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RESUMO

Introducéo: A incontinéncia urinaria e a frouxiddo vaginal decorrentes de alteracdes
no tecido de sustentacdo, em virtude da perda de colageno e de elastina, podem ser
precursores de disfungfes urinarias e sexuais e diretamente interferir na qualidade
de vida das mulheres com o envelhecimento. Novos tratamentos estdo sendo
propostos para auxiliar na melhora dessas disfuncbes e, dentre as técnicas, a
radiofrequéncia vem ganhando espaco por sua acdo na estimulacdo e na
remodelagdo do coldgeno e da elastina, podendo ser um tratamento promissor na
melhora da incontinéncia urinaria, da funcéo sexual e da qualidade de vida. Objetivo:
Realizar uma reviséo sistematica de literatura sobre a eficacia do tratamento com o
uso da radiofrequéncia em mulheres, na melhora da incontinéncia urinaria de
esfor¢o, na funcdo sexual e na qualidade de vida. Método: Foi realizada uma revisao
sistemética da literatura, sem periodo definido nas seguintes bases de dados
Pubmed, Embase, Lilacs, PEDro, Web of Science, Scopus. A avaliacado
metodoldgica foi realizada através do DOWNS and BLACK. Os critérios de incluséo
foram: estudos realizados com mulheres acima dos 18 anos, com incontinéncia
urinéria de esforgos, mista com predominio de esfor¢o, utilizando a radiofrequéncia
ablativa ou ndo ablativa. Critérios de exclusdo: Revisbes sistematicas, teses,
dissertacOes, anais de eventos, estudos que descreveram outras técnicas utilizando
a radiofrequéncia: transuretral e cirurgias. Resultados: treze artigos foram incluidos
na revisao sistematica, apos verificacdo dos critérios de inclusdo e exclusdo. A idade
média das participantes variou entre 37-53 anos. As pesquisas apresentaram uma
grande heterogeneidade tanto em seus protocolos quanto em seus métodos
avaliativos. Observou-se respostas promissoras apdés algumas sessbOes de
radiofrequéncia na melhora do resultado final dos questionarios que avaliaram a
funcdo sexual, principalmente o “Female Sexual Function Index” (FSFI) (p<0,001-
0,005). Da mesma forma, apresentaram diminuicdo nos episédios de perdas
urinarias avaliadas pelo diario miccional (p<0,005), relatando uma diminuicdo >50%
apos 30 dias. No PAD TEST a resposta final demonstrou uma diminuicdo entre 50-
80% no peso do absorvente ao longo das reavaliagcbes. Na qualidade de vida, foi
verificada melhora nos escores finais (p<0,05), principalmente trinta dias depois.
Porém, devido a toda heterogeneidade, ndo foi possivel realizar uma metanalise.

Devido a avaliagdo metodologica evidenciar baixa qualidade, mais estudos melhor



delineados precisam ser construidos, a fim de se poder realizar uma metandlise e
verificar os verdadeiros desfechos com o uso da radiofrequéncia no tratamento da

incontinéncia urinaria de esforco, funcéo sexual e qualidade de vida.

Palavras-chave: Incontinéncia Urinaria; Qualidade de vida; Sexualidade. Terapia
por radiofrequéncia.



ABSTRACT

Background: The use of radiofrequency has been the subject of research for the
treatment of urinary incontinence, sexual function and improvements in quality of life,
due to its role in stimulating the formation and remodeling of collagen and elastin,
which are part of urethral and vaginal supporting and occlusion tissues. Aim: The aim
of this study was to conduct a systematic review on the effectiveness of
radiofrequency for treating stress urinary incontinence, sexual function and improving
quality of life in women. Methods & Outcomes: Systematic review with the keywords:
“Urinary Incontinence”, “Sexual function”, “Quality of Life” e” Radiofrequency”; the
Downs & Black scale was used to analyze the methodological quality. Results &
Clinical Implications: Through the articles included in this review, it was possible to
observe an improvement in sexual function, assessed by the “Female Sexual
Function Index” (FSFI) (p <0.05); a decrease in episodes of urinary loss, assessed by
the voiding diary (p <0.005 ) and pad test, with decreases between 50-80% over the
reassessments; as well as an improvement in quality of life, mainly thirty days after
the interventions, according to the WHOQOL-BREF questionnaire (p <0.05).
Strengths & Limitations: The literature still lacks studies with more robust
methodological quality. Conclusion: Radiofrequency is a technique that has only
recently begun to be used in clinical settings, and its use has demonstrated

improvement in urinary incontinence, sexual function and quality of life.

Keywords: Female urinary incontinence; Quality of life; Sexual function;

Radiofrequency.
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1 INTRODUCAO

A Sociedade Internacional de Continéncia (ICS) define a incontinéncia urinaria
(IU) como qualquer perda involuntéria de urina (HERSH; SALZMAN, 2013), sendo
esta uma disfungcdo comum do trato urinario inferior (TUI), podendo ser dividida em
trés tipos mais prevalentes: incontinéncia urinaria de esforco (IUE), incontinéncia
urinaria de urgéncia (IlUU) e incontinéncia urinaria mista (IUM) (ABRAMS et al.,
2010). Varios fatores podem estar diretamente envolvidos com o surgimento e ou
agravamento das perdas urindrias, tais como: idade avancada, gravidez, tipo de
parto, cirurgias pélvicas, excesso de peso, queda dos niveis de estrogénio,
medicacdes, entre outras (HIGA; LOPES; REIS, 2008; JEREZ-ROIG; SOUZA; LIMA,
2013).

Estudos recentes relatam que cerca de 50% das perdas urinarias sédo do tipo
IUE (ANS, 2007), as quais ocorrem quando a pressédo vesical excede a pressao
maxima uretral. Esses escapes urinarios podem ocorrer devido a diminuicdo do
tbnus basal e da capacidade de contragcdo da musculatura do assoalho pélvico
(MAP) durante a manuteng&o da continéncia, uma vez que esses musculos exercem
um papel importante no fechamento uretral durante a fase de enchimento vesical,
sendo responsaveis por auxiliar a manutencdo da oclusdo e elevacdo do hiato
Urogenital(CAROCI et al., 2010).

Hoje ja se sabe que alteracdes no colageno e na elastina podem provocar
mudancgas importantes nas estruturas responsaveis pela continéncia urinaria, assim
como no trofismo do canal vaginal. Essas alteracfes podem, em varios casos, estar
associadas a reducdo dos niveis de estrogénio e outros esteroides na circulacao,
gerando mudancas teciduais tanto no TUI e no tecido vaginal bem como em todo o
tecido vulvar (BRASIL, 2008).

Muitas vezes em decorréncia do envelhecimento fisiolégico nas mulheres, em
virtude da menopausa, podem surgir ou piorar as queixas relacionadas a frouxidéao
tecidual, tanto na pele em geral, quanto especificamente na regido intima. O
descontentamento com a aparéncia intima em decorréncia da frouxidao vaginal afeta
de forma muito negativa a funcdo sexual (FS), e, em muitos casos a propria
gualidade de vida (QV) das mulheres, uma vez que a FS é definida como um dos
cinco pilares da QV humana (SAYED et al., 2017; PALACIOS; CASTELO-BRANCO;
CURRIE, 2015; PARISCH et al., 2013; ROCHA,; SILVA GAMA, 2018).


https://paperpile.com/c/1fBMUg/8xB6n
https://paperpile.com/c/1fBMUg/WuZaV
https://paperpile.com/c/1fBMUg/WuZaV
https://paperpile.com/c/1fBMUg/H69yg
https://paperpile.com/c/1fBMUg/aO0v
https://paperpile.com/c/1fBMUg/aO0v
https://paperpile.com/c/1fBMUg/FKCKb
https://paperpile.com/c/1fBMUg/nuM5M
https://paperpile.com/c/1fBMUg/EV5UB
https://paperpile.com/c/1fBMUg/9DYmd
https://paperpile.com/c/1fBMUg/NLcCB
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Apesar da U ser considerada um problema bastante recorrente e de prejuizos
a saude publica, muitas mulheres ndo procuram auxilio profissional, acabam
subestimando seus sintomas e nao o0s consideram suficientemente graves para
necessitar de uma avaliagdo clinica e de um tratamento. Até mesmo escapes leves
devem ser encaminhados e tratados de forma adequada, principalmente devido aos
bons resultados alcancados pelo tratamento conservador (KRHUT et al., 2018).

O enfrentamento da IU depende da natureza e das causas das perdas
urinarias, podendo ser recomendadas duas linhas de tratamento: a conservadora e a
nao conservadora (BOTELHO; SILVA; CRUZ, 2007). Fatores para determinar a
escolha da melhor intervencdo podem estar vinculados aos objetivos e as
expectativas das mulheres e dos profissionais (LUKACZ et al., 2017). O tratamento
conservador dependera de uma boa avaliacdo terapéutica, pois pode incluir
mudancas no estilo de vida, medicamentos, fisioterapia pélvica, entre outros
(PARKER; GRIEBLING, 2015). Contudo, quando as modalidades conservadoras
falham, a indicacdo acaba sendo a cirargica. A intervencao cirirgica muitas vezes é
vista como Uultimo recurso no tratamento da IU, uma vez que podem surgir
complicacbes, além de ser uma técnica invasiva e onerosa ao sistema (IRWIN,
2019).

A abordagem de enfrentamento recomendada pela ICS como primeira linha
de intervencdo na IUE é a fisioterapia pélvica, uma vez que muitas mulheres com
gueixa de IU apresentam disfuncBes de assoalho pélvico associado, tal indicacéo
baseia-se nos resultados promissores, nos baixos custos e nos baixos riscos a
saude. As técnicas utilizadas durante a terapia dependem dos sintomas
apresentados e da sua gravidade (NAMBIAR et al.,, 2018). O treinamento da
musculatura do assoalho pélvico (TMAP) tem sido a técnica utilizada na remissao
dos sintomas, por auxiliar o fechamento uretral. O treinamento proporciona uma
melhora do tdnus basal em repouso e aumenta a capacidade de contracdo da MAP,
mantendo assim a oclusdo e elevacdo adequada do hiato uretral durante um
aumento de pressao intra-abdominal, além de proporcionar uma melhora na
percepcéao e na coordenacao da MAP (PEREIRA et al., 2019).

Contudo, mesmo havendo bons resultados descritos na literatura com o uso
da cinesioterapia (PAIVA et al., 2017), novas técnicas estdo surgindo, uma vez que o
TMAP requer boa adesao, além de um tempo adequado de realizacdo para obter os

resultados esperados. Atualmente, existe um interesse crescente em utilizar técnicas


https://paperpile.com/c/1fBMUg/dgqBp
https://paperpile.com/c/1fBMUg/dDq0Q
https://paperpile.com/c/1fBMUg/S8Z3Q
https://paperpile.com/c/1fBMUg/jACe1
https://paperpile.com/c/1fBMUg/9MzOO
https://paperpile.com/c/1fBMUg/9MzOO
https://paperpile.com/c/1fBMUg/j6sxe
https://paperpile.com/c/1fBMUg/WFfVW
https://paperpile.com/c/1fBMUg/fRYUO
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minimamente invasivas e com respostas promissoras a curto prazo. Tratamentos
seguros e rapidos sdo os objetivos das novas técnicas, dentre eles, podemos
destacar a utilizacéo do laser e da radiofrequéncia (RF) (VRIES; Heesakkers, 2018).

A terapia com o uso da RF tem sido aplicada pela sua acdo de remodelacéo,
capaz de gerar a desnaturacdo do colageno e a inducdo da neocolagénese,
estimulando a remodelacdo do colageno (WILSON et al., 2018). Atentando para
essa acado, pesquisas recentes tém utilizado a técnica e relatado bons resultados,
por intermédio da sua acéo na IU e na frouxidéo tecidual vaginal (LORDELO et al.,
2017).

Assim, justifica-se a importancia da revisdo sistematica, a qual se propde a
verificar a eficacia do tratamento com o uso da RF em mulheres na melhora da IUE,
FS e da QV, cujos resultados serdo Uteis para os profissionais utilizarem técnicas
modernas para o tratamento da IUE e das DS e suas repercussdes, bem como ser
outra ferramenta possivel para o sistema Unico de saude (SUS) oferecer as suas

pacientes, com objetivo de diminuir a necessidade cirargica.


https://paperpile.com/c/1fBMUg/YDHhq
https://paperpile.com/c/1fBMUg/ib42B
https://paperpile.com/c/1fBMUg/FmfuD
https://paperpile.com/c/1fBMUg/FmfuD

2 REVISAO DA LITERATURA

2.1 ESQUEMA DE BUSCA

A busca por referéncias bibliograficas envolveu as seguintes palavras-chave:
1) Urinary Incontinence, 2) Urinary Incontinence Stress 3) Sexual Function, 4) Quality
of life, 5) Radiofrequency; 6) correlation/association. Inicialmente, foram
selecionadas as publicacdes mais recentes, dos ultimos cinco anos. Os artigos mais

antigos foram selecionados dentre as referéncias utilizadas na primeira busca.

Tabela 1 — Resultado da busca de referéncias bibliogréaficas na base de dados
PubMed

Palavras-chaves PubMed
Urinary Incontinence 45557
Urinary Incontinence Stress 15774
Sexual Function 132720
Quality of life 409094
Radiofrequency 38909

Fonte: Elaborado pelo autor.

Em seguida, realizou-se o cruzamento das palavras-chave no PubMed: (1)
Urinary incontinence AND, Urinary Incontinence Stress, 15774 (2) Urinary
Incontinence Stress AND Sexual Function, 2026 (3) Urinary Incontinence Stress
AND Sexual Function 549 (4) Urinary Incontinence Stress AND Quality of Life, 2408
(5) Urinary Incontinence Stress AND Radiofrequency, 43 (6) Urinary Incontinence
Stress AND Sexual Function AND Quiality of Life 257, (7) Urinary Incontinence Stress
AND Sexual Function AND Quality of Life AND Radiofrequency (2).



3 MAPA CONCEITUAL

A RF é produzida através de uma onda eletromagnética a qual vibra com alta
frequéncia (30KHz a 3000KHz). Quando as moléculas do corpo humano sé&o
submetidas a essa vibragéo, respondem com um aumento da temperatura do tecido-
alvo. A escolha pelo equipamento dependera do objetivo, pois ha a RF com poder de
ablacao, utilizada no meio médico para destruicdo tecidual (eletrocirurgias) e ha a
RF néo ablativa, empregada para estimular respostas teciduais de neocolagénese,
sendo uma boa opc¢ao de tratamento conservador para as alteragdes teciduais.

Por atuar diretamente no estimulo da neocolagénese, a RF ndo ablativa vem
sendo utilizada como ferramenta coadjuvante no tratamento da IUE, visando a
melhora do ténus do tecido uretral e vaginal. Da mesma forma, em resposta a
retracao tecidual e a melhora no aporte sanguineo, a RF tem demonstrado efeitos
positivos sobre a FS feminina.

A utilizacdo da RF como forma conservadora de tratamento tem por objetivo
ser mais uma ferramenta para o tratamento das IU e melhora na FS, visto que

ambas estéo diretamente ligadas a prejuizos a qualidade de vida.

Figura 1 — Mapa conceitual
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Fonte: Elaborado pelo autor.



4 REVISAO BIBLIOGRAFICA

4.1 INCONTINENCIA URINARIA

O TUl é formado por estruturas responsaveis pelo armazenamento e
eliminacdo de urina, entre elas a bexiga, o aparelho esfincteriano e a uretra. Uma
boa interacdo entre as estruturas possibilita uma resposta eficiente durante o
enchimento e esvaziamento vesical (ALBA et al., 2011).

O processo de enchimento e esvaziamento vesical é coordenado
principalmente pela interacdo dos 6rgdos com o sistema nervoso central (SNC), com
0 sistema nervoso autbnomo (SNA) e com o sistema nervoso somatico. Na fase de
enchimento, o SNA, através da sua inervacao simpatica, envia estimulos inibitérios
aos receptores localizados na parede vesical, para a musculatura lisa (detrusor)
permanecer relaxada. Concomitantemente, a inervacdo somatica coordena 0s
estimulos excitatorios na musculatura lisa do esfincter uretral, mantendo seu
fechamento adequado. Dessa forma, ocorre o enchimento sem haver escapes
urinéarios (GOMES, 2010; GOMES; HISANO, 2010).

J& na fase de esvaziamento, h4 uma resposta do sistema parassimpatico, o
gual envia estimulos aos receptores para desencadear a contracdo do detrusor. Ao
mesmo tempo, outro sinal vindo do sistema somatico gera estimulos inibitérios para
o relaxamento da musculatura uretral. Essa harmonia entre as estruturas de
armazenamento e eliminagdo com o SNC e o SNA precisa estar em perfeita sintonia
para manter a continéncia. Quando ocorre alguma ineficiéncia e/ou falta de
coordenacao, um dos processos descritos podera apresentar alguma disfuncéo e,
dentre os problemas possiveis, um dos mais prevalentes é¢ a IU (GOMES, 2010;
ALBA et al., 2011; GOMES; HISANO, 2010; NARDOZZA JUNIOR; ZERATI FILHO;
REIS, 2010).

A ICS define a IU como qualquer perda involuntaria de urina podendo ser
classificada de acordo com os sintomas de cada individuo, sendo dividida em: IUE,
IUU e IUM. Dentre os tipos de 1U, a de esfor¢co apresenta maior prevaléncia e ocorre
guando ha escape urinario em decorréncia de um aumento subito da pressao intra-
abdominal, como por exemplo: ao espirrar, tossir, realizar abdominais e ou segurar
um peso (HERSH; SALZMAN, 2013).


https://paperpile.com/c/1fBMUg/sDNl2
https://paperpile.com/c/1fBMUg/JKYSm
https://paperpile.com/c/1fBMUg/GZlyH
https://paperpile.com/c/1fBMUg/JKYSm
https://paperpile.com/c/1fBMUg/JKYSm
https://paperpile.com/c/1fBMUg/sDNl2+GZlyH+gzRmy
https://paperpile.com/c/1fBMUg/sDNl2+GZlyH+gzRmy
https://paperpile.com/c/1fBMUg/sDNl2+GZlyH+gzRmy
https://paperpile.com/c/1fBMUg/sDNl2+GZlyH+gzRmy
https://paperpile.com/c/1fBMUg/8xB6n
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As perdas urinarias por esforco podem ser em decorréncia da hipermobilidade
uretral ou em virtude da deficiéncia esfincteriana intrinseca. Na IUE, devido ao
aumento da mobilidade uretral, o0 aumento da pressao intra-abdominal gera uma
descida do colo vesical e da uretra proximal, favorecendo assim 0s escapes
urinarios (FEROLLA; SANTOS, 2003). Ja4 na IUU o escape esta associado a um
forte desejo miccional, no qual o individuo apresenta a perda vinculada a urgéncia
urinaria. Nao obstante, em casos onde ha perdas urinarias das duas formas acima
descritas, temos a IUM (PEREIRA et al., 2019).

A IU vem sendo considerada uma das novas “epidemias” do século XXI,
sendo vista pelo Ministério da Saude como um sério problema de saude publica. Os
dados séo alarmantes, haja vista que nosso pais tem uma populacdo de cerca de
207 milhdes de habitantes, dos quais aproximadamente mais da metade é
constituida por mulheres, e a expectativa de vida da populacdo esta aumentando.
Essa nova realidade no Brasil vem preocupando os profissionais de saude, pois ja
se sabe que a incidéncia da IU é maior nas mulheres e que o niumero de casos
aumenta significativamente com o envelhecimento (ANS, 2008; NAMBIAR et al.,
2018; GLISOI; GIRELLI, 2011).

O tratamento da IU divide-se em conservador e ndo conservador. Dentre as
intervencdes conservadoras, a fisioterapia pélvica tem um papel importante na
reabilitacdo das disfuncdes urinarias, sendo recomendada como primeira linha de
tratamento nas perdas urinarias de esforcos. Sua atuacdo baseia-se no
entendimento e na reabilitacdo das estruturas que mantém a continéncia urinaria (
NAMBIAR et al., 2018).

4.2 FISIOTERAPIA PELVICA COMO TRATAMENTO CONSERVADOR

A fisioterapia pélvica vem apresentando um papel de destaque na modalidade
de tratamento conservador, na reabilitacdo das disfun¢des urinarias, uma vez que
suas técnicas atuam diretamente em algumas estruturas responsaveis por auxiliar
na continéncia urinaria, principalmente na MAP (GLISOI; GIRELLI, 2011).

Segundo orientagdes da ICS, o tratamento fisioterapéutico deve ser a primeira
linha de intervencdo no manejo da IUE, por ser um método ndo invasivo, seguro,
com baixos custos e resultados promissores(ABRAMS et al., 2010). Dentre as

modalidades de tratamento que a fisioterapia pélvica utiliza destaca-se o treinamento


https://paperpile.com/c/1fBMUg/PmiWp
https://paperpile.com/c/1fBMUg/WFfVW
https://paperpile.com/c/1fBMUg/Y5gWf
https://paperpile.com/c/1fBMUg/Y5gWf+j6sxe
https://paperpile.com/c/1fBMUg/Y5gWf+j6sxe
https://paperpile.com/c/1fBMUg/Y5gWf+j6sxe
https://paperpile.com/c/1fBMUg/fPPng
https://paperpile.com/c/1fBMUg/j6sxe
https://paperpile.com/c/1fBMUg/j6sxe
https://paperpile.com/c/1fBMUg/j6sxe
https://paperpile.com/c/1fBMUg/fPPng
https://paperpile.com/c/1fBMUg/WuZaV

21

dos musculos pélvicos. A utilizacdo dessa técnica se mostra eficiente, pois atua na
melhora da condicdo da MAP, uma vez que ja se sabe que alguns vazamentos
urinarios podem estar associados a diminuicdo do tbnus basal, da forca e da
resisténcia, assim como a falta de coordenacgéo e/ou relaxamento desses musculos
(PEREIRA et al., 2021).

Dentre as possibilidades de tratamento que a fisioterapia pélvica utiliza estéo
a eletroestimulacao, a terapia comportamental, a RF, a cinesioterapia, dentre outras
(NAMBIAR et al., 2018; RODRIGUES et al., 2018), com destaque para o TMPA, que
€ uma abordagem amplamente utilizada. De acordo com a revisdo sistematica com
metanalise de Ferla et al. (2012) (PAIVA et al., 2017), existe uma grande
heterogeneidade tanto nos protocolos, quanto nos instrumentos de avaliacdo
utilizados. Todavia, foi possivel inferir que o TMAP, independentemente de ser em
grupo ou individual, foi capaz de melhorar as perdas urinarias femininas.
Corroborando esses achados, a revisdo sistematica de Lopez et al. (2019) ainda
reafirmou que um TMAP supervisionado é mais efetivo do que sem supervisao.

Com o avanco dos estudos envolvendo as disfun¢gbes do assoalho pélvico,
tém-se investigado técnicas e recursos alternativos que possibilitem aos
profissionais langcarem mao de condutas adequadas para cada caso. As técnicas
pesquisadas visam bons resultados, com baixo custo, diminuicdo no tempo de
atendimento e baixo efeitos negativos. Algumas dessas técnicas ja sado bem
conhecidas e pesquisadas, como a cinesioterapia, a eletroestimulacdo e a terapia
comportamental (STEWART et al., 2012; GONZALEZ SANCHEZ et al., 2014;
DUMOULIN et al., 2015).

Contudo novas técnicas estao sendo pesquisadas, como laser e RF, devido a
sua acdo na remodelacdo do colageno e da elastina (ADIB, 2018). O objetivo é
apresentar técnicas que possibilitem uma associacdo entre si, da mesma forma
possibilitando a introducdo de alguma outra técnica, caso haja falha no TMAP, para

poder postergar a necessidade do tratamento cirargico.
4.3 INCONTINENCIA URINARIA E A FUNCAO SEXUAL
A IU tem afetado, em todo o mundo, cerca de 200 milhdes de pessoas. A

prevaléncia € variavel na literatura, mas estima-se que os valores ultrapassem 0s
50% (HANDA et al., 2004; MINASSIAN; DRUTZ; AL-BADR, 2003). Contudo, esses
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nameros podem estar subestimados, pois muitas mulheres ndo relatam seus
sintomas por vergonha. Apesar de ndo ser uma patologia causadora direta de 6bitos,
acarreta grande impacto na QV, além de influenciar de forma negativa a FS feminina
(PREDA; MOREIRA, 2019).

Nas ultimas décadas, estudos sobre a possivel relagdo entre a IlU e a FS tém
sido realizados, com o intuito de observar o impacto da IU sobre a vida sexual das
mulheres. Dados demonstram que cerca de 41%-77% das mulheres em todo o
mundo apresentam algum tipo de queixa na FS (RIBEIRO; MAGALHAES; MOTA,
2013). Os fatores que causam 0s comprometimentos sexuais sdo inimeros, porém a
IU tem sido citada como um dos possiveis causadores (PREDA; MOREIRA, 2019).
Sabe-se que quando as mulheres estdo com receio de perder urina durante a
relacdo sexual, ou estdo com receio da possibilidade de estarem com odor de urina,
acabam ficando angustiadas e preocupadas. Tais anseios podem levar a
apresentarem baixos escore no indice dos questionarios que avaliam a FS
(KIZILKAYA et al.,, 2005; AUGE et al.,, 2018), além de gerarem isolamento,
depressao e disturbio de autoimagem (WEHBE; KELLOGG; WHITMORE, 2010;
HANDA et al., 2004).

Uma das queixas mais comuns das mulheres com problemas urinarios é a
subita sensacdo de necessidade de urinar ou a perda de urina durante o ato sexual.
Entre 19 e 50% das mulheres com IU sofrem também de DS como: dispareunia,
reducao do desejo sexual e diminui¢cdo da frequéncia de atividade sexual. Em alguns
casos mais graves, h4 até mesmo a interrupcdo da atividade sexual devido aos
proprios sintomas urinarios e os medos e ansiedades frente a IU (MOTA, 2017,
BARBER et al., 2005).

No estudo de Grzybowska e Wydra (2018) (MOTA, 2017) verificou-se que
mulheres com graus moderados e graves de IUE apresentaram indices mais baixos
nos escores da pontuacdo dos questionarios da FS. Corroborando com esses
achados, outros pesquisadores relataram que 19-50% das mulheres com IU
apresentam alguma queixa nas relacdes sexuais das mulheres e queixas na QV
(CARUSO et al., 2017). HANDA et al., 2004) descreveram uma relacao significativa
de uma diminuicdo da libido, ressecamento vaginal e relagcdes sexuais dolorosas
com a IU. Outro autor, Oh et al. (2008), apontou que mulheres com IUE relatam mais
frequentemente dor durante a relacdo sexual e IU durante a penetracdo e até

mesmo durante o orgasmo do que aquelas com IUU.
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Da mesma forma, outras pesquisas demonstram que mulheres com IUE
genuina ou a instabilidade do detrusor relatam mais disfuncdes sexuais (DS) que
mulheres continentes (OH et al., 2008). Contudo, ainda ha divergéncias sobre os
exatos incomodos da IU em relagéo a FS nas mulheres com IU em comparagéo com
as continentes (HANDA et al.,, 2004). Dessa maneira, percebe-se que existem
resultados conflitantes, tanto em relacdo a influéncia da IU na vida sexual quanto
sobre a prevaléncia da perda urinaria durante as atividades sexuais. Faz-se
necessario haver um cuidado dos agentes de saude sobre essa questdo, pois muitas
vezes as mulheres apresentam dificuldade para relatar o sofrimento causado pela U

na vida sexual.

4.4 QUALIDADE DE VIDA RELACIONADA A INCONTINENCIA URINARIA

O conceito de QV ainda é muito discutido e verificam-se divergéncias nas
definicbes. Por se tratar de uma esfera muito individual e particular, sua definicdo e
avaliacdo apresentam grandes obstaculos. Segundo a Organizacdo Mundial de
Saude (OMS) a QV é “a percepcao do individuo de sua insercdo na vida, no
contexto da cultura e sistemas de valores nos quais ele vive e em relagdo aos seus
objetivos, expectativas, padrées e preocupacdes”. Inumeras sdo as formas de
avaliar a QV de um individuo, contudo ndo ha um modelo padrédo ouro para essa
tarefa, pois diante da imensidao de possibilidade desse tema, existe um universo
(FARQUHAR, 1995).

A IU é uma condicdo de saude publica relevante; suas implicacfes afetam
dimensdes mundiais devido ao impacto social e econdmico que ocorre na vida dos
individuos acometidos, podendo levar a necessidade de uso de protetores,
medicacoes, cirurgias e interferir na higiene pessoal, o que afeta diretamente a
realizacdo das atividades da vida diaria, bem como, a interagdo social e o estado de
saude geral (FERLA; ALVES; SELEME, 2012). Em muitos casos, como estratégia de
protecao pessoal, frente a vergonha e ao medo, as mulheres optam pelo isolamento
social. Essa atitude potencializa os sentimentos de soliddo, tristeza e
constrangimento e, em suma, comprometem negativamente a sua QV (KNORST;
RESENDE; GOLDIM, 2011).

Da mesma forma, a perda de urina gera impacto na imagem corporal,

implicacdes na autoestima, além de contribuir para o surgimento de depresséao e
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ansiedade (ALMOUSA; VAN LOON, 2018). No estudo de Almousa e Van Loon
(2018), os autores discutem sobre a dificuldade que as mulheres apresentam em
falar a respeito da IU, narrando ter medo e vergonha de expor sobre esse assunto.
Mesmo em pesquisas mais antigas, do século XX, ja havia relatos sobre os efeitos
deletérios da IU na QV. Segundo os autores Wyman et al. (1987), mesmo a IU néo
sendo uma disfuncéo capaz de levar a uma condicéo fatal, ela apresenta potencial
de afetar muito a QV das mulheres (WYMAN et al., 1987).

A falta de consenso na teorizacdo do conceito da QV dificulta até mesmo a
escolha dos questionarios, levando muitas vezes o pesquisador a associar conceitos
de saude, bem-estar, estilo de vida como sinbnimos de salde (PEREIRA;
TEIXEIRA; SANTOS, 2012). O emprego de questionarios que avaliam a QV, tanto
de forma genérica quanto especifica, vém sendo utilizados em pesquisas cientificas,
mostrando o interesse em dados subjetivos que demonstrem a opinido do paciente
em relacdo a sua vida, seja amorosa, familiar, social, ambiental e condi¢cdes de
saude (PEDRO et al., 2011). Os instrumentos genéricos tém sido utilizados nos
ultimos anos em inimeras publicacdes, com objetivo de permitir avaliar a populagéo
geral. Por outro lado, h& a necessidade de avaliagbes mais especificas para facilitar
tanto a padronizagdo quanto a quantificacdo da medida dos sintomas e impacto da
IU sobre a QV, além de obter precisdo das medidas no momento de avaliar os
efeitos dos tratamentos (FELDNER JUNIOR et al., 2006).

Um questionario que avalie a QV deve estar presente na avaliacdo inicial e
nas reavaliacfes, para assim, com base nos dados coletados, ser possivel tracar
objetivos para o tratamento e avaliar a melhora da QV da paciente poés
intervencao(SENRA; PEREIRA, 2015).

A 1U acaba implicando em muitas esferas: sociais, psicologicas, atividades de
vida diarias, em decorréncia destes impactos as mulheres relatam um declinio na
sua QV.

4.5 RADIOFREQUENCIA

O emprego da energia eletromagnética na area médica foi inserido por
D’Arsonval, Zeynek e Nagelschimdt nos anos de 1892 e 1908. Esses pesquisadores
descobriram, através de algumas experiéncias, o termo Diatermia, que significa

“‘aquecimento através de”. O calor produzido por energia eletromagnética
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proporciona aumento de temperatura no tecido exposto (DOUGHERTY; STAATS;
FISHER, 1999; TEIXEIRA; FERREIRA; SILVA, 2005; ROSOMOFF et al., 1965).

Historicamente a utilizacdo da energia eletromagnética para fins terapéuticos
surgiu em 1920 para ablagfes cirdrgicas. Somente em 2002 é que foi iniciado o
emprego na area da estética (ADIB, 2018) ADIB. Apenas mais tarde a RF foi
utilizada para o tratamento nas disfuncbes geniturinarias pela sua acdo direta na
remodelacéo do colageno (LEAL; SANTOS, 2019).

A escolha entre as maquinas de RF depende do objetivo terapéutico,
podendo ser ablativa ou ndo ablativa. A RF ablativa é empregada com objetivo de
realizar destruicéo tecidual, devido a sua maior poténcia. E mais utilizada para fazer
incisbes, para destruir, ou até mesmo remover tecidos, sendo que somente a area
médica pode fazer uso dela (AGNE et al., 2013). J4 a técnica da RF ndo ablativa
permite realizar somente retracdo das fibras de colageno sem gerar danos
excessivos ao tecido, podendo ser utilizada na area médica, fisioterapéutica e
estética (VILAS BOAS et al., 2015; NERY; SOUZA; PIAZZA, 2013).

A RF é aplicada atraves de um aparelho com diferentes manoplas para
utilizacdo.A escolha da manopla depende do resultado esperado para cada tecido.
Existem trés modalidades de manoplas: monopolar ou unipolar, bipolar e tripolar ou
multipolar (BELENKY et al., 2012).

A RF com manopla unipolar ou monopolar proporciona um aquecimento mais
profundo e menos controlado. A profundidade atingida dependera do tamanho do
eletrodo ativo, atingindo a metade da profundidade do diametro da manopla
(BELENKY et al.,, 2012). Normalmente € utilizada para atingir tecidos mais
profundos, sendo muito empregada em eletrocirurgias. Na utilizacdo com a RF nao
ablativa, promove-se uma atuacao profunda, estimulando mais o tecido adiposo,
diminuindo seu volume (GOLDBERG; FAZELI; BERLIN, 2008).

A RF bipolar utiliza dois eletrodos ativos nos quais a corrente passa entre eles
gerando uma resposta nos tecidos adjacentes, atuando de forma mais superficial e
controlada. A profundidade atingida dependera da distancia entre os eletrodos e sua
acao atuara na metade dessa distancia em profundidade. A RF bipolar atua mais na
derme ( BELENKY et al., 2012; FONSECA; ALVES; HASSE, 2021; MANUSKIATTI
et al., 2009).

As técnicas tripolar ou multipolar baseiam-se na juncdo da tecnologia

monopolar e bipolar num so dispositivo, promovendo a unido da producéao de calor
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mais homogénea e mais profunda, conseguindo atingir a camada mais superficial e
profunda ( BELENKY et al., 2012; KARCHER; Sadick, 2016).

A acdo da RF nos tecidos ocorre devido a trés fendbmenos: vibracdo ibnica,
rotacdo e distor¢cdo das moléculas. Os ions que estao presentes em todos o0s tecidos
do corpo, quando submetidos a acdo da RF, vibram em uma alta frequéncia (30KHz
a 3000KHz). A vibracédo das moléculas gera uma friccéo e colisao, produzindo assim
0 aumento da temperatura. Este efeito térmico causa a desnaturacdo do colageno,
promovendo uma retracdo imediata e efetiva das fibras. Além desta acdo de
retragdo, ha um processo inflamatorio local, ativando os fibroblastos e gerando uma
neocolagénese e uma reorganizacdo das fibras de colageno (KARCHER; SADICK,
2016; LUKBAN, 2012; CAVALERI et al., 2016).

No ambito das técnicas conservadoras no tratamento da IU e na melhora da
FS, a utilizacdo da RF vem ganhando espaco, sendo uma das abordagens mais
recentes e inovadoras, devido & sua atuac&o positiva na neocolagénese (LORDELO
et al., 2016). Uma vez que a IUE apresenta uma fisiopatologia complexa e
multifatorial, podendo estar relacionada a fragueza e ou incoordenacdo da MAP,
assim como pela ineficiéncia em manter a continéncia por parte das estruturas que
constituem e auxiliam no suporte e fechamento uretral como o colageno, a utilizacéo
da RF no tratamento da IUE visa estimular a melhora do colageno no tecido uretral e
no tecido vaginal (LORDELO et al., 2016; LUKBAN, 2012).

Outro tema de recorrente questionamento é a insatisfacdo com a aparéncia
intima, a imagem genital esta cada vez mais sendo relacionada com a saude sexual
feminina (JAWED-WESSEL; HERBENICK; SCHICK, 2017; RIBEIRO, 2018; GOMES
et al.,, 2019). O descontentamento com a regido intima pode surgir em virtude das
mudancas teciduais, como flacidez, muitas vezes em decorréncia do proprio
envelhecimento cutédneo, em virtude dos efeitos hormonais que surgem com o
avanco da idade, entre outros fatores (GOMES et al.,, 2015). Uma auto imagem
sexual negativa pode interferir de forma negativa na FS e na QV (BERMAN et al.,
2003).

Com base em pesquisas recentes, a utilizacdo da RF ndo ablativa demonstra
ser uma ferramenta interessante para a melhora da estética intima e até mesmo da
FS (FROTA et al., 2019; TADIR et al., 2017).


https://paperpile.com/c/1fBMUg/gQaf9
https://paperpile.com/c/1fBMUg/35GVO
https://paperpile.com/c/1fBMUg/35GVO+OmCYP
https://paperpile.com/c/1fBMUg/35GVO+OmCYP
https://paperpile.com/c/1fBMUg/xGeE1
https://paperpile.com/c/1fBMUg/c4FNw
https://paperpile.com/c/1fBMUg/c4FNw
https://paperpile.com/c/1fBMUg/c4FNw+OmCYP
https://paperpile.com/c/1fBMUg/OMBNS+BUQOh+pOZiM
https://paperpile.com/c/1fBMUg/OMBNS+BUQOh+pOZiM
https://paperpile.com/c/1fBMUg/eJGfk
https://paperpile.com/c/1fBMUg/ZpDLW
https://paperpile.com/c/1fBMUg/ZpDLW
https://paperpile.com/c/1fBMUg/5pqrH+iLojr

5 JUSTIFICATIVA

A IU é uma condicdo que afeta a populacdo mundial, havendo alta
prevaléncia no publico feminino (AOKI et al., 2017). De acordo com a literatura,
novas técnicas estdo surgindo para o tratamento dessa disfuncdo. A utilizacdo do
TMAP no tratamento conservador da IU com o objetivo de melhorar a contracdo
voluntaria dos MAP auxilia na melhora dos sintomas, contudo precisa haver
disciplina e engajamento para que os resultados sejam percebidos e mantidos.

A insercdo de novas técnicas no escopo de enfrentamento da IU e na melhora
da FS e na QV sao possibilidades promissoras a serem investigadas, podendo ser
uma ferramenta interessante até mesmo na assisténcia da saude publica, uma vez
gue técnicas que possam favorecer o paciente, evitando utilizar medicamentos e
cirurgias sdo demandas atraentes, visto que muitas medicacbes podem ocasionar
efeitos adversos fazendo com que o paciente abandone a terapéutica. Nao obstante,
a espera por cirurgia esta cada dia aumentando, e essa intervencdo nao
conservadora apresenta riscos e maior oneragao ao SUS.

Portanto, este estudo justifica-se por ser uma revisdo sistematica na qual
buscou-se sintetizar dados acerca da eficacia do tratamento com o uso da
radiofrequéncia em mulheres na melhora da incontinéncia urinaria de esforco,

funcéo sexual e da qualidade de vida.
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6 HIPOTESE

Hipoteses baseadas na construcéo da revisao sistematica

6.1 HIPOTESE NULA

A incontinéncia urinaria, a funcdo sexual e a qualidade de vida nao

apresentam melhora com a técnica de radiofrequéncia

6.2 HIPOTESE ALTERNATIVA

A incontinéncia urinaria, a funcdo sexual e a qualidade de vida apresentam

melhora com a técnica de radiofrequéncia



7 OBJETIVOS

7.1 Realizar uma revisao sistematica de literatura sobre eficacia do tratamento com o
uso da radiofrequéncia em mulheres na melhora incontinéncia urinaria de esforco,

fungéo sexual e da qualidade de vida,

7. 2 OBJETIVOS ESPECIFICOS

1) Sintetizar os principais resultados obtidos de cada estudo, tais como
protocolos utilizados, tempo de intervencdo, tipo de maquina, método
avaliativo, respostas finais ao tratamento para a IUE, FS e na QV.

2) Realizar uma metanalise (se possivel) através dos resultados obtidos.
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Abstract

Background: The use of radiofrequency has been the subject of research for the
treatment of urinary incontinence, sexual function and improvements in quality of life,
due to its role in stimulating the formation and remodeling of collagen and elastin,
which are part of urethral and vaginal supporting and occlusion tissues. Aim: The
aim of this study was to conduct a systematic review on the effectiveness of
radiofrequency for treating stress urinary incontinence, sexual function and improving
quality of life in women. Methods & Outcomes: Systematic review with the
keywords: “Urinary Incontinence”, “Sexual function”, “Quality of Life” e”
Radiofrequency”; the Downs & Black scale was used to analyze the methodological
quality. Results & Clinical Implications: Through the articles included in this review,
it was possible to observe an improvement in sexual function, assessed by the
‘Female Sexual Function Index” (FSFI) (p <0.05); a decrease in episodes of urinary
loss, assessed by the voiding diary (p <0.005 ) and pad test, with decreases between
50-80% over the reassessments; as well as an improvement in quality of life, mainly
thirty days after the interventions, according to the WHOQOoL-BREF questionnaire (p
<0.05). Strengths & Limitations: The literature still lacks studies with more robust
methodological quality. Conclusion: Radiofrequency is a technique that has only
recently begun to be used in clinical settings, and its use has demonstrated
improvement in urinary incontinence, sexual function and quality of life.

Keywords: Female urinary incontinence; Quality of life; Sexual function;
Radiofrequency.
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INTRODUCTION

The International Continence Society (ICS) defines urinary incontinence (Ul)
as any involuntary loss of urine (1,2). It can be divided into three types: stress urinary
incontinence (SUI), urge urinary incontinence (Ul) and mixed urinary incontinence
(MUI) (3). Prevalence of Ul varies widely, mainly with age, gradually increasing in
post-menopause and affecting 30 to 50% of women (4)(5).

Regarding the etiology of Ul, several risk factors may be involved in it, such as
advanced age, pregnancy, type of delivery, pelvic surgery, BMI, medications, among
others (6,7). Among these predictors, aging is an important risk factor, due to the
hormonal, vascular and muscular imbalances that occur at this stage. It is now known
that changes in support structures, such as collagen and elastin, mainly due to the
effects of menopause and aging, can cause important changes in the structures

responsible for urinary continence and sexual function (SF) (8)(9)(10).

Although Ul does not pose risks to people’s lives, it can have a very negative
impact on women’s social, family and sexual life. It is seen as a pathology that is
related to decreased SF, reflecting negatively on women’s quality of life (QoL)
(11)(12). Even with this great incidence, talking about this topic is still very

complicated, as it is filled with myths and taboos (13).

Women who suffer from Ul are afraid of experiencing loss of urine during
intercourse, as well as of smelling of urine. This, in many cases, causes them to
avoid sexual contact and isolate themselves, which can further harm sexual contact
and their QoL (14). It is necessary to pay attention to these complaints, since SF
covers a whole range of contexts lived and experienced by people, and it is

absolutely not just a biological response to stimuli (15).

The treatment for Ul, especially for SUI, that is most recommended by the ICS
is Pelvic Floor Muscle Training (PFMT). Described as level of evidence A, this
guideline is based on this treatment’s promising results, low adverse effects and low
costs (3). However, even though there are good results described in the literature
with the use of PFMT, it requires patient commitment and a minimum number of
sessions to be successful (16). New resources are becoming popular and constantly

being researched for use in Ul treatment. Among these treatments, radiofrequency
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(RF) stands out, which can be an alternative or added to PFMT in the treatment of

complaints of persistent loss of urine.

Radiofrequency is a radiation between 30KHz and 300MHz of the
electromagnetic spectrum capable of generating heat through the oscillation of water
molecules, converting electromagnetic energy into thermal energy (9,17). The effects
on the tissue, as well as the number of sessions and the interval between them, vary
according to the therapeutic goal and the chosen equipment. Non-ablative RF has
been introduced in the treatment of Ul because it is a technique that reaches a lower
temperature, without generating tissue ablation, acting only in the most superficial
tissues, such as epidermis, dermis and hypodermis, stimulating remodeling and new

collagen formation (9,17,18).

Aware of the need for new techniques to assist in the treatment of Ul and in
the improvement of SF and QoL, the present study proposes to carry out a
systematic review on the results of the use of RF in the treatment of SUI, on women’s
SF and QoL.

MATERIALS AND METHODS
Protocol and Registration

This systematic review followed the recommendations proposed by the
Cochrane Collaboration and by PRISMA Statement 54. It is registered in the
PROSPERO database (CRD42021198934), available at:
https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42021198934.

Eligibility criteria

Randomized and non-randomized clinical trials and prospective studies were
included. The inclusion criteria were: (1) studies carried out with women over 18
years of age with SUI and IUM, with a predominance of stress Ul; and (2) studies that
used ablative or non-ablative RF technique. The exclusion criteria were as follows:
(1) systematic reviews, literature reviews, theses, dissertations and annals of
scientific events; and (2) studies that described other techniques, such as

transurethral RF and surgeries.
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Search strategy

An online bibliographic search was performed on August 3, 2020, in the
following databases: Embase, Pubmed, Pedro, Web of Science, Scopus and Lilacs.
In addition, a manual search was made on the references of studies published on the
subject. The complete search strategy used in Pubmed can be seen in Table 1.

There was no limit on year of publication or language.

Study selection and data extraction

The searches were carried out by two independent researchers who pre-
selected the studies by reading the titles and abstracts. When necessary, a third
examiner acted as tiebreaker. The entire selection was blinded. Afterwards, the texts
were read in full to select the studies according to the pre-defined outcomes: reduced
Ul and improved SF and QoL. Data extraction and filling in of the Downs & Black
Scale (19) (Appendix A) was performed by the same two independent researchers.
Afterwards, they crossed their data to check for any disagreements, and a third party

made any necessary adjustments.

Methodological Quality Assessment

The quality of the studies included in the review was assessed using the
Downs & Black scale (19). This scale has 27 items that assess the following
domains: Reporting, External validity, Internal validity - Bias, Confounding
variable/Selection bias, and Power. The Downs & Black scale (19) is considered as
“Methodologically Strong” and, in the end, is more flexible than others, since it allows
assessing the credibility of a larger number of study models. It makes it possible to
point out the strengths and weaknesses of studies. Studies with a final score above
80% of the maximum score were considered to be methodologically strong; scores
between 80-60% were considered moderate, and those below 60% were considered
methodologically unsatisfactory. In this study, all questions were answered for the

articles that were designed as clinical trials.
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RESULTS
Study description

With the search strategy, 4031 studies were found. Thirteen met the eligibility
criteria and were included in the review, as described in Table 2. Figure 1 shows the
flowchart of the selected studies, while Graph 1 shows the final scores of the Downs

& Black Scale (19), and the articles are described on Tables 2 and 3.

Methodological assessment

Regarding the scores of the Downs & Black Methodological scale (19), the
final sum can go up to 28 points, which represent 100% of the score. The 13 studies
included in this review had varying scores and final percentages ranging from
39.28% to 78.57%. The following studies obtained scores below 60%, and are thus
considered of low methodological quality: Allan et al. (2020) - 6 months; Allan et al.
(2020) - 12 months; Caruth et al. (2018); Wilson et al. (2018), Kamilos & Borrelli
(2017); Clark, Zeljka (2017), Lalji & Lozanova (2017); and Fistonic et al. (2016). The
five remaining studies — Krychman et al. (2018); Lordelo et al. (2017); Lordelo et al.
(2016); Sekiguchi et al. (2013); Millheiser et al. (2010) — had moderate
methodological quality (>60%), as described in Graph I.

The methodological criteria that were most failed were (1) omission of the
characteristics of the participants lost during the study follow-up and, when reported,
no statistical calculations to define whether these losses were relevant or not; (2) the
lack of correct measurement of adverse effects, with some studies reporting no
adverse effects without describing the instruments used for verification; (3) absence
of randomization and blinding for patients, therapists and evaluators, impairing
internal validity and representing a confounding factor; (4) data dredging and
omission of patient recruitment factors and period also affect the internal and external
validity of the studies; (5) the low statistical quality, with some studies not reporting
standard deviations and several not presenting a sample calculation to define the

sample.

The studies included in this systematic review were published in the last 10
years (2010 to 2020). It was observed that only in the last five years there was an

increase in research on the topic, as can be seen in the studies description in Table
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2. The total number of participants in the thirteen studies was 398 women. Their
average age was very heterogeneous, ranging from 37 to 53 years, with the
exception of the study by Kamilos & Borrelli (2017), which did not inform the age
range of the participants.

The post-intervention follow-up time for reassessment of participants varied
between studies, ranging from immediately after, 8 days, 30 days, 60 days, 90 days,
120 days, up to 360 days, as outlined in Table 2. Another relevant factor found was
the difference between the devices used in the research. RF devices of seven
different models were used, as described in Table 2: RF system Viveve, RF Votiva,
ThermiVa (Thermi), Wavetronic 6000 Touch with Megapulse HF FRAXX, Spectra G2
Tonederm, BTL Exilis System, BTL, and Tecatherap-VIP.

The number of groups in the studies, likewise, varied considerably, with the
studies by Wilson et al. (2018); Kamilos & Borrelli (2017); Lordelo et al. (2017); Clark
et al. (2017); Lalji & Lozanova (2017); Fistonic et al. (2016); Sekiguchi et al. (2013);
and Millheiser et al. (2010), only assessing one intervention group. The studies by
Allan et al. (2020), 6 and 12 months of follow-up, as well as Krychman et al. (2018)
and Lordelo et al. (2016) assessed two groups; and only the study by Caruth et al.

(2018) assessed three groups that received RF treatment.

The number of sessions was also very heterogeneous across studies, with
Krychman et al. (2018); Caruth et al. (2018); Sekiguchi et al. (2013); and Millheiser et
al. (2010), administering only one RF session. The studies by Allan et al. (2020), with
6- and 12-month follow-up, assessed two groups: G1 received only one RF
application, and G2 received two. The studies by Wilson et al. (2018); Kamilos &
Borrelli (2017); and Lalji & Lozanova (2017), administered three RF sessions. The
studies by Clark, Zeljka (2017) and Fistonic et al. (2016) administered four
applications. The two studies of the Brazilian research group Lordelo et al. (2016 and
2017) administered five to eight RF applications.

Regarding the first assessment, the studies by Allan et al. (2020); Allan et al.
(2020); Kamilos & Borrelli (2017); Lordelo et al. (2017); Sekiguchi et al. (2013); and
Millheiser et al. (2010), reported carrying out an initial interview, with only the studies
by Lordelo et al. (2017); Sekiguchi et al. (2013); and Millheiser et al. (2010)

performing a physical examination.
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The following instruments were used by the studies for the outcomes

assessed in this systematic review, as described in Table 2: (1) To assess Ul and

measure its response after treatment, the following instruments were used:

Urogenital Distress Inventory-6 (UDI-6); Incontinence Impact Questionnaire-Short
Form (lIQ-7); International Consultation on Incontinence Modular Questionnaire-
Urinary Incontinence-Short Form (ICIQ-UI-SF); Pad test; and voiding diary. (2) To

assess improvements in QolL, the following were used: World Health Organization

Quality of Life (WHOQoL-BREF) questionnaire, Urogenital Distress Inventory-6 (UDI-
6), and International Consultation on Incontinence Modular Questionnaire-Urinary

Incontinence-Short Form (ICIQ-UI-SF)._(3) To assess the response for SF: Female

Sexual Function Index (FSFI); Modified Female Sexual Function Index (mv-FSFI);
Female Sexual Distress Scale-Revised (FSDS-R); and, in the study by Millheiser et
al. (2010), the researchers developed a questionnaire to assess sexual satisfaction:

the Millheiser Sexual Satisfaction Questionnaire (SSQ).

Regarding the impact of RF treatment for SUI on women’s SF and QoL, the

results of the studies included in this SR will be described below.

Radiofrequency and urinary incontinence

Among the articles included in this systematic review, only six used the RF
technique to observe the response of Ul, and all reported improvements after
intervention: Allan et al. (2020); Allan et al. (2020); Caruth et al. (2018); Wilson et al.
(2018); Lordelo et al. (2017); and Lalji & Lozanova (2017).

The studies by Allan et al. (2020; 2020), which used the Pad Test for
reassessment after the application of RF between the periods of 1, 6 and 12 months,
described a >50% decrease in the weight of the pad, in both groups, with more than
60% of participants confirming this development after the technique. Corroborating
the findings described above, in the research by Lordelo et al. (2017) there was a

significant reduction in the weight of the pad after 3 months (p=0.028).

Likewise, the studies by the research group Allan et al. (2020; 2020), which
used the voiding diary technique, identified a >50% reduction (this value being

considered significant) in urinary leakage 6 and 12 months after the intervention; after
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this period, about 50% to 65% of participants in both groups reported this

improvement.

To assess the response through the use of specific Ul questionnaires, the
studies by Allan et al. (2020), Caruth et al. (2018) and Lalji & Lozanova (2017) used
the ICIQ-UI-SF questionnaire to assess Ul over the course of treatment. In the
research by Lalji & Lozanova (2017), after 30 days it was possible to verify a
significant decrease both in the frequency and in the volume of urine losses (p
<0.001), as well as in how much Ul interfered in the participants’ lives (p <0.05),
since this questionnaire assessed, in addition to the type of Ul, how much it impacts
QoL. In the research by Allan et al. (2020) with a 6-month follow-up, the final score
needed to be reduced by 2.52 points to be considered significant, and both groups
managed to achieve this. In the study that investigated the response after 12 months,
only the group that received two applications (G2) maintained this reduction of at
least 2.52 points.

The studies that used the UDI-6 questionnaire considered final scores with a
reduction of at least 11 points as significant outcomes. In the study by Allan et al.
(2020) with a 6-month follow-up, after 30 days of the intervention, only the group that
received two sessions managed to reach the minimum value; however, after

reassessment at 6 and 12 months, both groups had outcomes considered significant.

In the evaluation of the 11Q-7 questionnaire in the studies by Allan et al. (2020),
both groups reached the minimum reduction in the final 16-point score in the 6-month
reassessment period. However, only the group that received two RF sessions was

able to maintain significant gains after 12 months.

Radiofrequency and sexual function

Sexual function was the most assessed outcome among the 13 articles and
the most often used questionnaire was the FSFI. The study by Krychman et al.
(2018) observed an improvement in the treatment group, evolving from non-
functional (initial score <26.5) to functional (final score> 26.5) compared to the
beginning of the sessions, and the control group did not achieve significant

improvements, remaining below <26.5. In this same questionnaire, there was an
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improvement in the domains of arousal, lubrication and orgasm (p = 0.05) after six

months of RF application.

Likewise, the study by Clark et al. (2017) found improvement in the following
domains of the FSFI questionnaire: desire, lubrication, arousal, orgasm and
satisfaction, with p<0.001 at the end of the reassessment. Only the “pain” domain did

not reach p<0.05 after 12 months.

The study by Wilson et al. (2018) found a significant improvement, after 120
days, in scores related to arousal (p = 0.01); lubrication (p = 0.01); orgasm (p = 0.02);
and satisfaction (p = 0.03); in the other domains, there were no significant changes.
Likewise, the findings of the study by Kamilos & Borrelli (2017) showed an
improvement of p=0.0065 in the final FSFI score, reaching p<0.05 in the following
domains in the reassessment: desire, lubrication, satisfaction and pain; the arousal
and orgasm domains did not improve significantly. The participants also reported
satisfaction with the treatment that varied from 29%-100% over the course of

applications.

In the articles by Lordelo et al. (2017) and Fistonic et al. (2016), the final
average in the FSFI reached p <0.001. When assessing each domain separately, the
research by Lordelo et al. (2017) reached p<0.05 in the domains of arousal and
satisfaction, with no improvement observed in the other domains. In the study by
Fistonic et al. (2016), the improvement was described in five of the domains, which
reached p <0.05; only the “pain” domain did have significant improvements
(p=0.061).

Corroborating these findings, the study by Lordelo et al. (2016) found an
improvement in the final FSFI score and in the domains of sexual satisfaction (p
<0.05) and arousal (p <0.05) for the treatment group. In the research by Sekiguchi et
al. (2013), the 5 domains (arousal, lubrication, orgasm, satisfaction and pain)
reached p=0.002. Only the “desire” score (p=0.310) was not improved at the 6-month

reassessment.

In the study by Millheiser et al. (2010), the final score of the mv-FSFI and the
domains desire, lubrication, arousal, orgasm and satisfaction, had p<0.001 six
months after the intervention; the “pain” domain presented p>0.05. In this same

study, when assessing satisfaction using the SSQ questionnaire, significant
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improvement (p<0.05) was observed after three and six months. In addition, the
study observed a significant improvement in the final score of the FSDS-R

guestionnaire (p=0.03) after six months.

Radiofrequency and quality of life

Only the studies by Allan et al. (2020), Caruth et al. (2018) and Kamilos &
Borrelli (2017) assessed QoL after RF applications, and QoL is directly linked to
urinary and sexual changes. The reassessments carried out at 6 and 12 months by
the studies of Allan et al. (2020) found significant improvements according to the
UDI-6 and ICIQ-UI-SF questionnaires, which assess QoL, after 30 days. In both
guestionnaires, this improvement was maintained after 6 months only in the group
that received two sessions of RF. Likewise, the study by Caruth et al. (2018) reported
an improvement in QoL. According to the ICIQ-UI-SF questionnaire, more than
64.6% of the participants noticed an improvement after the RF applications. The
ICIQ-UI-SF questionnaire applied by the study by Lalji & Lozanova (2017) showed a
significant improvement in QoL (p <0.05) after 30 days of treatment. The study by
Kamilos & Borrelli (2017) used the WHOQOoL-BREF questionnaire to measure the
impact of the use of RF on QoL, only finding a significant difference in the score
related to health (p=0.04).

The heterogeneity of the instruments used to verify the outcomes and of the
intervention protocols used in the 13 studies made it impossible to carry out a meta-

analysis.

DISCUSSION

The aim of this study was to conduct a systematic review on the use of RF to
reduce Ul and improve the SF and QoL in women with SUI. The 13 selected articles
were heterogeneous in several aspects: in the equipment model used, in the
treatment protocols, in the follow-up time, as well as in the instruments used to

assess the outcomes.

The 13 studies included in the present research evidence an increasing trend

in the last 5 years of use of the RF technique for the treatment of Ul and SF.
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Radiofrequency has been used for therapeutic purposes since 1920, in surgical
ablations, and since 2002 in the field of aesthetics (20). It was only later that RF
started to be used for the treatment of genitourinary disorders, due to its direct action
in collagen remodeling (18). Given this response, the use of RF in the treatment of
SUI, SF and QoL has been the subject of several studies, since the tissues involved
in urinary continence and sexual function are support structures rich in collagen and
elastin (21)(22).

The present systematic review identified a great heterogeneity in the mean
age of study participants, from 37 to 53 years old. This can interfere with the final
response to treatment, as some participants could be menopausal. The literature
describes that age is a risk factor for the onset of Ul and worsening of SF (23)(24).
The EPINCONT study (2013) (25) followed a group of women for eleven years and
found a 16% relative increase in the prevalence of Ul with age. This worsening of
symptoms, according to authors Garcia-Segura et al. (2007) (25,26) and Rosa e

Silva et al. (2006) (27) are directly linked to changes caused by aging.

With advancing age and hormonal changes due to menopause, several
systems in the body end up suffering, and the lack of estrogen induces repercussions
in several target systems, including the genitourinary system (28)(29). According to a
study by Khoudary et al. (2020) (30), vaginal dryness was one of the main complaints
related to menopause, with about 19% of women reporting this symptom, which
causes pain during sexual intercourse. However, such changes were not associated
with a decrease in estrogen levels. In this same article, the reduction of circulating
estrogen levels could not be associated with a higher incidence of Ul, as it was only

linked to aging, weight gain and diabetes (30).

Some studies included in this systematic review used RF to improve SUI,
although currently the first suggested line of treatment for SUI is PFMT (31), as
described by authors Radziminska et al. (2018) (32) and Lopez et al. (2019) (33).
PFMT requires good adherence and commitment to the proposed exercises, which
ends up being the biggest barrier, since many women do not adhere well to home
exercises, as they end up forgetting to perform them. Another point of contention are
the expectations of immediate results when undergoing a conservative treatment
(34)(35).
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Radiofrequency is an alternative treatment, as it requires fewer sessions, and
the patient does not need to perform any home activities. According to the studies by
Allan et al. (2020) with a 6- and 12-month follow-ups, included in this review, RF
protocols had a significant improvement in the reduction of SUI, even in the group
that received only one session.

According to the articles included in this review, RF was more often used to
improve sexual function. The studies by Krychman et al. (2018), Wilson et al. (2018)
and Millheiser et al. (2010) found a significant improvement in the final scores after
the sessions, as well as up to 90 and 180 days after the interventions.

There are still few studies on the effects of Ul on sexual function, although it is
estimated that patients with Ul have greater complaints and worse scores in the
guestionnaires that assess sexual function (36). The study by Su C-C et al. (2015)
(37) found that Ul, regardless of type, was associated with a mild worsening in SF,
independently of other associated risk factors. When assessing the individual
domains of the FSFI questionnaire, the types of Ul had different final scores. UUI
affected the following domains: lubrication and pain during sexual intercourse. MUI
was related to lower sexual satisfaction, while SUI was not associated with worsening

final scores in individual domains (37).

Other factors that may be related to a decrease in the scores of the
guestionnaires that assess sexual function are negligence and discontent with the
appearance of the sexual organ (38). Women with Ul tend to neglect their sexual
organ, as it is responsible for negative feelings such as fear, anguish and shame
(39). As age increases, there are changes in the appearance of the vulva, since it
also responds to the aging process, losing tissue trophism, as well as increasing

complaints of urinary loss (40).

Due to these changes, in many cases, women show dissatisfaction with the
external appearance of their vulva, which negatively affects their body image
(41)(42)(43). This review found that an improvement in genital image positively
affected the sexual function of the participants when assessed through specific
guestionnaires, since the following studies observed improvement in the appearance
of the vulva with the use of RF: Caruth et al (2018); Wilson et al. (2018); Clark et al.
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(2017); Lordelo et al. (2016); Fistonic et al. (2016); Sekiguchi et al. (2013); and
Millheiser et al. (2010).

Fear of urine loss during sexual intercourse, as well as the fear of smelling of
urine, are anxiety-inducing factors in women with Ul (44). As a result, many end up
avoiding sexual contact (45). Although Ul and its implications on SF do not directly
put women’s lives at risk, they are conditions that can have serious social,
psychological, physical and economic implications, often negatively affecting
women’s QoL (46—49)(50).

Of the 13 studies included in the present review, only the following authors
measured the impact of Ul on QoL: Allan et al. (2020) 6 months; Allan et al. (2020)
12 months; Kamilos & Borrelli (2017); Caruth et al. (2018); and Lalji & Lozanova
(2017). The other studies assessed responses to treatment focusing more on SF and
not on QoL. Assessing QoL in studies is important, as it can observe whether the
complaint is generating negative changes, as well as whether the treatment helps to
improve people’s QoL (51). The International Continence Society suggests that
studies use a questionnaire that measures QoL whenever they assess Ul
(51)(51,52).

The use of RF as a technique for the treatment of Ul and for improving SF and
QoL is interesting, since in the present review patients mentioned being satisfied with
the technique in the studies by Wilson et al. (2018); Kamilos & Borrelli (2017);
Lordelo et al. (2017); Lalji & Lozanova (2017); Lordelo et al. (2016); and Millheiser et
al. (2010). Similarly, the following studies described that the technique was well
tolerated and had few side effects: Caruth et al. (2018); Clark et al. (2017); Lalji &
Lozanova (2017); Lordelo et al. (2016); Fistonic et al. (2016); and Millheiser et al.
(2010). Corroborating the findings, other studies have shown the need for techniques
with good acceptance and few side effects, as this is a way for patients to maintain
treatment (53).

The limitations of this systematic review have to do with the small sample size
of each study, as well as the heterogeneity in the assessment instruments, protocols
and equipment used. Likewise, no comparison was made with the standard treatment
used for Menopausal Urogenital Syndrome, not an adequate analysis of the
treatment’'s costs and benefits. Studies need to present more robust statistical


https://paperpile.com/c/HTC2Me/fQfo
https://paperpile.com/c/HTC2Me/ETBK
https://paperpile.com/c/HTC2Me/VgP8+5EyL+ctXI+7KvO
https://paperpile.com/c/HTC2Me/imrX
https://paperpile.com/c/HTC2Me/DWEy
https://paperpile.com/c/HTC2Me/DWEy
https://paperpile.com/c/HTC2Me/DWEy+0XWA
https://paperpile.com/c/HTC2Me/geAm

52

analyses so a meta-analysis can be carried out, because in view of the
aforementioned divergences, this was not possible, and only a systematic review

could be performed.

CONCLUSION

The systematic review failed to prove that radiofrequency can be
recommended as an effective and safe technique for the treatment of SUI and for
improving SF and QoL, despite individual results presented by the articles, in several
aspects, showing statistically relevant improvements.

It is believed that because this technique has only recently started being used
in clinical practice to reduce Ul and improve SF and QoL in women with SUI, further
research is necessary with criteria and instruments well defined by the societies of
professionals trained to use these devices. Also, it would be ideal to conduct trials
that use tissue assessment methods, which can explain more clearly and objectively
what are the mechanisms related to changes in target tissues that justify the use of
RF.

Another important development in the use of the RF technique for the
treatment of SUI would be comparing it to PFMT, which is considered the gold
standard as a treatment, in order to perhaps combine both techniques and have one

more treatment to avoid surgical interventions.

Further studies with better randomization, larger population samples, as well
as more homogeneous measurement protocols and instruments are still needed to

allow the performance of meta-analyses and obtain more effective responses.
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Table 1. Complete PubMed Search strategy

#1 (Women[mh] OR Women[tw] OR Woman[tw] OR Girl[tw] OR Women's Healthmh] OR
Female[mh] OR Female[tw])

#2 (Radiofrequency Therapy[mh] OR Radiofrequency[tw] OR Radio Frequency[tw])

#3 (Urinary Incontinence[mh] OR Urinary Incontinence[tw] OR urine incontinence[tw] OR

urine leakage[tw] OR urinary leakage[tw] OR Sexual Dysfunction, Physiological[mh] OR
Sexual Dysfunction[tw] OR Sexual Disorder[tw] OR Sex Disorder[tw] OR sexual

function[tw] OR Quality of Life[mh] OR Quality of Life[tw] OR Life Quality[tw])

#4

#1 AND #2 AND #3




Table 2. Characteristics of the studies

Author/ Country Study SaArgzle/ Foﬂgw- Goal Equipment Instruments Intervention
One-hour pad test
Urogenital Distress Inventory-6
) (UDI-G.) G1: One session.
Allan et al. To assess the efficacy Incontinence Impact ) .
. . G2: Two sessions.
(2020) 29 and safety of a non- Questionnaire-Short Form (11Q- L . L
. . Application in the vaginal introitus
Canada and RCT G1:42.9 6 ablative, cryogenics- Viveve System 7 in four quadrants, with five
USA G2:46.5 months | cooled monopolar RF y International Consultation on . q. ) )
. applications in each location (total
Mean (CMRF) treatment for Incontinence
. . . of 25 pulses/quadrant). Total of
SUL. Modular Questionnaire-Urinary 290 pulses at 90 J/cm?
Incontinence-Short Form (ICIQ- P ’
UI-SF)
7-day voiding diary
One-hour pad test G1: One session.
Urogenital Distress Inventory-6 G2: Two sessions.
35 (UDI-6) 1- Total of 220 pulses at 90 J/cmz2.
) To assess the efficacy Incontinence Impact Area was divided into quadrants of
Allan et al. Gl:41 ) . L
(2020) [4.6] and safety of a non- Questionnaire-Short Form (11Q- the vaginal introitus.
- 12 ablative, cryogenics- . 7) 2- Each quadrant was treated with
Canada and RCT G2:46.1 Viveve System . . . . L
months | cooled monopolar RF International Consultation on five consecutive applications from
USA [9.2] - ) )
(CMRF) treatment for Incontinence five pulse locations for a total of 25
Mean/ . . .
sD SULI. Modular Questionnaire-Urinary pulses per quadrant.
Incontinence-Short Form (ICIQ- 3- The remaining 20 pulses were
UI-SF) distributed equally in quadrants
7-day voiding diary one and four.
TG: Treatment group.
CG: Control group.
1- GT: application of CMRF at
Krychman et al. 108 . ) pplication o %
. To assess the impact J/emz,
(2018) GT:40.1 . . . .
Canada and ce: of a cryogenics-cooled Female Sexual Function Index | 2- GC: non-therapeutic energy
USA RCT 20 1 30-90- monopolar RF (FSFI) dose of 1 J/cm2.
Me;an 180 treatment for vaginal Viveve System 3- Both groups received outpatient
days laxity, on SF domains. treatment of up to 110 pulses.

4- A treatment with less than 80
pulses was considered a partial




treatment, requested to remain
until the follow-up of one month.

To assess the safety

Vaginal Symptoms
questionnaire (ICIQ-VS)

G1: 16-20 minutes internally in the
vaginal canal and 8-10 minutes in

and effectiveness of a RF (Votiva, | Pelvic Floor Impact the external region (labia).
Caruth et al. . 30 . InMode  MD | Questionnaire (PFIQ-7) G2: 10-12 minutes in the vaginal
Prospective continuous and . : . .
(2018) . 48.6 60 days ) Ltd., Lake | International Consultation on canal and 5-6 minutes in the
. multicentre fractional RF system - . . . .
Not informed Mean for vaginal Forest, CA, | Incontinence Questionnaire — external region (labia).
re'uvegnation USA) Urinary Incontinence Short Form | G3: 6-8 minutes in the vaginal
d ’ (ICIQ-UI SF) canal and 3 minutes in the external
Pictures region (labia).
1- Three treatments of standard
- TTCREF protocol, 4-week intervals.
To assess the clinical . S .
. . Pictures 2- Application in the vaginal canal
and histological . . ) . ’
Wilson et al 10 chanaes induced b Vulvovaginal Laxity and labia majora and minora, for
(2018) ' cT 43.6 10-30- vuIvog\]/a inal y ThermiVa Questionnaire (VVLQ) 3 to 5 minutes, with a total
. [12.6] 60-120 g (Thermi) Millheiser Sexual Satisfaction treatment time of 30 minutes.
USA prospective transcutaneous . . .
Mean/ days Questionnaire (SSQ) 3- The target temperature setting
temperature controlled .
SD Female Sexual Function Index | was 42°C to 45°C.
RF (TTCRF).
(FSFI)
1-Th licati inth
To assess the clinical . . ree app |cf51t|on.s nt .e
response of patients Wavetronic vagina/vaginal introitus, with
witEs m torzs of 6000 Touch World Health Organization intervals of 28 to 40 days.
. . y -p with Quality of Life (WHOQoL-BREF) | 2- Sequential application was
Kamilos e genitourinary ) ;
. 14 Megapulse HF | Female Sexual Function Index performed on the vaginal walls.
Borrelli CT syndrome of . S
. Not Post FRAXX (Loktal | (FSFI) 3- In the vestibule, the application
(2017) prospective | . menopause after . . ) - L
) informed - ; Medical International  Consultation on | was limited to the vaginal introitus,
Brazil application of micro- . . . . . . . o .
. . Electronics, Incontinence  Questionnaire - | without including clitoris, clitoral
ablative fractional RF = ; o
. Sé&o Paulo, Vaginal Symptoms (ICIQ-VS) hood and labia minora.
to the vagina and . .
L . Brazil) 4- Procedure time was 15 to 20
vaginal introitus. .
minutes.
1- Five weekly sessions.
To assess the clinical 2- The active electrode was placed
10 response and adverse Non-ablative in the urethral meatus and moved
Lordelo et al. 53.1 30-60 effects of the use of RE device Oxford scale in circles, being removed regularly
(2017) RCT [7.1] RF in the urethral One-hour pad test to check the temperature.
; 90 days (Spectra G2 ; . . .
Brazil Mean/ meatus for the Tonederm) Likert scale (satisfaction) 3- Temperature was monitored
SD treatment of SUl in with infrared thermometer. After
women. reaching 39-41°C, the movements
were maintained for 2 min.
Clark, Zeljka RCT 19 Immedia | To assess the safety Monopolar RF | Pictures 1- Four 20-minute weekly
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(2017) 47 [7.6] te-12 and efficacy of an RF (Exilis System, | Female Sexual Functioning sessions.
Africa Mean/ months | device for the BTL Industries | Index (FSFI) 2- Initial power set to 90 points and
SD treatment of labia Inc., Boston, 100% service factor.
laxity and for the MA, USA) 3- Application in the pubic mount,
improvement of labia majora, clitoris, perineum and
female SF. vaginal introitus.
1- Three sessions, once a week.
2- Extra-vaginal and intra-vaginal
. . treatment.
. To assess the Monopolar RF | International Consultation on . .
Lalji e 27 ) - - . . 3- For intra-vaginal treatment, the
effectiveness and (Exilis Ultra Incontinence Questionnaire - _— )
Lozanova 44.78 ) ) ) initial power was defined as 30
CT safety of an RF device 360, BTL Urinary Incontinence Short Form ) )
(2017) . [10.04] 30 days . points and 80% of the service
prospective for the treatment of Industries Inc., | (ICIQ-UI SF)
USA and Mean/ - } . ) . factor.
) SUl and vulvovaginal Boston, MA, Vulvovaginal laxity questionnaire .
Bulgaria SD laxit USA) (WLQ) 4- For extra-vaginal treatment, the
Y- initial power was set at 90 points
and a 100% service factor on the
labia majora.
1- Eight sessions with a 7-day
interval between them.
2- Application on the labia majora.
3- Heat level was monitored
verbally and using an infrared
digital thermometer.
43 To assess clinical 4- When the temperature reached
GT:41.7 responses to the use Tecatherap- . 39-41°C, intensity was reduced by
Lordelo et al. . . Pictures .
1 of non-ablative RF in VIP . 2 points and the procedure was
(2016) RCT ; 8 days - Female Sexual Function Index S .
Brazil GC:46.6 female external (Eletromedicin (FSFI) maintained for 2 min.
8 genitalia and its effect a, Argentina) 5- The treatment protocols for the
Mean on SF. control group were identical,
differing only in relation to the RF
device, which was turned off.
6- A heated water-soluble gel was
used to blind the participants.
1- Four sessions, with an interval
To assess the safety RF (Exilis of 1 week between.the.m )
19 ) . 2- The area of application was
. . and efficacy of a Protege Pictures . ) . .
Fistonic et al. 44.6 . . _— divided into five zones (right and
monopolar RF device IntimaR, BTL | Female Sexual Functioning .
(2016) Cobhort study [8.6] 30days | . . left side). Each area was treated
Croatia Mean/ in the treatment of Industries Inc., | Index (FSFI) for 4:30 minutes
sb labia tissue and in Boston, MA, | Visual Analogue Scale (VAS) ) '
improving labia laxity. USA)

3- The initial parameters were
90W power with continuous
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energy emission (100% service
factor).

4- During the treatment, a
temperature of 40-43°C was
reached.

To verify whether
monopolar RF applied

Female Sexual Function Index

1- One session.

2- Applied to the mucosal surface
of the vaginal opening.

3- The area was treated with RF
energy pulses at 0.5 cm overlap

. . 30 tothe mugosa.l surface RF (Viveve (FSFI) intervals. The duration of each
Sekiguchi et al. 42.9 [30- of the vaginal introitus . . .
CT 1-3-6-12 ) . Vaginal Laxity | Female Sexual Distress Scale- pulse was 7.5 seconds.
(2013) . 52] can improve tissue . .
prospective months ) RF Therapy Revised (FSDS-R) 4- The process was repeated until
Japan/USA Mean/ and increase sexual . . . )
) . System) Vaginal Laxity and Sexual | the entire area was treated five
SD satisfaction, and . . . . ) . .
Satisfaction Questionnaires times, each with 21 overlapping
assess the safety of .
; . pulses or up to a maximum of 105
this technique.
pulses.
5- The average duration of the
treatment was 26 minutes (20-30).
To assess the safety
and tolerability of the
use of RF to treat 1- One session. The first three
vaginal laxity after subjects were treated with an
i I i 2
By vaginal delivery. Modified Female Sexual energy level of 60 joules per cmz,
phone Secondary goal: to . and in the absence of adverse
24 Function Index (mv-FSFI)
I (2-10-60 | use new ) . events, the next three progressed
Millheiser et al. cT 37 [27- days) Lestionnaires to RF (Viveve, Female Sexual Distress Scale- t0 75 ioules per cmz. followed b
(2010) rospective 44] Iﬁ Zssess the Inc, Palo Alto, | Revised (FSDS-R) 90 'otjles e?cm2 fo’r the remairzn
USA prosp Mean/ - , CA, USA) Vaginal Laxity and Sexual J . P 9
person participants . . ) A 18 subjects.
SD . Satisfaction Questionnaires ) .
(1-3-6 perception of (designed for the study) 2- 30-minute session.
months) | subjective 9 . 3- Applied to the vaginal and
improvements hymenal circumference, avoiding

regarding changes in
vaginal introitus and
SF.

the urethra.

SD: standard deviation; CT: clinical trial; RCT: randomized clinical trial; G1: Group 1; G2: Group 2; CG: Control group; TG:
treatment group; p: value with statistical significance.
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Table 3. Outcomes & conclusions of the included articles

62

Outcomes

Author Groups Conclusion
After 6 months there was a decrease in grams lost in both groups (G1: 68%; G2: 61.5%);
according to the results average, 73% of the individuals had improvements.
Allan et al. 5 In the UDI-6 and ICIQ-UI-SF questionnaires, all measures related to SUI showed The treatment proved to be promising as a viable option for patients
(2020) improvements for both groups, with G1 having higher composite scores than G2. seeking non-surgical and minimally invasive treatments for SUI.
In the voiding diary after 6 months, 80% of individuals reported fewer episodes of urine loss.
In addition, some reported having managed to return to physical activities.
G1 < G2 Age and BMI.
Pad test: after 12 months, both groups reduced their Ul by more than 50%. Cure rate: G1:
75%.’ and‘GZ: 54%. . . . There was no benefit from a second CMRF treatment session in six
Allan et al. Voiding diary: both groups reported improvement of at least 1 episode of urine loss a day weeks.
(2020) 2 after 12 months (64%). The procedure proved to be promising as another option for patients
Significant improvement of 11 points in the UDI-6 and 2.52 points in the ICIQ-UI-SF, after . ) .
looking for more effective and non-surgical treatments for SUI.
one month.
Final mean scores for 11Q-7 and ICIQ-UI-SF: G1 did not meet the minimum clinically
significant reduction in 12 months; G2 had this improvement in all measures.
Subjects who received the treatment showed greater overall improvement in FSFI than those
in the control group. . . R .
Krychman et The average total FSFI score for the TG improved from sexually “dysfunctional” to A s‘mgle non-aplatlve CMRF t.reatme.nt significantly improved overal
al. (2018) 2 “functional” at 1, 3 and 6 months after the intervention, while the average total FSFI score for SFin womep with SD and‘vagma.l laxity. .
. P . ” ) TG showed improvement in the six domains compared to the CG.
the CG did not reach sexually “functional” status at any time.
The GT improved in all areas, with more noticeable arousal and orgasms.
For all parameters assessed in the four questionnaires, a significant improvement was found | RF can be used safely and successfully to treat various vaginal
in the 2-month follow-up compared to the baseline (p <0.001). symptoms, including sexual issues and Ul.
The percentage improvement for all subjects in the following scores was: 50.6% (vaginal Treatment was safe and well tolerated.
Caruth et al. 3 symptoms), 72.1% (sexual issues), 64.6% (quality of life), 61.2% (pelvic floor impact), 62.7% | There were improvements in all results and treatment times.
(2018) (incontinence impact) and 37.1% (ICIQ-UI SF score). There were no differences between applying RF for more or less time.
Skin color did not appear to affect the response to treatment.
New studies with longer application times and a greater number of
sessions may find improvements.
Vaginal laxity improved significantly after 120 days (p = 0.001). Vaginal rejuvenation with TTCRF resulted in improvements in VA,
Sexual satisfaction improved after 60 days (p = .001). VVL and sexual satisfaction without adverse events. Moderate
Improvement in vaginal atrophy (VA) after 120 days (p =. 048). improvements in OD and SUI.
Wilson et al. 1 Although orgasmic dysfunction (OD) and SUI have improved steadily, the improvement did | Clinical observations were supported by histological findings of
(2018) not reach statistical significance. neocollagenesis, neoelastogenesis and neoangiogenesis. The first

Histology revealed that collagen, elastin, vascularity and small nerve fibers increased in the
post-treatment.

report of possible neurogenesis related to TTCRF was observed.
Satisfaction with the results of the treatment was high.
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Regarding the FSFI, there was an improvement in the grand total (p = 0.0065).
In the ICIQ-VS, there was an improvement in five questions, with statistical significance in
the grand total (p = 0.0001).

Fractionated micro-ablative RF was effective in the treatment of

K;;:::ﬁ’ In the satisfaction questionnaire, it was observed that the majority felt cured or much better symptoms of vaginal dryness and dyspareunia, eliminating the use of
(29% and 64%, respectively; total of 92.6%) and were very satisfied or satisfied (43% and lubricants over the observed period.
(2017) A
57%, respectively; total of 100%).
The only patient who reported little improvement had been postmenopausal for 18 years.
Test paq after. the end of treatment (p = 0.028). The preliminary results of the study (phase 1) are promising.
Lordelo et al. One patient did npt retu.rn‘for rgassessment. . . The study showed that treating SUI with RF in the urethral meatus
90% reported being satisfied with the treatment result; only one patient reported being . )
(2017) . L had no adverse effects and reduced urinary loss in women.
dissatisfied.
Improvement in the overall score of the FSFI questionnaire after 30 days and after one year Results suggest that one or two treatments may be enough to achieve
(p <0.001). a very reasonable level of improvement in the treated conditions.
Significant increases in FSFI scores were observed in five domains (p <0.05), except for pain | Some patients feel that they would benefit from more than four
Clark (p> 0.05). sessions.
(2017) Eighteen of the 19 patients (94.7%) reported “moderate” or “excellent” improvement in vulvar | The results prove that monopolar RF is an effective and safe
appearance. alternative to existing treatment methods to improve labia laxity and
The doctor also identified “moderate” or “excellent” improvement. SF.
Improvement from 2-3 episodes of urine loss per day to 1 time a week after treatment, and
zero losses after 30 days.
Sixteen participants reported improvement in the amount lost; fifteen individuals reported
having no more losses after 30 days
Lalji; Twenty-four participants reported an improvement in quality of life, with seventeen reporting | The efficacy and safety of using monopolar RF for the treatment of
Lozanova that the problem no longer affected their quality of life. SUI and vulvovaginal laxity was demonstrated.
(2017) All results were statistically significant (p <0.05).
All subjects reported improvement in vaginal laxity.
93% of patients reported improvement in SUI.
There were no adverse effects.
As for the clinical improvement of labia majora laxity, there were differences between the TG
and the CG in relation to patient satisfaction after analyzing the photographs. It was concluded that RF improved satisfaction with the appearance
Lordelo et al. |I’.l the'assessment of satisfaction, the TG had better rates than the FZG (p =0.001). of external gen?talia. ' o .
(2016) Likewise, the TG had the best overall final score on the FSFI questionnaire (p = 0.03). It can be considered an alternative treatment for intimate aesthetics
In the intergroup analysis, no significant differences were observed in the general and and for SF.
domain scores of the FSFI between the groups before and after the RF sessions.
The average rate of improvement in vaginal appearance was 2.9 based on a four-point rating | Short-term positive results for the use of monopolar RF to treat laxity
Fistonié et al. scale (p <0.01?, and 92% of .the ratings were.of at least 2 points or. more. . . of the labia tissue. . . .
(2016) There was an improvement in all FSFI domains (p <0.01), except in the “pain” domain (p = The safety parameters of this RF system allow for high patient and
0.061). operator adherence.
Sexual function improved significantly over 6 months. The mean total FSFI score was 22.4 + | RF treatment was a well-tolerated and safe procedure that produced
. . 6.7 before treatment, and then improved to 26.0 + 5.8 in month 6 (p = 0.002), including better | subjective improvements in vaginal introitus laxity and improved
Sekiguchi et o . . o . Lo . -
al. (2013) scores in five of the six FSFI domains (p < 0.001 - < 0.01), except for “desire” (p = 0.310). sexual satisfaction in women after vaginal deliveries.

In the FSDS questionnaire, similarly, there was a significant improvement in one month,
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which was maintained over 12 months (p <0.001 - 0.002).
Subjects reported decreased vaginal laxity in the first month after the procedure (p <0.001),
with effectiveness maintained after 12 months (p <0.001).

Millheiser et
al. (2010)

In the first month, all subjects had improvements in the VLQ score compared to the pre-
treatment (p <0.001), which was maintained after 6 months.

The participants’ feelings of improvement according to the general assessment questionnaire
(GRA), likewise, correlated with the improvement observed in the VLQ, at 90 (r =0.79, p =
0.0027) and 180 days (r = 0.77, p <0.001).

52% reported improvement in vaginal laxity.

SSQ improved (p <0.05) over six months.

m-FSFI improved significantly (p <0.001).

In the FSFI questionnaire, the overall result was significant (p <0.05) in 5 domains, except
“pain” (p > 0.05), after 3 and 6 months.

The results of the RF treatment were well tolerated, maintenance after
6 months was excellent, and there was subjective improvement in
vaginal laxity after vaginal delivery.

G1: Group 1; G2: Group 2; UDI-6: Urogenital Distress Inventory-6; ICIQ-UI-SF: Urinary Incontinence Short Form; SUI: Stress urinary incontinence; BMI: Body
mass index; Ul: Urinary incontinence; 11Q-7: Incontinence Impact Questionnaire-Short Form; CMRF: Cryogen-Cooled Monopolar Radiofrequency Therapy;
FSFI: Female Sexual Function Index; CG: Control group; TG: Treatment group; SF: Sexual function; SD: Sexual dysfunction; RF: radiofrequency; VA: Vaginal
atrophy; OD: Orgasmic dysfunction; ICIQ-VS: Incontinence Questionnaire — Vaginal Symptoms; TTCRF: Transcutaneous temperature controlled

radiofrequency; VVL: Vulvovaginal laxity; VVLQ: Vulvovaginal laxity questionnaire; FSDS-R: Female Sexual Distress Scale-Revised; SSQ: Millheiser Sexual
Satisfaction Questionnaire; mv-FSFI: Modified Female Sexual Function Index.
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Graph I: Final scores and percentage values of the Downs & Black Scale.
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CONSIDERACOES FINAIS

Apesar da IUE ndo acarretar riscos para a vida dos individuos, ela pode afetar
de forma muito negativa a vida social, familiar e sexual das mulheres, sendo vista
como uma patologia que esta relacionada a piora da FS, refletindo de forma negativa
na qualidade de vida (QV) das mulheres.

O tratamento mais recomendado atualmente € o treinamento da musculatura
do assoalho pélvico, técnica que vem demonstrando bons resultados, porém
necessita de uma boa adesédo dos pacientes. Com o intuito de encontrar novas
técnicas para associar ou até mesmo substitui-la como primeira op¢ao no tratamento
da IUE,pesquisas sobre o uso da RF vém sido desenvolvidas.

Na presente revisdo sistemdtica, a RF ndo demonstrou eficacia estatistica
para justificar a sua utilizacdo como primeira linha de tratamento. Apesar de
apresentar resultados significativos nos estudos individuais, ndo foi possivel realizar
uma metanalise devido a heterogeneidade dos protocolos, nUmero de participantes,
maquinario utilizado, dentre outros fatores. Sao necessarios mais pesquisas com um

bom delineamento para que possa ser realizada uma metanalise.



ANEXO A — ESCALA DOWNS & BLACK - MODIFICADA PARA O PORTUGUES

Check list: DOWNS AND BLACK

. FORMA DE REPORTAR OS DADOS

Pontuacéo Artigo | Artigo | Artigo | Artigo

1 2 3 4

1. A hipotese/objetivo do estudo esta claramente descrita? (1) Nao

(2) Sim

2. Os desfechos que estdo sendo medidos estdo claramente descritos (1) Nao

na Introducdo ou na Metodologia? (Se os principais desfechos sao (2) Sim
mencionados pela primeira vez nos Resultados, a resposta deve ser “Nao”)

3. As caracteristicas dos pacientes incluidos no estudo estdo (1) Nao

claramente descritas? (2) Sim

(Em estudos de coorte e ensaios, os critérios de inclusdo e/ou excluséo
devem ser apresentados. Em estudos de caso-controle, a definicdo de caso
e a fonte dos controles devem ser apresentadas)

4. As intervencdes de interesse estao claramente descritas? (Os (0) Nao
tratamentos que serdo comparados estéo claramente descritos?) (1) Sim

5. Os principais fatores de confusdo estdo descritos? (Uma lista ou (0) Nao
tabela dos principais fatores de confusdo esta claramente descrita? Por | (1) Parcialmente
exemplo, os grupos estudados tém caracteristicas semelhantes? A amostra (2) Sim

foi randomizada?)

6. Os principais achados do estudo estdo claramente descritos? (O (0) Nao
leitor consegue checar as principais analises e conclusfes? Este item nao (1) Sim

inclui a estatistica, apenas se os achados foram descritos)

7. O estudo proporciona estimativas da variabilidade aleatéria dos (1) Néo
dados dos principais achados? (Na distribuicdo dos dados/resultados o (2) Sim
erro padréo, o desvio padrao ou intervalo de confianga foram reportados? Se
a distribuicdo dos dados ndo é apresentada, deve-se assumir que as
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estimativas usadas eram apropriadas e a questéo deve ser respondida como

“Sim”)
8. Todos os principais efeitos adversos que podem ser uma (0) Nao
consequéncia da intervencdo foram relatados? (Esta deve ser (1) Sim

respondida como “sim” se o estudo demonstra que houve uma tentativa
abrangente de medir os efeitos adversos do tratamento e uma lista deve ser
apresentada). SO RESPONDER SE FOR ENSAIO CLINICO!

9. As caracteristicas dos participantes perdidos foram descritas? (Esta (0) Nao
deve ser respondida como “sim” quando ndo houver perdas ou quando as (1) Sim
perdas durante o tratamento forem tdo pequenas que os achados nao
seriam afetados pela sua incluséo. Deve responder “ndo” quando o estudo
ndo apresenta o numero de pacientes perdidos durante o estudo) SO
RESPONDER SE FOR ENSAIO CLINICO!

10. Os intervalos de confianca de 95% e/ou valores de p foram (0) Nao
relatados para os principais desfechos, exceto quando o valor p foi (1) Sim
menor que 0,001? (Os valores de “p<0,05” foram relatados para os
principais resultados?)

VALIDADE EXTERNA:
Todos os critérios a seguir tém a intencdo de abordar a representatividade dos achados do estudo e se eles podem ser
generalizados para a populagdo de onde derivaram os sujeitos do estudo. As conclusdes do estudo podem ser generalizadas para a
populacdo de interesse? A amostra representa essa populacéo?

11. Os sujeitos chamados para participar do estudo foram | (0) N&o ou
representativos de toda a populacdo de onde foram recrutados? O | Incapaz de
estudo deve identificar a origem da populacdo dos pacientes e descrever | determinar
como os pacientes foram selecionados. Os pacientes seriam representativos | (1) Sim

de uma populacdo se fossem compostos por toda a populacdo de origem,
ou por uma amostra ndo selecionada de pacientes consecutivos, ou por uma
amostra aleatdria. Amostragem aleatéria sé € possivel quando ha uma lista
com todos os membros da populacdo. Quando um estudo ndo representa a
proporcao da populacdo de origem da qual os pacientes derivam, a questao
deve ser respondida como “incapaz de determinar”.
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12. Os sujeitos que foram preparados para participar da pesquisa foram | (0) Nao ou
representativos da populacdo inteira de onde foram recrutados? (A | Incapaz de
proporcdo daqueles que concordaram deve ser apresentada. Validagdo de | determinar
gue a amostra era representativa deveria ser incluida, demonstrando que a | (1) Sim
distribuicdo dos principais fatores de confusdo eram 0s mesmos da amostra

do estudo e da populacdo de origem)

13. A equipe, os lugares e as instalacbes onde os pacientes foram | (0) Nao ou
tratados, eram representativos do tratamento que a maioria dos | Incapaz de
pacientes recebe? (Para que se responda “sim” o estudo deve demonstrar | determinar
gue a intervengdol/tratamento era representativa da utilizada na populagéo | (1) Sim

de origem. A reposta deve ser “ndo” se, por exemplo, a
intervencaol/tratamento foi realizada em um centro especializado que nao

represente 0s hospitais onde a maioria da populacdo de origem
compareceria)

VALIDADE INTERNA: VIES

A validade interna de um estudo pode ser ameacada por varios fatores, incluindo erros na avaliacdo ou na selecédo de participantes
do estudo, cabendo aos pesquisadores considerar e evitar esses erros. Em uma pesquisa experimental em grupo, a validade interna
responde a pergunta: “Foi realmente o tratamento que causou a diferenca nos resultados dos sujeitos nos grupos controle e
experimental?” Da mesma forma, podemos perguntar: “Eu realmente acredito que foi o meu tratamento que causou uma mudancga

no resultado, ou poderia ter sido resultado de algum outro fator’?

14. Houve tentativa de que os participantes fossem cegados em relagéo
ao tipo de intervencdo que receberam? (Nos estudos em que oS
pacientes nao teriam nenhuma maneira de saber qual intervencao
receberiam, a resposta & “sim”). SO RESPONDER SE FOR ENSAIO
CLINICO!

(0) Nao ou
Incapaz de
determinar
(1) Sim

15. Houve tentativa de cegar os mensuradores dos desfechos a
respeito da intervencéo? (O avaliador final sabia qual o tratamento que o
participante recebeu?) SO RESPONDER SE FOR ENSAIO CLINICO!

(0) Nao ou
Incapaz de
determinar
(1) Sim

16. Se algum dos resultados do estudo foi baseado em “dragagem de
dados”, isto foi feito com claridade? Qualquer analise que nao tenha sido

(0) Nao ou
Incapaz de
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planejada no inicio do estudo deve ser claramente indicada. Se nenhuma
analise de um subgrupo que ndo estava planejada na metodologia foi
relatada, responda que “sim”.

determinar
(1) Sim

17. Em ensaios e estudos de coorte, as analises se ajustam para
diferentes tempos de acompanhamento, ou nos estudos de caso-
controle, o tempo que transcorre entre a intervencéo e o desfecho é o
mesmo para casos e controles? Quando o follow-up (tempo de
acompanhamento do estudo) for o mesmo para todos os pacientes do
estudo a resposta deve ser “sim”. Se diferentes comprimentos de follow-up
forem ajustados para, por exemplo, andlise de sobrevivéncia, a resposta
deve ser “sim”. Estudos em que diferengcas no follow-up sdo ignoradas a
resposta deve ser “nao”.

(0) Nao ou
Incapaz de
determinar
(1) Sim

18. Os testes estatisticos utilizados para avaliar os principais
desfechos foram apropriados? As técnicas estatisticas utilizadas devem
ser adequadas aos dados. Por exemplo, métodos ndo paramétricos devem
ser utilizados para amostras pequenas. Quando é realizada pouca analise
estatistica, mas ndo ha nenhuma evidéncia de viés (erro), a questdo deve
ser respondida sim. Se a distribuicdo dos dados (normal ou néo) nao é
descrita deve considerar-se que as estimativas utilizadas foram adequadas e
a questao deve ser respondida sim.

(0) N&o ou
Incapaz de
determinar
(1) Sim

19. A adeséao das intervencdes foi confiavel? Quando ndo houver adesao
ao tratamento estudado, a questao deve ser respondida com “nao”.

(0) Nao ou
Incapaz de
determinar
(1) Sim

20. As medidas dos principais desfechos (resultados) foram acuradas
(validas e confiaveis)? Para estudos onde as medidas do desfecho estédo
claramente descritas, a pergunta deve ser respondida com um “sim”. Para
estudos que se referem a outro trabalho ou que demonstram que as
medidas do desfecho séo acuradas/precisas, a questdo deve ser respondida
como “sim”.

(0) Nao ou
Incapaz de
determinar
(1) Sim

VALIDADE INTERNA — CONFUNDIMENTO (FATORES DE CONFUSAOQ)
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Confusdo é uma situacdo em que os efeitos de duas variaveis séo dificeis de serem separados um do outro, por exemplo, idade
materna e paridade como causas para baixo peso ao nascer. E a mistura de efeitos. Um pesquisador tenta mostrar associacéo de
uma exposigdo com um desfecho, mas na realidade acaba medindo o efeito de um terceiro fator, chamado de “variavel de
confusdo”. Para ser considerada como confusdo, a varidvel precisa estar associada com o desfecho, estar associada com a
exposicao sendo avaliada e ndo fazer parte da cadeia causal que liga a exposicdo ao desfecho. Exemplo: os primeiros estudos
sobre a seguranca em se usar pilula anticoncepcional relatavam um risco aumentado de infarto do miocérdio. Mais tarde esta
associacdo mostrou ser espuria, pois havia uma alta proporcdo de fumantes entre as usuéarias de pilula. Neste caso, o fumo
confundiu a relagéo entre pilula e infarto. Muitas das mulheres que escolheram usar pilula também escolheram fumar, e o cigarro
aumenta o risco de infarto. Embora os investigadores pensaram estar medindo o efeito da pilula, eles na verdade estavam medindo

o efeito “escondido” do cigarro entre as usuarias de pilula.

21. Os pacientes em diferentes grupos de intervencdo (ensaios e
estudos de coorte) ou em casos-controle foram recrutados da mesma
populacdo? Por exemplo, pacientes para todos os grupos de comparagcao
devem ser selecionados do mesmo hospital. A pergunta deve ser
respondida “incapaz de determinar’ para estudos de coorte e estudos caso-
controle onde ndo ha nenhuma informacéo sobre a origem dos pacientes
incluidos no estudo.

(0) Nao ou
Incapaz de
determinar
(1) Sim

22. Os pacientes em diferentes grupos de intervencdo (ensaios e
estudos de coorte) ou em casos-controle foram recrutados no mesmo
periodo de tempo? Para estudos que nao especificam o tempo em que 0s
pacientes foram recrutados, a resposta deve ser “incapaz de determinar”.

(0) Nao ou
Incapaz de
determinar
(1) Sim

23. Os sujeitos do estudo foram randomizados para 0s grupos de
intervencao? Estudos que indicam que os individuos foram randomizados a
resposta deve ser “sim”, exceto quando este método de randomizacao néo
garantir a alocacao aleatoria. Por exemplo alocacéao alternativa seria “nao”,
porque nao é previsivel. SO RESPONDER SE FOR ENSAIO CLINICO!

(0) N&o ou
Incapaz de
determinar
(1) Sim

24. A intervencdo randomizada foi oculta para os pacientes e para a
equipe até que o recrutamento estivesse completo e irrevogavel? Para
todos os estudos ndo-randomizados a resposta deve ser ndo. Se o
cegamento foi para os pacientes, mas nao para a equipe, a resposta deve
ser ndo. SO RESPONDER SE FOR ENSAIO CLINICO!

(0) Nao ou
Incapaz de
determinar
(1) Sim
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25. Houve um ajuste adequado dos fatores de confusdo nas analises a | (0) Nao ou
partir das quais os principais achados foram tirados? Esta pergunta | Incapaz de
deve ser respondida “nao” para os ensaios se: as principais conclusdes do | determinar
estudo foram baseadas em analises do tratamento ao invés de intencdo de | (1) Sim
tratamento, a distribuicdo de fatores de confusdo conhecido em diferentes
grupos de tratamento nao foi descrito, ou a distribuicdo de fatores de
confusdo conhecidos diferiu entre 0os grupos de tratamento, mas nao foi
levado em consideracdo nas analises. Em estudos ndo randomizados, se 0
efeito dos principais fatores de confusdo nado foi investigado ou o fator de
confusdo foi demonstrado, mas nenhum ajuste foi feito na analise final, a
questao deve ser respondida “nao”.

26. As perdas dos pacientes no andamento foram levadas em conta? | (0) Nao ou
Se o0 numero de pacientes perdidos no andamento néo € relatado, a questdo | Incapaz de
deve ser respondida como “incapaz de determinar’. Se a proporcdo de | determinar
perda no andamento foi pequena demais para afetar as principais | (1) Sim
conclusdes, a questdo deve ser respondida “sim”. SO RESPONDER SE
FOR ENSAIO CLINICO!

POTENCIA DO ESTUDO (PODER)
O estudo tem poder suficiente para detectar um efeito clinicamente importante quando o valor de p (“probability value”) para uma
diferenca que € devida ao acaso € inferior a 5%?

27. Os valores tiveram significancia estatistica? (p<0,05) SO | (0) N&o ou
RESPONDER SE FOR ENSAIO CLINICO! Incapaz de
determinar
(1) Sim

TOTAL (SOMA)




