better
guarded by having the author archive the consent and in-
stead providing the journal with a written statement that
attests that they have received and archived written patient
consent.

Nonessential identifying details should be omitted. In-
formed consent should be obtained if there is any doubt
that anonymity can be maintained. For example, masking
the eye region in photographs of paticnts is inadequate
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protection of anonymity. If identifying characteristics are
de-identified, authors should provide assurance, and edi-
tors should so note, that such changes do not distort sa-
entific meaning.

The requirement for informed consent should be in-
duded in the journal’s instructions for authors. When in-
formed consent has been obtained, it should be indicated
in the published article.

When reporting expeniments on animals, authors should
indicate whether institutional and national standards for
the care and use of laboratory animals were followed. Fur-
ther guidance on animal research ethics is available from
the International Association of Veterinary Editors’ Con-
sensus Author Guidelines on Animal Ethics and Welfare
(heep:/fwww.veteditors.org/consensus-author-guidelines

-on-animal-ethics-and-welfare-for-editors).

Il. PUBUSHING AND EDITORIAL ISSUES RELATED TO

PUBLICATION IN MEDICAL JOURNALS
A. Corrections, Retractions, Republications, and Version
Control

Honest errors are a part of science and publishing and
require publication of a correction when they arc detected.
Corrections are needed for errors of fact. Matters of debate
are best handled as letters to the editor, as print or elec-
tronic correspondence, or as posts in a journal-sponsored
online forum. Updates of previous publications (e.g., an
updated systematic review or dinical guideline) are consid-
ered a new publication rather than a version of a previously
published article.

If a correction is needed, journals should follow these
minimum standards:

e The journal should publish a correction notice as
soon as possible detailing changes from and citing the orig-
inal publication; the correction should be on an electronic
or numbered print page that is included in an clectronic or
a print Table of Contents to ensure proper indexing.

® The journal should also post a new article version
with details of the changes from the original version and
the date(s) on which the changes were made.

® The joumnal should archive all prior versions of the
article. This archive can be cither directly accessible to
readers or can be made available to the reader on request.

® Previous electronic versions should prominently
note that there are more recent versions of the amide.

o The citation should be to the most recent version.

Pervasive errors can result from a coding problem or a
miscalculation and may result in cxtensive inaccuracies
throughout an artide. If such errors do not change the
direction or significance of the results, interpretations, and
conclusions of the article, a correction should be published
that follows the minimum standards noted above.

Errors scrious enough to invalidate a paper’s results
and condlusions may require retraction. However, retrac-
tion with republication (also referred to as “replacement™)

cn be considered in cases where honest error {c.g., a mis-
dassification or miscalculation) leads to a major change in
the direction or significance of the results, interpretations,
and conclusions. 1f the error is judged to be unintentional,
the underdying science appears valid, and the changed ver-
sion of the paper survives further review and editorial scru-
tiny, then retraction with republication of the changed pa-
per. with an explanation, allows full correction of the
scientific literature. In such cases, it is helpful to show the
extent of the changes in supplementary matenal or in an

appendix, for complete transparency.

B. Sclentific Misconduct. Expresslons of Concem, and
Retraction

Scientific misconduct in rescarch and non-rescarch
publications includes bur is not necessarily limited to data
fabrication; data falsification, including deceptive manipu-
lation of images; purposcful failure to disclose relationships
and activities; and plagiarism. Some people consider failure
to publish the results of dinical trials and other human
studics a form of scientific misconduct. While cach of these
practices is problematic, they are not equivalent. Each sit-
uation requires individual assessment by relevant stake-
holders. When scientific misconduet is alleged, or concems
are otherwise maised about the conduct or integnity of work
described in submitted or published papers, the editor should
initiate appropriate procedures detailed by such commit-
tees as the Committee on Publication Ethics (COPE) (pub-
licationethics.org/resources/flowcharts),  consider  informing
the institutions and funders, and may choose to publish an
expression of concern pending the outcomes of those pro-
cedures. If the procedures involve an investigation at the
authors’ institution, the editor should seek to discover the
outcome of that investigation; notify readers of the out-
come if appropriate; and if the investigation proves scien-
tific misconduct, publish a retraction of the article. There
may be drcumstances in which no misconduct is proven,
but an exchange of letters to the editor could be published
to highlight matters of debate to readers.

Expressions of concern and retractions should not sim-
ply be a letter to the editor. Rather, they should be prom-
inently labelled, appear on an dectronic or numbered prine
page that is included in an dectronic or 2 print Table of
Contents to ensure proper indexing, and include in their
heading the title of the original artide. Online, the retrac-
tion and original article should be linked in both directions
and the retracted arnticle should be dearly labelled as re-
tracted in all its forms (abstract, full text, PDF). Ideally, the
authors of the retraction should be the same as those of the
article, but if they are unwilling or unable the editor may
under certain circumstances accept retractions by other re-
sponsible persons, or the editor may be the sole author of
the retraction or expression of concern. The text of the
retraction should explain why the article is being retracted
and indude a complete citation reference to that artide.
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Retracted articles should remain in the public domain and
be clearly labelled as retracted.

The validity of previous work by the author of a fraud-
ulent paper cannot be assumed. Editors may ask the au-
thor’s institution to assurc them of the validity of other
work published in their joumnals, or they may retract i, If
this is not done, editors may choose to publish an an-
nouncement expressing concern that the validity of previ-
ously published work is uncertain.

The integrity of rescarch may also be compromised by
inappropriate methodology that could lead to retraction.

See COPE flowcharts for further guidance on retrac-

tions and cxpressions of concern. See Section IV.gi. for
guidance about avoiding referencing retracted articles.

C. Copyright

Journals should make dear the type of copyright under
which work will be published, and if the journal retains
copyright, should detail the journal’s pesition on the trans-
fer of copyright for all types of content, including andio,
video, protocols, and data sets. Medical journals may ask
authors to transfer copyright to the journal. Some jounals
require transfer of a publication license. Some journals do
not require transfes of copyright and rely on such vchides
as Creative Commons licenses, copyright status of ar-
ticles in a given journal can vary: Some content cannot be
copyrighted (e.g., articles written by employees of some
governments in the course of their work). Editors may
waive copyright on other content, and some content may

be protected under other agreements.
D. Overlapping Publications
1. Duplicate Submission

Authors should not submit the same manuscript, in
the same or different languages, simultancously to more
than one journal. The rationale for this standard is the
potential for disagreement when two (or more) joumnals
daim the right to publish a manuscript that has been sub-
mitted simultancously to more than one joumnal, and the
possibility that two or more journals will unknowingly and
unnecessarily undentake the work of peer review, edit the
same manuscript, and publish the same anidle.

2. Duplicate and Prior Publication

Duplicate publication is publication of a paper that
overlaps substantially with one already published, without
dear, visible reference to the previous publication. Prior
publication may include release of information in the pub-
lic domain.

Readers of medical journals deserve to be able to trust
that what they are reading is original unless there is a dear
statement that the author and editor are intentionally re-
publishing an artide (which might be considered for his-
toric or landmark papers, for example). The bases of this
position are international copyright laws, cthical conduc,
and cost-cflective use of resources. Duplicate publication of
original research is particularly problematic because it can
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result in inadvertent double-counting of data or inappro-
priatc weighting of the resules of a single study, which
distorts the available evidence.

When authors submit a manuscript reporting work
that has already been reported in large part in a published
article or is contained in or dlosely related to another paper
that has been submitted or accepted for publication clse-
where, the letter of submission should dearly say so and
the authors should provide copies of the related material to
help the editor decide how to handle the submission. See
also Section IV.B.

This recommendation docs not prevent a journal from
considering a complete report that follows publication of a
preliminary report, such as a letter to the editor, a preprint,
or an abstract or poster displayed at a scientific meeting. It
also does not prevent journals from considering a paper
that has been presented at a scientific meeting but was not
published in full, or that is being considered for publica-
tion in proceedings or similar format. Press reports of
scheduled meetings are not usually regarded as breaches of
this rule, but they may be if additional data tables or fig-
ures enrich such reports. Authors should also consider how
dissemination of their findings outside of scientific presen-
tations at meetings may diminish the priority journal edi-
tors assign to their work.

Authors who choose to post their work on a preprint
server should choase one that clearly identifies preprints as
not peer-reviewed work and includes disclosures of authors’
relationships and activitics. It is the author’s responsibility
to inform a journal if the work has been previously posted
on a preprint server. In addition, it is the author’s (and not
the journal editors’) responsibility to ensure that preprints
are amended to point readers to subsequent vessions,
including the final published article.

In the cvent of a public health emergency (as defined
by public health officials), information with immediate im-
plications for public health should be disseminated without
concern that this will preclude subsequent consideration
for publication in a journal. We encourage editors to give
prionity to authors who have made crucial data publicly
available {c.g.. in a gene bank) without delay.

Sharing with public media, government agencies, or
manufacturess the sdentific information described in a pa-
per or a letter to the editor that has been accepted but not
yet published violates the policies of many journals. Such
reporting may be warranted when the paper or letter de-
scribes major therapeutic advances: reportable diseases; or
public health hazards, such as scrious adverse effects of
drugs, vacdnes, other biological products, medical de-
vices. This reporting, whether in print or online, should
not jeopardize publication, but should be discussed
with and agreed upon by the editor in advance when
possible.

The ICMJE will not consider as prior publication the
posting of trial results in any registry that meets the criteria
noted in Section I11.L. if results are limited to a brief (300
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waord) structured abstract or tables (to include participants
enrolled, key outcomes, and adverse events). The ICMJE
encourages authors to indude a statement with the regis-
tration that indicates that the results have not yet been
published in a peer-reviewed journal, and to update the
results registry with the full jounal citation when the re-
sults are published.

Editors of different journals may together dedde to
simultancously or jointly publish an article if they believe
that doing so would be in the best interest of public health,
However, the National Library of Medicine (NLM) in-
dexes all such simultancously published joint publications
separately, so editors should include a statement making
the simultaneous publication clear to readers,

Authors who attempe duplicate publication withour
such notification should expect at least prompe rejection of
the submitted manuscript If the editor was not aware
of the violations and the artide has already been published,
then the article might warrant retraction with or withour

the author’s explanation or approval.
See COPE flowcharts for further guidance on han-
dling duplicate publication.

3. Acceptable Secondary Publication

Secondary publication of material published in other
journals or online may be justifiable and benchcial, espe-
cially when intended to disseminate important information
to the widest possible audience {e.g.. guidelines produced
by government agendies and professional organizations in
the same or a different language). Sccondary publication
for various other reasons may also be justifiable provided
the following conditions are met:

1. The authors have received approval from the edi-
tors of both journals (the editor concerned with secondary
publication must have access to the primary version).

2. The priority of the primary publication is respected
by a publication interval negotiated by both editors with
the authors,

3. The paper for secondary publication is intended for
a different group of readers; an abbreviated version could
be sufficient.

4. The sccondary version faithfully reflects the au-
thors, data, and interpretations of the primary version.

5. The secondary version informs readers, peess, and
documenting agencies that the paper has been published in
whole or in part dsewhere—for example, with a note thar
might read, “This article is based on a study first reported
in the [journal title, with full reference]”™—and the second-
ary vession cites the primary reference.

6. The title of the secondary publication should indi-
cate that it is a sccondary publication (complete or
abndged republication or translation) of a primary publi-
cation. Of note, the NIM does not consider translations to

1o|

be “republications™ and does not cite or index them when
the original artide was published in a journal that is in-
dexed in MEDLINE.

When the same journal simultancously publishes an
article in multiple languages, the MEDLINE citation will
note the multiple languages (eg., Angelo M. Journal net-
working in nussing: a challenge to be shared. Rev Esc En-
ferm USPE. 2011 Dec 45(6}:1281-2,1279-80,1283-4. Arti-
de in English, Portuguese, and Spanish. No abstract
available. PMID 22241182).

4. Manuscripts Based on the Same Database

If editors receive manuscripts from separate research
groups or from the same group analyzing the same data set
(e.g., from a public database, or systematic reviews or
meta-analyses of the same evidence), the manuscripts
should be considered independently because they may dif-
fer in their analytic methods, conclusions, or both. If the
data interpretation and conclusions arc similar, it may be
reasonable although not mandatory for editors to give pref-
crence to the manuscript submitted first. Editors might
consider publishing more than one manuscript that overdap
in this way because different analytical approaches may be
complementary and equally valid, but manuscripts based
upon the same dataset should add substantially ro each
other to warrant consideration for publication as separate
papers, with appropriate citation of previous publications
from the same dataset to allow for transparency.

Secondary analyses of clinical trial data should dte any
primary publication, clearly state that it contains secondary
analysesfresults, and use the same identifying trial registra-
tion number as the primary trial and unique, pessistent
dataset identifier.

Sometimes for large trials it is planned from the be-
ginning to produce numerous separate publications regard-
ing separate research questions but using the same original
participant sample. In this case authors may use the origi-
nal single trial registration number, if all the outcome pa-
rameters were defined in the original registration. If the
authors registered several substudies as separate entrics in,
for example, clinicaltrials.gov, then the unique trial identi-
fier should be given for the study in question, The main

issue is transparency, so no matter what model is used it
should be obvious for the reader.

E. Comrespondence

Medical journals should provide readers with a mech-
anism for submitting comments, questions, or criticisms
about published articles, usually but not necessarily always
through a correspondence section or online forum. The
authors of articles discussed in correspondence or an online
forum have a responsibility to respond to substantial criti-
csms of their work using those same mechanisms and
should be asked by editors to respond. Authors of corre-
spondence should be asked to declare any competing rela-
tionships or activitics.
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Correspondence may be edited for length, grammati-
cal correctness, and joumal style. Alternatively, editors may
choose to make available to readers unedited correspon-
dence, for example, via an online commenting system.
Such commenting is not indexed in Medline unless it is
subsequently published on a numbered dectronic or print
page. However the journal handles correspondence, it
should make known its practice. In all instances, editors
must make an effort to screen discourteous, inaccurate, or
libellous comments.

Responsible debate, critique, and di t are im-
portant features of science, and journal editors should en-
courage such discourse ideally within their own joumnals
about the matenal they have published. Editors, however,
have the prerogative to reject correspondence that is irrel-
cvant, uninteresting, or lacking cogency, but they also have
a responsibility to allow a range of opinions to be expressed
and to promote debate.

In the interests of fairness and to keep correspondence
within manageable proportions, journals may want to sct
time limits for responding to published material and for
debate on a given topic.

F. Fees

Journals should be transparent about their types of
revenue streams. Any fees or charges that are required for
manuscript processing and/or publishing materials in the
journal shall be dearly stated in a place that is casy for
potential authors to find prior to submitting their manu-
scripts for review or explained to authors before they begin
preparing their manuscript for submission (http://publica
tioncthics.org/files/u7 140/ Principles_of_Transparency_and
_Best_Practice_in_Scholarly_Publishing.pdf}.

G. Supplements, Theme Issues, and Special Serles

Supplements are collections of papers that deal with
related issues or topics, are published as a separate issue of
the journal or as part of a regular issuc, and may be funded
by sources other than the joumal’s publisher. Because
funding sources can bias the content of supplements
through the choice of topics and viewpoints, joumnals
should adopt the following principles, which also apply to
theme issues or spedial series that have external funding
and/or guest editors:

1. The journal editor must be given and must take
full responsibility for the polidies, practices, and content of
supplements, including complete control of the decision to
select authors, peer reviewers, and content for the supple-
ment. Editing by the funding organization should not be
permitted.

2. The journal editor has the right to appoint one or
more external editors of the supplement and must take
responsibility for the work of those editors.

3. The journal editor must retain the authority 1o
send supplement manuscripts for external peer review and
to reject manuscripts submitted for the supplement with or
without external review. These conditions should be made
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known to authors and any external editors of the supple-
ment before beginning editorial work on it

4. The source of the idea for the supplement, sources
of funding for the supplement’s rescarch and publication,
and products of the funding source related to content con-
sidered in the supplement should be clearly stated in the
introductory material.

5. Advertising in supplements should follow the same
policies as those of the primary journal.

6. Journal editors must enable readers to distinguish
readily between ordinary editorial pages and supplement
pages.

7. Journal and supplement editors must not accept
personal favors or direct remuneration from sponsors of
supplements.

8. Secondary publication in supplements (republica-
tion of papers published clsewhere) should be dearly iden-
tified by the citation of the original paper and by the title.

9. The same principles of authorship and disclosurc of
relationships and activities discussed clsewhere in this doc-
ument should be applied to supplements.

H. Sponsorshlp or Partnership

Various entitics may seck interactions with journals or
editors in the form of sponsorships, partnesships, meetings,
or other types of activities. To preserve editorial indepen-
dence, these interactions should be governed by the same
principles outlined above for Supplements, Theme Issues,
and Special Series (Section 11L.G).

I. Electronic Publishing

Most medical journals are now published in dectronic
as well as print versions, and some are published only in
electronic form. Principles of print and electronic publish-
ing arc identical, and the recommendations of this docu-
ment apply equally to both. However, clectronic publish-

opportunities for versioning and raises issues
aboul link stability and content preservation that are ad-
dressed here.

Recommendations for corrections and versioning are
detailed in Section TILA.

Electronic publishing allows linking to sites and re-
sources beyond journals over which journal editors have no
editorial control. For this reason, and because links to ex-
ternal sites could be perceived as implying endorsement of
those sites, journals should be cautious about external link-
ing. When a journal does link to an external site, it should
state that it docs not endorse or take responsibility or lia-
bility for any content, advertising, products, or other ma-
tesials on the finked sites, and does not take responsibilicy
for the sites” availability.

Permanent preservation of journal articles on a jour-
nal’s website, or in an independent archive or a credible
repository, is essential for the historical record. Removing
an article from a journal’s website in its entirety is almost
never justified as copies of the amicle may have been down-
loaded even if its online posting was bricf. Such archives
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should be freely accessible or accessible to archive mem-
bers. Deposition in multiple archives is encouraged. How-
ever, if necessary for legal reasons (e.g., libel action), the
URL for the removed article must contain a detailed reason
for the removal, and the article must be retained in the
journal’s internal archive.

Permanent preservation of a journal's total content is
the responsibility of the journal publisher, who in the event
of journal termination should be certain the journal files
are transferred to a responsible third pary who can make
the content available.

Journal websites should post the date that nonaricle
web pages, such as those listing journal staff, editorial
board members, and instructions for authors, were last up-
dated.

J. Advertising

Most medical journals carry advertising, which gener-
ates income for their publishers, but journals should not be
dominated by advertisements, and advertising must not be
allowed to influence editorial decisions.

Journals should have formal, explicit, written policies
for advertising in both print and clectronic versions. Best
practice prohibits sclling advertisements intended to be
juxtaposed with editorial content on the same product.
Advertisements should be dearly identifiable as advertise-
ments. Editors should have full and final authority for ap-
proving print and online advertisements and for enforcing
advertising policy.

Journals should not carry advertisements for products
proven to be seriously harmful to health. Editors should
ensure that existing regulatory or industry standards for
advertisements specific to their country are enforced, or
develop their own standards. The interests of arpanizations
or agencies should not control dassified and other nondis-
play advertising, except where required by law. Editors
should consider all criticisms of advertisements for
publication.

K. Journals and the Medla

Journals™ interactions with media should balance com-
peting prioritics. The general public has a legitimate intes-
est in all journal content and is entitled to important in-
formation within a reasonable amount of time, and cditors
have a responsibility to facilitate that. However media re-
ports of scientific rescarch before it has been peer-reviewed
and fully vetted may lead to dissemination of inaccurate or
premature conclusions, and doctors in practice need 1o
have rescarch reports available in full detail before they can
advise patients about the reports’ conclusions.

An cmbargo system has been established in some
countries and by some journals to assist this balance, and
to prevent publication of stories in the general media be-
fore publication of the original rescarch in the journal. For
the media, the embargo creates a “level playing field,”
which mast reporters and writers appreciate since it mini-
mizes the pressure on them to publish stories before com-
12|

petitors when they have not had time to prepare carefully.
Consistency in the timing of public release of biomedical
information is also important in minimizing economic
chaos, since some articles contain information that has
potential to influence financial markets. The ICMJE ac-
knowledges criticisms of embargo systems as being self-
serving of journals’ interests and an impediment to rapid
dissemination of scientific information, but believe the
benefits of the systems ourweigh their harms.

The following principles apply equally to print and
clectronic publishing and may be uschul to editors as they
seck to establish policies on interactions with the media:

o Editors can foster the orderly transmission of med-
ical information from rescarchers, through peer-reviewed
journals, to the public. This can be accomplished by an
agreement with authors that they will not publicize their
work while their manuscript is under consideration or
awaiting publication and an agreement with the media that
they will not release stories before publication of the orig-
inal rescarch in the journal, in return for which the journal
will cooperate with them in preparing accurate stories by
issuing, for example, a press release.

e Editors need to keep in mind that an embargo sys-
tem works on the honor system—no formal enforcement
or policing mechanism cxists. The decision of a significant
number of media outlets or biomedical journals not to respea
the embarpo system would lead to its rapid dissolution.

o Notwithstanding authors’ belicf in their work, very
little medical research has such dear and urgently impor-
tant dinical implications for the public’s health that the
news must be released before full publication in a journal.
When such exceptional circumstances occur, the appropri-
ate authorities responsible for public health should decide
whether to disseminate information to physicians and the
media in advance and should be responsible for this decision,
If the author and the appropriate authentics wish to have a
manuscript considered by a particular journal, the editor
should be consulted before any public rdease. If editors ac-
knowledge the need for immediate release, they should waive
their policies limiting prepublication publicity.

o Policies designed to limit prepublication publicity
should not apply to accounts in the media of presentations
at scientific meetings or to the abstracts from these meet-
ings (sce Duplicate Publication). Rescarchers who present
their work at a scientific meeting should fed free to discuss
their presentations with reporters bur should be discour-
aged from offering more detail about their study than was
presented in the talk, or should consider how giving such
detail might diminish the priority journal editors assign to
their work (see Duplicate Publicarion).

e When an article is dose to being published, editors
or journal staff should help the media prepare accurate
reports by providing news releases, answering questions,
supplying advance copies of the anticle, or referring report-
ers to appropriate cxperts. This assistance should be con-
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tingent on the media’s cooperation in timing the release of
a story to coincide with publication of the artide.

L. Clinical Trials
I. Reglstration

The ICMJE’s dinical trial registration policy is detailed in
a series of editonials (sec Updates and Editorials [www.icmije
sorg/news-and-editorials/] and FAQs [www.icmje.org/about
-icmje/fags/]).

Bricfly, the ICMJE requires, and recommends that all
medical journal editors require, registration of dinical trials
in a public trials registry at or before the time of firse
patient enrollment as a condition of consideration for pub-
lication. Editors requesting inclusion of their journal on
the ICMJE website list of publications that follow ICMJE
guidance [icmjc.osg/journalshiml] should recognize that
the listing implies enforcement by the journal of ICMJE's
trial registration policy.

ICMJE uses the date tral registration materials were
first submitted to a registry as the date of registration.
When there is a substantial delay between the submission
of registration materials and their posting at the trial reg-
istry, editors may inquire about the circumstances that led
to the delay.

The ICMJE defines a clinical trial as any research proj-
ect that prospectively assigns people or a group of people to
an intervention, with or without concurrent comparison or
control groups, to study the relationship between a health-
related intervention and a health outcome. Health-related
interventions are those used to modify a biomedical or
health-related outcome; examples include drugs. surgical
procedures, devices, behavioral treatments, educational
programs, dictary interventions, quality improvement in-
terventions, and process-of-care changes. Health outcomes
are any biomedical or health-related measures obrained in
patients or participants, including pharmacokinetic mea-
sures and adverse events. The ICMJE does not define the
timing of first participant enrollment, but best practice dic-
tates registration by the time of first participant consent.

The ICMJE accepts publicly accessible registration
in any registry that is a primary register of the WHO
International Clinical Trials Registry Platform (ICTRP)
(www.who.int/icrp/network/primary/en/index.html) that in-
dudes the minimum acceptable 24-item trial registration da-
taset or in Clinical Trials.gov, which is a data provider to the
WHO ICTRP. The ICMJE endorses these registries because
they mect several criteria. They are accessible to the public at
no charge, open to all prospective registrants, managed by a
not-for-profit organization, have a mechanism to ensure the
validity of the registration data, and are clecrronically scarch-
able. An acceptable registry must indude the minimum 24-
item trial registration dataset (http://prsinfo.clinicaltrials.gov
Jtrain Trainer/ WHO-ICMJE-Clin Trialspov-Cross-Ref.pdf or
www.who.int/ictrp/network/trds/en/index.html)  ar  the
time of registration and before enrollment of the first par-
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ticipant. The ICMJE considers inadequate trial registra-
tions missing any of the 24 data ficlds, those that have
ficlds that contain uninformative information, or registra-
tions that are not made publicly accessible such as phase 1
trials submitted to the EU-CTR and trials of devices for
which the information is placed in a “lock box.” In order
to comply with ICMJE policy, investigators registering tri-
als of devices at ClinicalTrials.gov must “opt out™ of the
lock box by electing public pesting prior to device ap-
proval. Approval to conduct a study from an independent
local, regional, or national review body (e.g., cthics com-
mittee, institutional review board) does not fulfill the
ICMJE requirement for prospective cinical trial registra-
tion. Although not a required item, the ICMJE encourages
authors to include a statement that indicates that the re-
sults have not yet been published in a peer-reviewed jour-
nal, and to update the registration with the full journal
citation when the resules are published.

The purpose of clinical trial registration is to prevent
selective publication and selective reporting of rescarch
outcomges, to prevent unnecessary duplication of rescarch
cffort, to help patients and the public know what trials are
planned or ongoing into which they might want to enraoll,
and to help give ethics review boards considering approval
of new studies a view of similar work and data rclevant to
the research they are considering. Retrospective registra-
tion, for example at the time of manuscript submission,
meets none of these purposes. Those purposes apply also to
rescarch with alternative designs, for example observational
studies. For that reason, the ICM]E encourages registration
of rescarch with non-trial designs, but because the exposure
or intervention in non-trial research is not dictated by the
rescarchers, the ICM]JE does not require it

Secondary data analyses of primary (parent) dinical
trials should not be registered as separate clinical trials, but
instead should reference the trial registration number of
the primary trial

The ICMJE expects authors to ensure that they have
met the requirements of their funding and regulatory agen-
des regarding aggregate clinical trial results reporting in
dlinical trial registries. It is the authors’, and not the journal
editors’, responsibility to explain any discrepancaies between
results reported in registries and journal publications. The
ICMJE will not consider as prior publication the posting
of trial results in any registry that meets the above criteria if
results are limited to a brief (500 word) structured abstract
or tables (to include trial participants enrolled, baseline
characteristics, primary and secondary outcomes, and ad-
Verse cvents).

The ICMJE recommends that journals publish the
trial registration number at the end of the abstract. The
ICMJE also recommends that, whenever a registration
number is available, authors list this number the first time
they use a trial acronym to refer cither to the trial they
are reporting or to other trials that they mention in the
manuscript.
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Editors may consider whether the arcumstances in-
volved in a failure to appropriately register a clinical trial
were likely to have been intended to or resulted in biased
reporting. Because of the importance of praspective trial
registration, if an exception to this policy is made, trials
must be registered and the authors should indicate in the
publication when registration was completed and why it
was delayed. Editors should publish a statement indicating
why an exception was allowed. The ICMJE emphasizes
that such exceptions should be rare, and that authors fail-
ing to prospectively register a trial risk its inadmissibililey

to our jo

il. Data Sharing

The ICMJE’s data sharing statement policy is
detailed in an editorial (see Updates and Editorials
[www.icmje.org/update html]).

1. As of 1 July 2018 manuscripts submitted to ICMJE
journals that report the results of clinical trials must con-
tain a data sharing statement as described below.

2. Clinical trials that begin enrolling panticipants on or
after 1 January 2019 must indude a data sharing plan in the
trial's registration. The ICMJE's policy regarding trial registra-
tion is explained at www.icmjc.org/recommendations/browse/
publishing-and-editorial-issues/clinical-trial-registration.html.
If the data sharing plan changes after registration this
should be reflected in the statement submitted and pub-
lished with the manuscript, and updared in the registry
record.

Data sharing statements must indicate the following:
whether individual deidentified participant data (induding
data dictionaries) will be shared (“undecided” is not an
acceptable answer); what data in particular will be shared;
whether additional, related documents will be available
(e.g.. study protocol, statistical analysis plan, etc.); when
the data will become available and for how long; by what
access criteria data will be shared {including with whom,
for what types of analyses, and by what mechanism). Hus-
trative examples of data sharing statements that would
meet these requirements are provided in the Table.

Authors of secondary analyses using shared data must
attest that their use was in accordance with the terms (f
any) agreed to upon their receipt. They must also reference
the source of the data using its unique, persistent identifier
to provide appropriatc credit to those who generated it and
allow searching for the studies it has supported. Authors of
secondary analyses must cxplain completely how theirs dif-
fer from previous analyses. In addition, those who gencrate
and then share dlinical trial data scts deserve substantial
credit for their efforts. Those using data collected by others
should seck collaboration with those who collected the
data. As collaboration will not always be possible, practical,
or desired, the efforts of those who generated the data must
be recognized.
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IV. MANUSCRIPT PREPARATION AND SUBMISSION
A. Preparing a Manuscript for Submission to a Medical
Joumal
1. General Principles

The text of anticles reponting original rescarch is usu-
ally divided into Introduction, Mcthods, Results, and Dis-
cussion sections. This so-called “IMRAD” structure is not
an arbitrary publication format but a reflection of the pro-
cess of scientific discovery. Articles often need subheadings
within these sections to further organize their content.
Other types of articles, such as meta-analyses, may require
different formats, while case reports, narrative reviews,
editorials may have less structured or unstructured formats.

Electronic formats have created opportunities for add-
ing details or sections, layering information, cross-linking,
or extracting portions of articles in electronic versions.
Supplementary elecironic-only materal should be submit-
ted and sent for peer review simultancously with the pri-

Mary manuscript.

2. Reporting Guidelines

Reporting guidelines have been developed for different
study designs; examples indude CONSORT (wwav.consort
-statement.org) for randomized trials, STROBE for obser-
vational studies (http://strobe-statement.org/), PRISMA
for systematic reviews and meta-analyses (htp://prisma
-statement.org/), and STARD for studics of diagnostic accu-
racy (http//www.oquator-network.org/reporting-guidelines
Istardf). Journals are encouraged to ask authors to follow
these guidelines because they help authors deseribe the
study in enough detail for it to be evaluated by editors,
reviewers, readers, and other researchers evaluating the
medical literature. Authors of review manuscripts are en-
couraged to describe the methods used for locating, select-
ing, extracting, and synthesizing data; this is mandatory for
systematic reviews. Good sources for reporting guidelines
are the EQUATOR Network {www.oquator-network.org
thome/) and the NLM's Rescarch Reporting Guidelines
and Initiatives (www.nlm.nih.gov/services/rescarch_report
_puide.html).

3. Manuscript Sections

The following arc peneral requirements for reporting
within sections of all study designs and manuscript formats.

a Title Page

General information about an article and its authoss
is presented on 2 manuseripe title page and usually in-
cludes the artide title, author information, any disclaimers,
sources of support, word count, and somctimes the num-
ber of tables and figures.

Article tidde. The title provides a distilled description
of the complete article and should include information

that, along with the abstract, will make electronic re-

trieval of the article sensitive and specific. Reporting
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Table. Examples of Data Sharing Statements That Fulfill These ICMJE Requirements*

Example 1 Example 2 Example 3 Example 4
‘Wil individual parfiopant Yes Yes Yes No
data be available
(inducing dats
dictionanies)?
What data in particular Al of the individual Individual paricipant data Individual paricpant data that Not avaiable
will be shared? particpant data colected that underfie the results underfie the results reported
dunng the tial, after reporied in this arfide, in this ardide, after
deidentficabion. after ded i deldentification {fmt, tables,
(Rext, tables, figures, figures, and sppendices).
and appendicss).
‘What other docsments Study Protocol, Stadistical Study Protocol, Stabistical Study Protocol Not avafable
will be avafable? Analyzs Plan, informed Analysis Plan, Analylic
Copsent Form, Clinical Code
e
When will data be Immediately following Begirming 3 months and Beginning 9 months and Not applicable
avafable (start and publication. No end date, ending 5 years ending 36 months following
end dates)? foliowing article arfide publication.
With whom? Anyone who wishes fo access Reszarchers who provide Investigators whose proposed Not applicable
the data. 2 methodolagically use of the data has been
sound propasal, approwed by an
independent review
committee deamad
intermediary) identified for
this purpose.
For what types of Any purpose. To achieve aims in the For individual partidpant dats Not appiicable
analyses? approved proposal. meta-analysis.
By what mechanism will Data are avafable indefinitely Proposals should be Proposals may be submitted Not applicabile
data be made at (Link o be included). directed to xndyyy. w® 1o 36 months following
avadable? To gain access, data arfide publication. Afier 36
requestors will need fo manths the data will be
sign a dala access avaiable in our University's
agreement. Data are data warehouse but without
avadable for 5 years ot investgator support other
2 third parly website than deposited metadata.
(Link to be includad). Information regarding
submitling proposas and
accessing dats may be
found at (Link o be
prowdad),

* These examples are meant 1o ilestraze 2 raspe of, but not all, daz sharing options.

guidelines recommend and some journals require that
information about the study design be a part of the title
(particularly important for randomized trials and sys-
tematic reviews and meta-analyses). Some journals re-
quire a short title, usually no more than 40 characters
(including letters and spaces) on the title page or as a
separate entry in an clectronic submission system. Elec-
tronic submission systems may restrict the number of
characters in the rtle.

Author information. Fach author’s highest academic
degrees should be listed, although some journals do not
publish these. The name of the department(s) and institu-
tion(s) or organizations where the work should be artrib-
uted should be specified. Most clectronic submission sys-
tems require thar authors provide full contact information,
including land mail and c-mail addresses, bur the title page
should list the corresponding authors’ telephone and fax

Wi cmife o6

numbers and e-mail address. ICMJE encourages the listing
of authors’ Open Rescarcher and Contributor Identifica-
tion (ORCID).

Disclaimers. An example of a disclaimer is an author's
statement that the views expressed in the submitted artide
arc his or her own and not an official position of the insti-
tution or funder.

Source(s) of support. These include grants, equipment,
drugs, and/or other suppon that facilitated conduct of the
work described in the antide or the writing of the article
itself.

Word count. A word count for the paper's text, exclud-
ing its abstract, acknowledgments, tables, figure legends,
and references, allows editors and reviewers to assess
whether the information contained in the paper war-
rants the paper's length, and whether the submirted
manuscript fits within the journal’s formats and word
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limits. A separate word count for the abstract is useful
for the same reason.

Number of figures and tables. Some submission systems
require specification of the number of figures and tables
before uploading the relevant files. These numbers allow
editorial staff and reviewers to confirm that all figures and
tables were actually included with the manuscript and,
because tables and figures occupy space, to assess if the
information provided by the figures and tables warrants the
paper’s length and if the manuscript fits within the jour-
nal's space limits.

Disclosure of relationships and activities. Disclosure in-
formation for cach author needs to be part of the manu-
script; cach journal should develop standards with regard
to the form the information should take and where it will
be posted. The ICMJE has developed a uniform Disclosure
Form for use by ICMJE member journals (www.icmje.org
feoi_disdlosure.pdf), and the ICMJE encourages other
journals to adopt it. Despite availability of the form, edi-
tors may roquire disclosure of relationships and activ-
ities on the manuscripr title page or other Disclosure
section in the manuscript to save the work of collecting
forms from each author prior to making an editorial de-
cision or to save reviewers and readers the work of reading
cach author's form.

b. Abstract

Original rescarch, systematic reviews, and meta-
analyses require structured abstracts. The abstract should
provide the context or background for the study and should
state the study’s purpose, basic procedures (selection of
study participants, scttings, measurements, analytical
methods), main findings (giving specific effect sizes and
their statistical and dinical significance, if possible), and
principal condusions. It should emphasize new and impor-
tant aspects of the study or observations, note important
limitations, and not overinterpret findings. Clinical trial
abstracts should include items that the CONSORT group
has identified as essential (www.consort-statement.org
Iresources/downloads/extensions/consort-extension-for

-ahstracts-2008pdf/). Funding sources should be listed sep-
arately after the abstract to fadlitate proper display and
indexing for scarch retrieval by MEDLINE.

Because abstracts are the only substantive portion of
the article indexed in many dectronic databases, and the
only portion many readers read, authors need to ensure
that they accurately reflect the content of the artide. Un-
fortunately, information in abstracts often differs from thar
in the text. Authors and editors should work in the process
of revision and review to ensure thar information is consis-
tent in both places. The format required for structured
abstracts differs from journal to journal, and some journals
use more than one formag authors need to prepare their
abstracts in the format spedified by the jounal they have

chosen.
1o|

Reporting, Editing, and Publication of Schokrly Work in Medical Joumnals

The ICMJE recommends that journals publish the
clinical trial registration number at the end of the ab-
stract. The ICMJE also recommends that, when a reg-
istration number is available, authors list that number
the first time they use a trial acronym to refer to the trial
they are reporting or to other trials that they mention in
the manuscript. If the data have been deposited in a
public repository and/or arc being used in a secondary
analysis, authors should state at the end of the abstract
the unique, persistent data sct identifier; repository
name; and number.

¢ Introduction

Provide a context or background for the study (that is,
the nature of the problem and its significance). State the
specific purpose or research objective of, or hypothesis
tested by, the study or observation. Cite only directly pes-
tinent references, and do not incdude data or condusions

from the work being reported.

d. Method's

The guiding principle of the Methods section should
be clarity about how and why a study was done in a par-
ticular way. The Methods section should aim to be suffi-
ciently detailed such that others with access to the data
would be able to reproduce the results. In general, the
section should include only information that was available
at the time the plan or protocol for the study was being
written; all information obtained during the study belongs
in the Resules section. If an organization was paid or oth-
erwise contracted to help conduct the research (examples
include data collection and management), then this should
be detailed in the methods.

The Methods section should indlude a statement indi-
cating that the rescarch was approved by an independent
local, regional or national review body (c.g., ethics com-
mittee, institutional review board). 1f doubt exists whether
the research was conducted in accordance with the Hel-
sinki Declaration, the authors must explain the rationale
for their approach and demonstrate that the local, regional
or national review body explicitly approved the doubtful
aspects of the study. See Section ILE.

i. Selection and Description of Particpants

Clearly describe the sclection of observational or ex-
penmental panticipants (healthy individuals or patients, in-
duding controls), including cligibility and exclusion crite-
ria and a description of the source population. Because the
relevance of such variables as age, sex, or ethnicity is not
always known at the time of study design, rescarchers
should aim for inclusion of representative populations into
all study types and at a minimum provide descriptive data
for these and other relevant demographic variables.

Ensure correct use of the terms sex (when reporting
biological factors) and gender (identity, psychosodal or
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cultural factors), and, unless inappropriate, report the sex
and/or gender of study participants, the sex of animals or
cells, and describe the methods used to determine sex and
gender. If the study was done involving an exclusive
ulation, for example in only one sex, authors should justify
why, except in obvious cases (c.g., prostate cancer). Au-
thors should define how they determined race or cthnicity
and justify their relevance. Authors should use neutral, pre-
cise, and respectful language to describe study participants
and avoid the use of terminology that might stigmartize
participants.

il. Technical information

Specify the study’s main and secondary objectives—
usually identified as primary and secondary outcomes.
Identify methods, equipment (give the manufacturer’s
name and address in parentheses), and procedures in suff-
cient detail to allow others to reproduce the results. Give
references to cstablished methods, including  statistical
methods (see below); provide references and brief descrip-
tions for methods that have been published bur are not
well-known; describe new or substantially modified meth-
ods, give the reasons for using them, and evaluate their
limitations. Identify preciscly all drugs and chemicals used,
incdluding generic name(s), dose(s), and route(s) of admin-
istration. Identify appropriate scientific names and genc
names.

iif. Statistics

Describe statistical methods with enough detail 1o en-
able a knowledgeable reader with access to the original data
to judge its appropriateness for the study and to verify the
reported results. When possible, quantify findings and
present them with appropriate indicators of measurement
error or uncertainty (such as confidence intervals). Avoid
relying solely on statistical hypothesis testing, such as P
values, which fail to convey important information about
effect size and precision of estimates. References for the
design of the study and statistical methods should be 1o
standard works when possible (with pages stated). Define
statistical terms, abbreviations, and most symbols. Specify
the statistical software package(s) and vessions used. Dis-
tinguish prespecified from exploratory analyses, induding
subgroup analyses.

e Results

Present your results in logical sequence in the text,
tables, and figures, giving the main or most important
findings first. Do not repeat all the data in the tables or
figures in the text; emphasize or summarize only the most
important observations. Provide data on all primary and
secondary outcomes identified in the Methods section. Ex-
tra or supplementary materials and technical details can be
placed in an appendix where they will be accessible but will
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not interrupt the flow of the text, or they can be published
solcly in the dectronic version of the journal.

Give numeric results not only as derivatives (e.g., per-
centages) but also as the absolute numbers from which the
derivatives were calculated. Restrice tables and figures to
those needed to explain the argument of the paper and to
assess supporting data. Use graphs as an alternative to ta-
bles with many entries; do not duplicate data in graphs
and rtables. Avoid nontechnical uses of technical terms
in statistics, such as “random” (which implies a random-
izing device), “"normal,” “significant,” “correlations,”
and “sample.”

Separate reporting of data by demographic variables,
such as age and sex, faclitate pooling of data for subgroups
across studics and should be routine, unless there are com-
pelling reasons not to stratify reporting, which should be
explained.

f. Discussion

It is uscful to begin the discussion by bricfly summa-
rizing the main findings, and explore possible mechanisms
or cxplanations for these findings. Emphasize the new and
important aspects of your study and put your findings in
the context of the totality of the relevant evidence. State
the limitations of your study, and explore the implications
of your findings for future rescarch and for clinical practice
or policy. Discuss the influence or assoctation of varizbles,
such as sex and/or gender, on your findings, where appropri-
ate, and the limitations of the data. Do not repeat in detail
data or other information given in other pants of the manu-
script, such as in the Introduction or the Results section.

Link the conclusions with the goals of the study but
avoid unqualificd statemenss and conclusions not ade-
quatcly supported by the data. In particular, distinguish
between clinical and statistical significance, and avoid mak-
ing statements on cconomic benefits and costs unless the
manuscript incudes the appropriate economic data and
analyses. Avoid claiming priority or alluding to work that
has not been completed. State new hypotheses when war-
ranted, but label them dlearly.

& References

i. General Considerations

Authors should provide direct references to original
rescarch sources whenever possible. References should not
be used by authors, editors, or peer reviewers to promote
self-interests. Authors should avoid citing amicles from
predatory or pscudo-journals. Although references to re-
view artidles can be an cfficient way to guide readers to a
body of litcrature, review articles do not always reflect orig-
inal work accurately. On the other hand, extensive lists of
references to original work on a topic can use excessive

space. Fewer references to key onginal papers often serve as
well as more exhaustive lists, particulary since references

can now be added to the dectronic version of published
||1
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papers, and since clectronic literature searching allows
readers to retrieve published literature efficiently.

References to papers accepted but not yer published
should be designated as “in press™ or “forthcoming.™ Infor-
mation from manuscripts submitted but not accepted
should be cited in the text as "unpublished observations™
with written permission from the source.

Published articles should reference the unique, persis-
tent identificrs of the datasets employed.

Avoid citing a “personal communication™ unless it
provides essential information not available from a public
source, in which case the name of the person and date of
communication should be cited in parentheses in the text.
For scientific articles, obtain written permission and con-
firmation of accuracy from the source of a personal com-
munication.

Some but not all journals check the accuracy of all
refercnce citations; thus, citation errors sometimes appear
in the published version of artides. To minimize such er-
rors, references should be verified using cither an electronic
bibliographic source, such as PubMed, or print copies from
original sources. Authors are responsible for checking thar
none of the references cite retracted articles except in the
context of referring to the retraction. For articles published
in journals indexed in MEDLINE, the ICMJE considers
PubMed the authoritative source for information about
retractions. Authors can identify retracted articles in MED-
LINE by scarching PubMed for “Retracted publication
[pt]”, where the term “pt” in square brackets stands for
publication type, or by going directly to the PubMed's list
of retracted publications (https://www.nchinlm.nih.gov
/pubmed/?term =retracted + publication+ [pt]).

References should be numbered consecutively in the
order in which they are first mentioned in the text. Identify
references in text, tables, and legends by Arabic numerals
in parentheses.

References cited only in tables or figure legends should
be numbered in accordance with the sequence established
by the first identification in the text of the particular rable
or figure. The titles of journals should be abbreviated ac-
cording to the style used for MEDLINE (www.ncbi.nlm
.nih.gov/nlmcatalog/journals). Journals vary on whether
they ask authors to cite electronic references within paren-
theses in the text or in numbered references following the
text. Authors should consult with the journal to which they
plan to submit their work.

1. Style and Format

References should follow the standards summarized in
the NLM’s International Committee of Medical Journal
Editors (ICM]JE) Recommendations for the Conduct, Re-
porting, Editing, and Publication of Scholarly Work in
Medical Journals: Sample References (www.nlmunih.gov
fbsd/uniform_requirements.html) webpage and detailed in
the NLM’s Citing Medicine, 2™ cdition (www.nchi.nlm

ul

.nih.gov/books/NBK7256/). These resources are regularly
updated as new media develop, and currently include pusd-
ance for print documents; unpublished material; audio and
visual media; material on CD-ROM, DVD, or disk; and
material on the Internet.

h. Tables

Tables capture information concisely and display it
cfficiently; they also provide information at any desired
level of detail and precision. Including data in tables rather
than text frequently makes it possible to reduce the length
of the text.

Prepare tables according to the specific journal's re-
quirements; to avoid crrors it is best if tables can be directly
imported into the journal’s publication software. Number
tables consecutively in the order of their first citation in the
text and supply a title for cach. Titles in tables should be
short but sclf-explanatory, containing information that al-
lows readers to understand the table’s content without hav-
ing to go back to the text. Be sure that cach table is cited in
the text.

Give each column a short or an abbreviated heading.
Authors should place explanatory marter in footnotes, not
in the heading. Explain all nonstandard abbreviations in
footnotes, and use symbols to explain information if
needed. Symbols may vary from journal to journal (alpha-
bet letter or such symbols as *, %, 1, §), so check cach
journal’s instructions for authors for required practice.
Identify statistical measures of variations, such as standard
deviation and standard error of the mean.

If you use data from another published or unpublished
source, obtain permission and acknowledge that source

Additional tables containing backup data wo extensive
to publish in print may be appropriate for publication in
the dectronic version of the journal, deposited with an
archival service, or made available to readers direatly by the
authors. An appropriate statement should be added to the
text to inform readers thar this additional information is
available and where it is located. Submit such rables for
consideration with the paper so that they will be available

to the peer reviewers.

L INustrations (Fgures)

Digital images of manuscript illustrations should be
submitted in a suitable format for print publication. Most
submission systems have detailed instructions on the qual-
ity of images and check them after manuscript upload. For
print submissions, figures should be cither professionally
drawn and photographed, or submitted as photographic-
quality digital prints.

For radiological and other dlinical and diagnostic im-
ages, as well as pictures of pathology specimens or photo-
micrographs, send high-resolution  photographic image
files. Before-and-after images should be taken with the
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same intensity, direction, and color of light. Since blots are
used as primary evidence in many scientific articles, editors
may require deposition of the original photographs of blots
on the journal’s website.

Although some journals redraw figures, many do not.
Letters, numbers, and symbols on figures should therefore
be clear and consistent throughout, and large enough to
remain legible when the figure is reduced for publication.
Figures should be made as self-explanatory as possible,
since many will be used direcdy in slide presentations.
Titles and detailed explanations belong in the legends—
not on the illustrations themselves.

Photomicrographs should have internal scale mark-
ers. Symbols, arrows, or letters used in photomicro-
graphs should contrast with the background. Explain the
internal scale and identify the method of staining in pho-
tomicrographs.

Figures should be numbered conscautively according
to the order in which they have been cited in the text. If 2
figure has been published previously, acknowledge the
original source and submit written permission from the
copyright holder to reproduce it. Permission is required
irrespective of authorship or publisher except for docu-
ments in the public domain.

In the manuscript, legends for illustrations should be
on a scparate page, with Arabic numerals corresponding to
the illustrations. When symbols, arrows, numbers, or let-
ters are used to identify parts of the illustrations, identify
and explain cach one cleary in the legend.

j. Units of Measurement

Measurements of length, height, weight, and volume
should be reported in metric units (meter, kilogram, or
liter) or their decimal multiples.

Temperatures should be in degrees Celsius. Blood
pressures should be in millimeters of mescury, unless other
units are specifically required by the journal.

Journals vary in the units they use for reporting hema-
tologic, dinical chemistry, and other measurements. Au-
thors must consult the Information for Authors of the par-
ticular journal and should report laboratory information in
both local and International System of Units (SI).

Editors may request that authors add alternative or
non-SI units, since SI units are not universally used. Drug
concentrations may be reported in cither SI or mass units,
but the alternative should be provided in parentheses
where appropriate.

k Abbreviations and Symbols

Use only standard abbreviations; use of nonstandard
abbreviations can be confusing to readers. Avoid abbrevia-
tions in the title of the manuscript. The spelled-out abbre-
viation followed by the abbreviation in parenthesis should
be used on first mention unless the abbreviation is a stan-
dard unit of measurement.
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B. Sending the Manuscript to the Journal

Manuscripts should be accompanied by a cover letter
or a completed journal submission form, which should in-
dude the following information:

A full statement to the editor about all submissions and
previous reports that might be regarded as redundant publica-
tion of the same or very similar work. Any such work should
be referred to specifically and referenced in the new paper.
Copies of such material should be included with the sub-
mitted paper to help the editor address the situation. See
also Section 111.D.2.

A statement of financial or other relationships and activ-
ities that might lead to a conflict of interest, if that informa-
tion is not included in the mamuscripe itself or in an authors’
form. See also Section [LB.

A statement on authorship. Journals that do not use
contribution dedarations for all authors may require
that the submission letter includes a statement that the
manuscript has been read and approved by all the au-
thors, that the requirements for authorship as stated
carlier in this document have been met, and that cach au-
thor helieves that the manusaipt represents honest work if
that information is not provided in another form See also
Section ILA.

Contact information for the author responsible for
communicating with other authors about revisions and f-
nal approval of the proofs, if that information is not in-
duded in the manuscript itself.

The letter or form should inform editors if concerns
have been raised (e.g., via institutional and/or regulatory
bodies) regarding the conduct of the research or if correc-
tive action has been recommended. The letter or form
should give any additional information that may be helpful
to the editor, such as the type or format of article in the
particular journal that the manuscript represents, If the
manuscript has been submitted previously to another jour-
nal, it is helpful to indude the previous oditor’s and review-
ers’ comments with the submitted manuscript, along with
the authors’ responses to those comments. Editors encour-
age authors to submit these previous communications. Do-
ing so may expedite the review process and encourages
transparency and sharing of experrise.

Many journals provide a presubmission checklist to
help the author ensure that all the components of the sub-
mission have been included. Some joumals also require
that authors complete checklists for reports of certain study
types (e.g., the CONSORT checklist for reports of ran-
domized controlled rtrials). Authors should look to see
if the journal uses such checklists, and send them with the
manuscript if they are requested.

The manuscript must be accompanied by permission to
reproduce previously published material, use previously pub-
lished illustrations, report information about identifiable per-
sons, or to acknowledge people for their contributions.
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