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RESUMO

Introducao: prolapso de 6rgaos pélvicos (POP) é uma condicdo comum em mulheres e sua
prevaléncia aumenta com a idade, afetando até 50% das mulheres acima de 79 anos. Os
sintomas associados comprometem a qualidade de vida, que é um importante parametro a ser
considerado quando se avalia uma paciente com POP. Diferentes procedimentos cirdrgicos sao
utilizados para o tratamento do prolapso genital e o impacto destas intervencdes na qualidade
de vida precisa ser medido de forma confidvel. Através da administracdo de questiondrios
validados € possivel determinar o impacto do prolapso genital e do tratamento cirirgico na
qualidade de vida dessas mulheres. H4 uma padronizacao internacional para quantificagao do
POP através do exame fisico, o Pelvic Organ Prolapse Quantification System - POP-Q,
tornando possivel a avalia¢do objetiva do prolapso antes e apds o tratamento cirurgico. Desta
forma, pode-se comparar, quantitativamente, a melhora obtida com o tratamento. Objetivos:
avaliar a qualidade de vida em mulheres submetidas a correcao de prolapso de 6rgaos pélvicos.
Métodos: foi realizada uma coorte entre maio de 2011 e agosto de 2013, incluindo no estudo
pacientes com POP, sintomaéticas e que tiveram indica¢ao de correcao cirdrgica, atendidas nos
Ambulatérios de Uroginecologia do Instituto de Medicina Integral Prof. Fernando Figueira
(IMIP) e do Centro Integrado de Satide Amaury de Medeiros (CISAM). Foram excluidas
mulheres com doenca neurolégica ou do coldgeno, portadoras de infec¢ao pelo HTLV 1 e 2,
com incontinéncia anal, com deficiéncia cognitiva comprometendo a compreensdo dos
questiondrios, mulheres gestantes, mulheres com parto ou qualquer procedimento
obstétrico/ginecoldgico realizados até 12 meses antes da aplicacdo dos questiondrio. Apds
assinatura do Termo de Consentimento Livre e Esclarecido, as pacientes responderam os
questiondrios Prolapse Quality of Life Questionnaire - P-QoL e o Internacional Consultation

on Incontinence Questionnaire — Vaginal Symptoms -ICIQ-VS , além do questionario de coleta



de dados sociodemograficos. Os questiondrios foram lidos para todas as pacientes pela
pesquisadora principal ou pelo estudante da graduacdo.Todas as pacientes foram examinadas
pela pesquisadora principal de acordo com o POP-Q. Aos trés e seis meses apds o procedimento
cirirgico as pacientes responderam novamente aos questiondrios P-QoL e ICIQ-VS e foram
novamente examinadas estabelecendo o POP-Q em cada momento da avaliagdo. A anélise dos
dados foi realizada pelo pesquisador, seus orientadores e pelo estatistico envolvido na pesquisa.
Para a andlise estatistica foi utilizada regressao multipla linear para verificagdo da associacdo
dos resultados de cada ponto referencial do POP-Q com os escores dos dominios obtidos em
cada questiondrio e sintomas referentes a fung¢ao do assoalho pélvico com o intuito de identificar
quais desses pontos seriam importantes para cada varidvel obtida nos questiondrios utilizados.
Para isso foi utilizado o programa STATA versao 11.0. Para o estudo comparativo dos escores
obtidos do P-Qol e ICIQ-VS no pré-operatorio e ap0s trés e seis meses do reparo cirdrgico foi
utilizado o teste ndo paramétrico de Kruskal-Wallis. O cédlculo da correlacdo de Pearson foi
realizado para verificar a associa¢do entre os dominios do questiondrio. Para esses testes foi
utilizado o programa GraphPad Instat 7.0. Para atestar a responsividade do questiondrio P-
QoL, foi calculado o indice effect size (ES). Para os testes estatisticos, adotou-se o nivel de
significancia de 5%. Resultados: a avaliacao pré-operatoria revelou que mulheres mais velhas
(p=0,006) e com maior paridade (p=0,029) apresentaram estddios mais avancados de prolapso.
Nao houve diferenca dos escores dos dominios do P-QoL entre os diferentes estidios de
prolapso. Os escores de queixas sexuais (EQS) do ICIQ-VS foram significantemente maiores
entre as pacientes com estadio 2 de POP (p=0,02). Nao houve associa¢ao dos pontos de prolapso
avaliados pelo POP-Q com os sintomas urindrios do P-QoL. O abaulamento na vagina e o
auxilio digital para esvaziamento intestinal associaram-se com o estadiamento (p=0,000 e

p=0,002, respectivamente). Na avaliacdo pds-operatdria, tanto no terceiro quanto no sexto mes



apds a correcdo cirdrgica, houve diminuicdo, com relacdo ao pré-operatério, dos escores de
todos os dominios do P-QoL (p<0,0001), medidas de sintomas miccionais (p<0,0001), vaginais
(p=0,0001) e intestinais (p=0,0001) e o estadiamento do prolapso (p=0,001), assim como os
escores de sintomas vaginais (p=0,0001), queixas sexuais (p=0,02) e qualidade de vida
(p=0,0001), avaliados pelo ICIQ-VS. Nao houve diferenca entre os valores encontrados trés e
seis meses apds a cirurgia (p>0,05). Conclusdo: as pacientes com POP ndo demonstraram
diferencas nos escores do P-QoL. com relacdo ao estadiamento do prolapso; os escores de queixas

sexuais do ICIQ-VS foram maiores entre as mulheres com estddio 2 de POP. Foi evidenciado melhora
significante de todas as medidas de qualidade de vida, tanto para prolapso genital (P-QoL),

quanto para os sintomas vaginais (ICIQ-VS) até seis meses apds a corre¢do cirtrgica.

Palavras-chave: Prolapso de 6rgdo pélvico; qualidade de vida; questiondrios; satisfacdo

pessoal; assoalho pélvico



ABSTRACT

Introduction: pelvic organ prolapse (POP) is a common condition in women and its prevalence
increases with age, affecting 50% of women above 79 years of age. Associated symptoms affect
quality of life, which is an important parameter to be considered when evaluating a patient with
POP. Different surgical procedures are used to treat POP and the impact of these interventions
on the quality of life needs to be measured reliably. By the administration of validated
questionnaires, it is possible to assess the women quality of life, as well as assess the impact of
surgical treatment on the patient’s quality of life. The Pelvic Organ Prolapse Quantification
System - POP - Q, assesses objectively the prolapse before and after surgical treatment to
compare quantitatively the improvement obtained with treatment. Objective: to assess quality
of life in women undergoing correction of POP. Methods: between May 2011 and August
2013, patients with POP, those symptomatic and those who were referred for surgical correction
at Instituto de Medicina Integral Prof. Fernando Figueira (IMIP) e do Centro Integrado de
Saiide Amaury de Medeiros (CISAM) were included in the study. The following women were
excluded from the survey: those with neurological disease or collagen, with HTLV 1 and 2,
anal incontinence, cognitive disabilities that compromise the questionnaires comprehension,
pregnant women or births or had been subjected to any obstetric or gynecological procedure
within 12 months before application of the questionnaire. After signing the consent form,
patients answered the Prolapse Quality of Life Questionnaire (P —QoL) and the International
Consultation on Incontinence Questionnaire - Vaginal Symptoms (ICIQ — VS) and
sociodemographic data. The questionnaires were read to all patients by the principal
investigator or by a graduate student. The women were then examined in accordance with the
POP -Q. All patients were examined by the principal investigator. At three and six months after

surgery the patients answered the questionnaires P -QoL and ICIQ - VS and were further



examined according to the POP - Q. For statistical analysis, multiple linear regression was used
to assess the association of the results of each reference point with the POP-Q domain scores
obtained in each questionnaire and symptoms related to pelvic floor function in order to identify
which of these points are important for each variable obtained in the questionnaires used. For
that STATA version 11.0 was used. For the comparative study of scores of P-QoL and ICIQ-
VS preoperatively and after three and six months after the surgical repair the nonparametric
Kruskal-Wallis test was used. The Pearson correlation was performed to determine the
association between the domains of the questionnaire. For these tests the GraphPad Instat 7.0
software was used. To attest the responsiveness of P-QoL. questionnaire, the index effect size
(ES) was calculated. For statistical tests, we adopted a significance level of 5%.Results: The
preoperative evaluation revealed that older (p = 0.006) and higher parity (p = 0.029) women
had more advanced stages of prolapse. There was no difference in domain scores of the P -QoL
between different stages of prolapse. The sexual matter score (SMS) of the ICIQ - VS were
significantly higher among patients with stage 2 POP (p = 0.02). There was no association of
points assessed by POP - Q with the urinary symptoms of P -QoL. The vaginal bulging and use
of fingers to help emptying the bowels were associated with the staging (p = 0.000 and p =
0.002, respectively). In the postoperative evaluation , both in the third and in the sixth month
after surgical correction, there was a decrease with respect to preoperative scores for all
domains of P -QoL (p< 0.0001) , measures of urinary (p< 0.0001), vaginal (p= 0.0001) and
bowel symptoms (p= 0.0001) and prolapse stage (p = 0.001 ) as well as vaginal symptoms score
(p = 0.0001) sexual matter score (p = 0.02) and quality of life score (p = 0.0001) assessed by
the ICIQ — VS. There was no difference between the values found three and six months after
surgery (p> 0.05). Conclusion: Patients with POP showed no difference in P -QoL scores in

relation to the staging of prolapse; sexual matter score were higher among women with stage 2



POP. There was significant improvement in all measures of quality of life, both for genital
prolapse (P -QoL), as for vaginal symptoms (ICIQ - VS) within six months after surgical

treatment.

Keywords: pelvic organ prolapse; quality of life; questionnaires; personal satisfaction, pelvic

floor
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I INTRODUCAO

O prolapso genital é um problema médico e social muito comum' e tem impacto
na qualidade de vida das mulheres”. E uma condicio que representa causa frequente de
cirurgia’ e morbidade em ginecologia’. As principais desordens do assoalho pélvico
comumente afetam mulheres mais velhas e sdo geralmente provocadas por atrofia
urogenital, levando a incontinéncia urinéria (IU), prolapso de 6rgios pélvicos (POP) e

incontinéncia fecal (IF)5 .

Mulheres com POP sofrem com disfun¢do sexual, incluindo dispareunia,
diminui¢do da frequéncia de orgasmos e da libido®. Sdo frequentes sintomas urindrios
associados ao POP, como IU, sensa¢do de esvaziamento vesical incompleto, frequéncia,
urgéncia e dificuldade para iniciar a miccdo. Sintomas associados com prolapso de
parede vaginal posterior incluem dificuldade e esforco para defecar, sensacdo de
esvaziamento retal incompleto, constipagcdo e evacuacdo manual com assisténcia digital

na vagina ou no reto’.

Recente estudo de coorte incluiu 308 mulheres chinesas e encontrou as seguintes

. . . 7
prevaléncias de sintomas relacionados ao POP":

¢ Incontinéncia urindria de esfor¢o (IUE) - 70,8%;

¢ Incontinéncia urindria de urgéncia (IUU) - 62,3%;

e Sensacdo de esvaziamento vesical incompleto — 51,9%;
e Sensacdo de bola na vagina - 83,1%;

e Esfor¢o pra defecar — 36,4%;

e Esvaziamento retal incompleto — 45,1%;

e Evacuacdo manual com assisténcia digital — 23,1%.



A etiologia do POP é complexa, envolvendo potenciais danos a diversos
ligamentos, musculos, tecidos conjuntivos e inervacdo da pelve. A incidéncia de POP
estd associada com vdrios outros fatores, incluindo idade, paridade, circunferéncia

abdominal e indice de massa corporal (IMC)S.

Disfuncdes do assoalho pélvico causadas por gravidez e parto sdo multifatoriais
e incluem IU, IF, sintomas de urgéncia, mudangas anatomicas do suporte pélvico,
disfungdo sexual e dor perineal®. Estudo observacional envolvendo 1292 pacientes
evidenciou uma contribui¢do significante da hereditariedade para o desenvolvimento de

POP, embora fatores ambientais possam estar envolvidos’.

APRESENTACAO CLINICA DO POP

E comum que uma mesma mulher apresente mais de uma altera¢do do assoalho
pélvico. Mulheres que apresentam algum sintoma relacionado ao assoalho pélvico
devem ser investigadas para condicdes associadas, como IU, IF, infec¢do urindria

recorrente e disfuncdo sexual’.

Os sintomas urindrios associados ao prolapso genital incluem: incontinéncia
urindria de esfor¢o, frequéncia urindria aumentada (diurna ou noturna), urgéncia
miccional, incontinéncia de urgéncia, hesitacdo, diminuicdo da forca e calibre do jato
urindrio, sensacao de esvaziamento vesical incompleto, redu¢ao manual do prolapso ou
mudancas de posi¢do para comecar ou completar a miccdo'’. Entretanto, a relacdo entre
a gravidade do POP e os sintomas do trato urindrio baixo permanece pouco conhecida''.
Estudo transversal recente utilizou instrumentos validados para comparar 388 mulheres

com diferentes estdgios de POP e evidenciou que mulheres com estigios mais



avancados (3 e 4) apresentaram mais sintomas irritativos e obstrutivos € que a

hipermobilidade uretral aumentou com o avango do prolapso“.

Os sintomas intestinais incluem: dificuldade para defecar; incontinéncia para
flatos; incontinéncia para fezes liquidas ou sélidas; manchas de fezes nas roupas
intimas; urgéncia para defecar; manipulacdo digital da vagina, do perineo ou do anus
para completar a defecacdo; sensagcdo de evacuacao incompleta e protusdo retal durante

ou ap6s defecacdo'.

O efeito do POP na funcdo sexual é controversa''. Os dados disponiveis sdo
limitados e conflitantes. Estudo transversal recente envolvendo 505 mulheres
heterossexuais com e sem disfungdes do assoalho pélvico utilizou medidas validadas
para avaliar a fun¢do sexual e concluiu que a disfun¢do ndo teve impacto negativo na
atividade ou funcdo sexual nesta populagﬁolz. Outro estudo transversal incluiu 388
mulheres com POP em diferentes estigios e comparou-as utilizando questiondrio
validado especifico para queixas sexuais € ndo encontrou diferenca na funcdo sexual

entre os estdgios do POP'".

Alguns sintomas podem ser causados pela protusdo vaginal, como
pressdo ou peso na vagina, dor perineal ou vaginal, sensacdo de abaulamento na vagina,

. ~ . ~ ~ 10
dor lombar baixa, dor ou pressdao abdominal, observagdo ou palpacdo de uma massa .

CLASSIFICACAO E PADRONIZACAO DO PROLAPSO DE ORGAOS

PELVICOS

A classificacgdo do POP apresenta ampla variabilidade na sua
padronizacdo. Constituia um importante obstidculo para realizacdo de pesquisa de alto

nivel de evidéncia cientifica. O uso de termos indefinidos ndo permitia, por exemplo,



comparacdes de estudos publicados entre diferentes instituicdes, nem mesmo avaliacdes

T 13
longitudinais de uma mesma paciente ~.

Em 1993, um comité internacional multidisciplinar composto por
membros da Internacional Continence Society (ICS), da American Urogynecologic
Society e da Society of Gynecologic Surgeons produziram um documento para
padronizacdo da terminologia do POP e disfuncdo do assoalho pélvico. Isto foi feito
porque ndo havia um sistema para descricdo da posicdo anatomica do prolapso genital
que fosse universalmente aceito ou adequadamente validado com relacdo a
reprodutibilidade ou significancia clinica das diferentes graduacdes. Foi documentada a
confiabilidade inter e intra-observador e a utilidade clinica do sistema. Em 1996, foi

publicado este novo sistema de quantificagcdo do prolapso de 6rgaos pélvicos (POP-

Q)IO.

O POP-Q
Definicao dos pontos de referéncia anatémicos'’

POP-Q constitui um sistema padronizado de pontos anatdomicos definidos.
Estes sdo de dois tipos: uma referéncia fixa e pontos que sao localizados de acordo com
esta referéncia. O himen € a referéncia para esse sistema de quantificacdo. A posi¢ao
anatdmica dos seis pontos definidos para mensuracdo deve ser medida em centimetros
acima ou proximal ao himen (nimeros negativos) ou centimetros abaixo ou distal ao

himen (nimeros positivos), com o plano do himen sendo definido como ponto zero.

Seis pontos (dois em parede vaginal anterior, dois no dpice da vagina e dois

na parede vaginal posterior) sdo localizados em relacdo ao plano do himen (Figura 1):



- Ponto Aa: ponto localizado na linha média da parede anterior, 3cm

proximal ao meato uretral externo, correspondendo a “jun¢do uretrovesical”.

- Ponto Ba: ponto que representa a posi¢cdo mais distal da parede

vaginal anterior da ctipula ou férnice vaginal anterior ao ponto Aa.

- Ponto C: ponto que representa o ponto mais distal da extremidade

da cérvice ou o fundo de saco vaginal apds histerectomia total.

- Ponto D: ponto que representa a localizacdo do férnice posterior
(ou fundo de saco de Douglas) na mulher que ainda tem cérvice. Representa a altura em

que os ligamentos uterossacros ligam-se a cérvice uterina.

- Ponto Bp: ponto que representa a posicdo mais distal da parede

vaginal posterior da ctipula ou férnice vaginal anterior ao ponto Ap.

- Ponto Ap: ponto localizado na linha média da parede vaginal

posterior, 3cm proximal ao himen.

Sdo considerados também pontos de referéncia e medidas o hiato genital
(HP), medido do meio do meato uretral externo até a linha média posterior do himen; o
corpo perineal (CP), medido da margem posterior do hiato genital até o ponto médio do
orificio anal. E o comprimento vaginal total (CVT), que é o ponto mais profundo da
vagina, quando o ponto C ou D estdo em sua posi¢do normal. Todas estas medidas sdo

expressas em centimetros.



Figura 1. Medidas do POP-Q: seis pontos (Aa, Ba, C, D, Bp e Ap), hiato genital

(gh), corpo perineal (pb) e comprimento vaginal total usado para a quantificacao

do suporte dos 6rgios pélvicos’.

Estadiamento do prolapso de 6rgaos pélvicos

A quantificacdo do prolapso fornece uma descricdo precisa da anatomia
para pacientes individualmente. Entretanto, as vdrias combinagdes possiveis podem

dificultar a andlise e compara¢do quando populacdes sdo estudadas.

Os estadios de POP podem ser subagrupados de acordo com que por¢do do

trato genital ¢ a parte mais distal do prolapso. Os cinco estddios sdo'":



- Estddio 0: ndo se demonstra prolapso. Os pontos Aa, Ap, Ba e Bp

estdo todos a -3cm e os pontos C e D estdo entre - CVT cme - (CVT —2) cm.

- Estadio 1: os critérios para o estddio 0 ndo s@o encontrados, mas o

ponto mais distal do prolapso € > 1 cm acima do himen (valor quantitativo é < - Icm).

- Estadio 2: a por¢do mais distal do prolapso é < lcm proximal ou

distal ao plano do himen (valor quantitativo € > - lcm a < +1).

- Estddio 3: a por¢dao mais distal do prolapso é > 1 cm abaixo do
plano do himen, mas prolapsa nio mais que 2cm menos que o CVT em cm (valor

quantitativo € > Icm, mas < + (CVT - 2) cm).

- Estadio 4: essencialmente, uma eversao completa do comprimento
total do trato genital € demonstrada. A porcdo mais distal do prolapso estd ha pelo
menos (CVT — 2) cm (isto €, seu valor quantitativo é > + (CVT — 2) cm). Na maioria

das vezes, o ponto de maior prolapso € a cérvice ou a ctipula vaginal.

Foi demonstrada reprodutibilidade substancial intraobservador e
interobservador, tanto para a quantificacio sitio-especifica quanto para o estadiamento
do prolapso genital'*. Estudo realizado no Brasil evidenciou boa correlacio

interobservador entre os estadiamentos do prolapso'”.

O sistema de padronizacio € indiscutivelmente necessdrio. Essa
determinacdo busca tdo somente estabelecer o padrdo sobre a nomenclatura da
disfun¢do de assoalho pélvico, devendo ser rotineiramente utilizada para as publicacdes

internacionais’.



AVALIACAO DE QUALIDADE DE VIDA E PROLAPSO DE ORGAOS

PELVICOS
Aspectos conceituais

Saude € definida pela Organizacdo Mundial de Saide (OMS) (1993) como
um estado de completo bem-estar fisico, mental e social e ndo meramente auséncia de
doenca ou enfermidade'®. A OMS define qualidade de vida (QV) como uma percepgio
do individuo de sua posi¢cdo na vida no contexto cultural e de valores do sistema no qual
vivem em relacdo aos seus objetivos, expectativas, comportamentos € preocupagoes.
Este é um conceito amplo, afetado pela saide fisica, estado psicolégico, nivel de
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independéncia, crengas e relacionamentos pessoais e a relacdo com o meio-ambiente .

Qualidade de vida relacionada a saide (QVRS) é um conceito
multidimensional referente a um bem-estar global, isto €, fisico, social e emocional. As
dimensdes primdrias de QVRS incluem: fung¢des fisica, psicoldgica e social; satisfacdo
pessoal e percepcdo do status de sadde. Outras dimensdes de QVRS comumente
avaliadas incluem fun¢des cognitivas e neuropsicoldgicas; atividades remuneradas ou
ndo remuneradas; func¢do sexual; distirbios do sono; dor e o impacto dos sintomas na

. s 17
vida diaria '.

Medidas de qualidade de vida

Para medir QV, frequentemente sdo usados questiondrios estruturados que
podem ser completados pela paciente ou em conjunto com o profissional como parte de
uma entrevista estruturada. Os questionarios contém um variavel nimero de secdes (ou

. . ~ . 2 14
dominios) que acumulam informacdes focadas em um aspecto particular da saide .



O uso de questiondrios, genéricos ou especificos, como instrumentos de
avaliacdo de QV tem sido intensificado na pesquisa cientifica nos dltimos anos. Dessa
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forma, valoriza-se a opinido do paciente sobre sua condicao de saide °.

Em geral, estes questiondrios podem ser separados em trés categorias: (1)
aqueles que medem a presenca de sintomas e sua gravidade (questiondrios de sintomas);
(2) aqueles que medem qualidade de vida (questiondrios de qualidade de vida) e (3)
aqueles que aferem funcdo sexual (questiondrio de funcdo sexual). Mensuracdo de
QVRS pode ser classificada em trés tipos: genérica, doencga-especifica e dimensao-
especifica. Os instrumentos genéricos sao geralmente multidimensionais e avaliam as
dimensdes fisica, social e emocional da vida'. Sdo usados para avaliar QV para
diferentes doengas ou populagdes. Instrumentos doenga-especificos fornecem uma
avaliacdo mais profunda de um assunto especifico e envolvem detalhes das doencas
para as quais foram desenvolvidos'®. Estes instrumentos podem ser similares aos
instrumentos genéricos, ja que avaliam multiplas dimensdes da QVRS, mas eles
também incluem itens mais especificos para a condicdo particular ou populacio
estudada. Os instrumentos dimensdo-especificos avaliam um tnico aspecto da qualidade

de vida, como funcdo sexual ou sintomas depressivos™.

Questionarios para POP

Nos ultimos anos, vdrias pesquisas tém sido desenvolvidas para desordens
do assoalho pélvico. Muitas foram desenhadas para avaliar uma forma de desordem

pélvica®'.

O Internacional Consultation on Incontinence Questionnaire — Vaginal

Symptoms (ICIQ — VS) foi desenvolvido a partir do ICIQ para avaliar uma série de



sintomas relacionados a disfuncdo do assoalho pélvico como fungdes intestinais,
vesicais e problemas sexuais. E composto por 14 questdes divididas em trés escores
independentes: escore de sintomas vaginais, escore de problemas sexuais e escore de

qualidade de vida. Foi originalmente desenvolvido em inglés e recentemente foi

traduzido e validado para a lingua portuguesalg.

O Prolapse Quality of Life Questionnaire (P-QoL) foi desenvolvido e
validado para a lingua inglesa. A versdo final deste questiondrio compreende 20
questdes representando nove dominios de QV: (1) saude geral, (2) impacto do prolapso,
(3) limitacdes didrias, (4) limitagdes fisicas, (5) limitacdes sociais, (6) relacionamentos
pessoais, (7) problemas emocionais, (8) distirbios do sono/energia e (9) severidade dos
sintomas. Questdes sobre as fung¢des urindria, intestinal e sexual também foram

incluidas®.

Os escores em cada dominio variam de 0-100. Um escore total alto indica
um maior prejuizo a qualidade de vida, enquanto um baixo escore indica boa qualidade
de vida. As respostas variam entre “nada”, “ligeiramente”, “moderadamente” e “muito”.

Questdes sobre sintomas urinarios, intestinais e sexuais nio tém escore?. Estas questodes

avaliam sintomas que podem ou ndo estar relacionadas ao prolapso®.

. . o 1. 23 24 A N2
O P-QoL foi validado para o italiano™, turco™, portugués (Brasil) 5,

~ 26 £ 27 28 . A 29 . ~ ..
alemao™, holandés™’, eslovaco™ e tailandés™ que, assim como a versdo original em
inglés, apresentaram-se confidveis, consistentes, vdlidos e de facil compreensio,

podendo ser autoadministrado.

Quando se decide utilizar um questiondrio na prética clinica ou pesquisa, o
primeiro passo é determinar se o questiondrio realmente mede o que se deseja. Uma

7z

breve revisdao do conteido e estrutura do questiondrio € essencial, assim como ¢é

10



importante ter em mente o propdsito para o qual o questiondrio foi originalmente
desenhado e para qual populagdo foi validado. O uso de questiondrios ndo validados

~ . A Lo 30
pode levar a erros ou falha na detec¢ao de importantes parametros clinicos™ .

CIRURGIA PARA CORRECAO DO POP E AVALIACAO DE QUALIDADE DE

VIDA

O tratamento para POP pode ser ndo cirdrgico, entretanto, pacientes nao
satisfeitas com o tratamento conservador podem considerar a corre¢io cirdrgica como
~ 31 . . 1. . . . .
uma opcao . Cirurgia do assoalho pélvico € considerada de risco moderado, com
. . L. 5 . .. 4,
mortalidade perioperatdria menor que 5%. O manejo cirirgico permanece problemético
até os dias atuais, com uma profusio de opg¢des cirdrgicas disponiveis, utilizando reparo
. ) . . . .
fascial ou telas vaginais™. A AUGS (American Urogynecologic Society) afirmou em

publicacdo recente que o uso de tela pode ser ndo apenas aceitivel, mas também
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preferido em casos de prolapso recorrente, apds corre¢do fascial ™.

Cirurgias para correcio de POP devem ser dirigidas para defeitos
especificos do assoalho pélvico, incluindo paredes vaginais anterior, posterior e lateral e
os defeitos apicais’. As técnicas cirdrgicas para correcdo de defeitos anteriores sdo
colporrafia e reparo paravaginal. Perineorrafia pode ser realizada quando ha separagao
dos musculos perineais. O tecido conjuntivo retovaginal pode ser suturado ao corpo
perineal se estiver separado. Técnicas cirdrgicas para correcdo de defeitos vaginais
apicais incluem sacrocolpopexia abdominal, suspensdo do ligamento uterossacro,
fixacdo ileococcigea e fixacdo sacroespinhosa. Estas duas udltimas técnicas podem ser
realizadas unilateralmente ou bilateralmente. Resultados cirdrgicos da fixacdo

sacroespinhosa parecem ser eficazes tanto em mulheres mais velhas como em jovens’.

11



Na pritica médica moderna, pacientes estdo envolvidos nas decisdes
terapéuticas. Para se tornarem capazes de tomar decisdes, solicitam informacdes sobre
resultados de tratamentos. Servigos de saide também utilizam informacgdes de pesquisas

sobre tratamentos para POP para comparar diferentes procediment0s31.

Recente revisdo sistemdtica e metandlise evidenciou que intervencoes
cirirgicas podem melhorar a QV em mulheres com POP, havendo melhora acentuada
quando houve o uso de tela em relacdo a cirurgia convencional. As intervencoes
cirirgicas foram efetivas em melhorar aspectos mentais, sociais e fisicos da QV,
possivelmente por melhorar rapidamente sintomas de incontinéncia urindria, dor

pélvica, dispareunia e incontinéncia fecal®*.

Estudo transversal realizado na Holanda comparou a avaliacdo médica
com auto avaliacdo da paciente apds cirurgia para POP e evidenciou grande
discrepancia entre a opinido médica baseada na entrevista com as respostas das
pacientes aos questiondrios. Os médicos mostraram forte tendéncia a subestimar as
reclamacdes das pacientes, assim como sintomas leves ndo foram citados pelas
pacientes durante as consultas. Sintomas que melhoraram também deixaram de ser
citados, embora ainda estivessem presentes apGs a cirurgia®. Outro estudo transversal
avaliou pacientes no pré-operatério para correcdo de prolapso utilizando o P-QoL.
Foram comparados os sintomas registrados na consulta clinica com as respostas ao
questiondrio. Demonstrou-se que metade das mulheres com cirurgia para corre¢do de
POP agendada tiveram significantes deficiéncias em suas avaliacdes, particularmente
em dreas como impacto do prolapso na qualidade de vida e disfuncao sexual. Em 85%
dos casos houve documentacdo inadequada do prolapso e sintomas associados antes da
cirurgia. Isso leva a implicacOes legais, quando a paciente reclama de “novos” sintomas
apos a cirurgia6.

12
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Assim, é recomendado o uso de questiondrios validados em estudos
,o. . 6 - . .
clinicos para avaliar POP” e os resultados cirdrgicos, porque eles podem ajudar a obter

.o~ . . . . . . 35
uma visao mais verdadeira dos resultados funcionais da cirurgia™.

Pelo exposto, concluimos que as mulheres acometidas por POP podem
apresentar sintomas associados ao prolapso, que pode leva-las a limitar suas atividades
didrias, sua vida social e pode comprometer seus relacionamentos pessoais (sociais,
familiares e conjugais), caracterizando um declinio na qualidade de vida. O tratamento
mais frequentemente proposto para correcio do prolapso genital é a cirurgia. E

importante determinar em nossa populacdo quais os efeitos na QV do reparo cirtrgico

para as pacientes com prolapso através da aplicagcdo de questiondrios validados.

13



II. HIPOTESES

2.1 Os sintomas urindrios, intestinais, genitais e sexuais sao mais acentuados quanto

mais grave € o prolapso genital;

2.2- O questionario P-QoL tem boa responsividade;

2.3- H4 melhora na qualidade de vida apds a correcdo cirdrgica do prolapso de

orgdos pélvicos;

2.4- Quanto mais graves forem os sintomas e o estadiamento do prolapso no pré-

operatorio, mais evidente serd a melhora na qualidade de vida apds a cirurgia.

14



II1. OBJETIVOS

3.1 - Objetivo geral

- Avaliar a qualidade de vida em mulheres submetidas a correcdo cirdrgica do

prolapso de 6rgaos pélvicos.

3.2 - Objetivos especificos

3.2.1- Descrever as caracteristicas sociodemogréficas e tocoginecoldgicas das mulheres

estudadas.

3.2.2- Analisar a responsividade do questiondrio P-QoL apds o tratamento cirirgico de

mulheres com POP.

3.2.3- Comparar a qualidade de vida pré e pds-operatoria, através da aplicagdo dos

questiondrios P-QoL e ICIQ-VS.

3.2.4- Associar os sintomas urindrios, intestinais, genitais e sexuais, através do P-QoL e

do ICIQ-VS com a gravidade do prolapso, estabelecido pelo POP-Q.
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IV. METODO

4.1. Desenho do Estudo

Foi realizado um estudo de coorte.

4.2 Local do Estudo

O estudo foi realizado na Unidade de Incontinéncia e Disfun¢des do Assoalho
Pélvico do Instituto de Medicina Integral Prof. Fernando Figueira (IMIP), hospital
privado com fins beneficentes que presta, entre outros, assisténcia integral a satde da
mulher, englobando servicos de nivel primédrio, secundario e tercidrio, para a regiao
metropolitana do Recife e cidades do interior de Pernambuco e no Ambulatério da
Mulher do Centro Integrado de Saide Amaury de Medeiros (CISAM), hospital

universitario (Universidade de Pernambuco) que realiza cirurgia uroginecoldgica.

No IMIP siao realizadas por més cerca de dez cirurgias para correcdo de prolapso

genital, enquanto que no CISAM sao realizadas oito cirurgias por més.

Quando indicada a cirurgia, esta foi realizada no bloco cirirgico do respectivo

servigo, por cirurgioes especialistas neste tipo de procedimento.
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4.3. Periodo da Coleta de Dados

A coleta de dados foi realizada de maio de 2011 a agosto de 2013.

4.4. Populacio do Estudo

Amostragem

Consecutiva, ndo probabilistica e por conveniéncia.

Amostra

Mulheres com POP, sintométicas e que tiveram indicacdo para correcao

cirtrgica.

4.5. Tamanho da Amostra

O célculo do tamanho amostral foi realizado com a ajuda do software de
estatistica STATA. Inicialmente foram usadas, como base para o célculo, cinquenta e
sete pacientes de um estudo piloto realizado nos ambulatérios e que contemplaram os
critérios de elegibilidade. Foi realizada comparacdo entre os escores dos nove dominios
do questiondrio P-QoL aplicados antes da cirurgia e trés meses apds a cirurgia, sempre
usando os mesmos escores. Admitindo-se um erro alfa de 0,05 e um poder de 90%, foi
definido que seriam necessdrias 62 pacientes. As pacientes do estudo piloto

continuaram no estudo.
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4.6. Critérios e Procedimentos para Selecao dos Sujeitos

4.6.1. Critérios de Inclusao

. Pacientes com POP, sintométicas e com indicacao de corre¢do cirdrgica.

4.6.2. Critérios de Exclusao

. Mulheres com doenca neuroldgica ou do coldgeno (neuropatia de membros
inferiores, bexiga neurog€nica, passado de acidente vascular cerebral, sindrome de
Marfan, ou quaisquer outras doencas que possam comprometer as fungdes musculares

ou dos esfincteres), assim como pacientes portadoras de infec¢do pelo HTLV 1 e 2;

. Mulheres com incontinéncia anal (para gases, liquidos ou s6lidos);

. Deficiéncia cognitiva que comprometesse a compreensao dos questionarios;

. Gestantes;

. Mulheres que tiveram partos ou foram submetidas a qualquer procedimento

obstétrico ou ginecoldgico até 12 meses antes da aplicagdo dos questionarios.

4.6.3. Procedimentos para Selecio e Acompanhamento das Pacientes

No ambulatério de Uroginecologia do IMIP e do CISAM, foram identificadas
as pacientes com POP sintomdtica. Pacientes que preencheram os critérios de
elegibilidade foram esclarecidas sobre os objetivos de estudo e convidadas a participar.
As que concordaram, assinaram o Termo de Consentimento Livre e Esclarecido. No
pré-operatdrio todas as entrevistas (com aplicacido de questiondrios validados) e exames

fisicos foram realizados no periodo de uma semana a um dia previamente a cirurgia.
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No CISAM, todas as pacientes foram entrevistadas (com aplicacdo de
questiondrios validados) e examinadas pela pesquisadora principal. As entrevistas
ocorreram semanalmente, na enfermaria de Ginecologia, antes ou apds o internamento
na unidade de sadde, as tercas-feiras no periodo da manha ou da tarde, dependendo do

horério da chegada da paciente ao CISAM.

No IMIP, as coletas foram realizadas semanalmente as sextas-feiras a tarde,
no Ambulatério de Uroginecologia do servigo. As entrevistas foram realizadas pela
pesquisadora principal ou por um estudante de graduacdo em Medicina da Faculdade

Pernambucana de Saude, previamente treinado para a coleta de dados.

Depois da assinatura do termo, as pacientes responderam os questiondrios
P-QoL (Anexo 1), ICIQ-VS (Anexo 2) e o questiondrio de coleta de dados
sociodemogréficos (Apéndice 1). Os questiondrios foram lidos para todas as pacientes
pela pesquisadora principal ou pelo estudante da graduagcdo. Apds responderem os
questiondrios, as pacientes foram examinadas de acordo com o POP-Q. As pacientes
tiveram retorno agendado para trés e seis meses apOs a cirurgia. Nestes dois momentos,
foi realizado novo exame fisico e foram aplicados novamente os questiondrios P-QoL e
ICIQ-VS. Também foram coletados os dados sobre a cirurgia realizada em ficha prépria
“Pos-operatoria” (Apéndice 2). Os exames fisicos de todas as pacientes, no pré e no

pos-operatdrio foram realizados pela pesquisadora principal.

Pacientes que nao retornaram na data agendada foram contactadas por telefone

e nova data de fretorno foi agendada.

O fluxograma de captacdo e acompanhamento das pacientes € apresentado na

Figura 2.
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Pacientes com POP sintomatico e indicacdo de correcdo cirurgica

Critérios de inclusado

N=65

Concordaram em participar do estudo

N=65

Critérios de exclusdo
N=1

(Deficiéncia cognitiva)

N3ao concordaram em participar do estudo

N=0

TERMO DE CONSENTIMENTO LIVRE E ESCLARECIDO

Preenchimento dos questionarios (P-QoL e ICIQ-VS) e ficha de dados sociodemograficos e

realizacdo do exame fisico (POP-Q)

Cirurgias realizadas

N= 63

Cirurgias nao realizadas = 2
Suspensdo da cirurgia por HAS=1

Desisténcia da cirurgia =1

fisico (POP-Q)
N=62

Retorno nos periodos de 3 e 6 meses apos a cirurgia para
preenchimento dos questionarios (P-Qol e ICIQ-VS) e
ficha de dados pds-operatérios e realizagdo do exame N=1

N3o retornou 3 meses apds a
cirurgia

Figura 2 - Procedimentos para Selecao e Acompanhamento das Pacientes.
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As cirurgias foram realizadas por cinco ginecologistas. A escolha da técnica

cirdargica ficou a critério de cada cirurgido.

4.7. Variaveis de Analise

4.7.1. Variaveis Dependentes

¢ Estadiamento do POP no pés-operatorio;
e Escores de qualidade de vida avaliados pelos questiondrios P-QoL e ICIQ-VS

nos momentos trés e seis meses e apds a cirurgia.

4.7.2. Variavel Independente

e Estadiamento do POP no pré-operatério;
e Escores de qualidade de vida avaliados pelos questionarios P-QoL e ICIQ-VS no

momento anterior a cirurgia.

4.7.3. Variaveis de Controle

. Cor

. Escolaridade.

. Estado civil.

. Ocupacgao profissional.
. Renda familiar.
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o Idade

. Paridade.

. Numero de partos vaginais

. Numero de partos a férceps

. Numero de cesdreas

. Peso fetal maximo.

. Indice de massa corpérea.

. Menopausa.

. Hipertensao arterial sist€mica

. Diabetes mellitus

. Tabagismo

. Histerectomia prévia

. Incontinéncia urindria

. Cirurgia prévia para prolapso genital
. Cirurgia prévia para incontinéncia urindria de esforco.

4.8. Definiciao de termos

Assoalho pélvico: todas as estruturas que ddo suporte as visceras abdominais e

pélvicas, constituindo o peritonio, o diafragma pélvico, o diafragma urogenital e
. oA . 36

estruturas localizadas entre o peritdnio e estes diafragmas™ .
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Prolapso de orgaos pélvicos ou prolapso genital: descida dos o6rgdos pélvicos,

~ .10
causando protrusao na vagina .

Questionarios de qualidade de vida: instrumentos compostos por um variavel nimero
de secdes (ou dominios) que acumulam informagdes focadas em um aspecto particular

L1417
da saude ™.

4.9. Definicao de variaveis
Prolapso de orgaos pélvicos ou prolapso genitalm:

e Tipo de distopia: cistocele, retocele, enterocele, descenso uterino ou a
combinacdo destes, varidvel nominal, policotomica;

e Estadios da distopia (0, I, II, IIT ou IV). Varidvel ordinal, policotdmica.

e Ponto de maior prolapso, registrado em centimetros de acordo com o exame

fisico (POP-Q). Varidvel numérica continua.

Incontinéncia urinédria: queixa de qualquer perda involuntiria de urina. Varidvel

nominal, dicotdmica do tipo sim ou no.

Incontinéncia urinaria de esforco (IUE): perda involuntaria de urina aos esforgos,

espirros ou tosse. Varidvel nominal, dicotomica do tipo sim ou nao.

Incontinéncia urinaria de urgéncia (IUU): perda involuntaria de urina associada a

urgéncia urindria. Variavel nominal, dicotdmica do tipo sim ou nio.

23



Incontinéncia urinaria mista: perda involuntdria de urina associada com urgéncia e
também aos esforcos, espirros ou tosse. Varidvel nominal, dicotomica do tipo sim ou

nao.

Urgéncia: forte desejo subito de urinar e de dificil controle. Varidvel nominal,

dicotdmica do tipo sim ou nao.

Cor: cor da pele da paciente, classificada a partir de autodefini¢do ou de acompanhante,

como branca, negra, parda, amarela ou outras. Varidvel nominal policotdmica.

Escolaridade: expressa em anos completos de estudo, referido pela paciente ou

acompanhante. Varidvel numérica discreta.

Estado civil: definido pela paciente ou acompanhante no momento da coleta como

solteira, casada, separada ou viuva. Varidvel nominal policotomica.

Ocupaciao profissional: definido pela paciente ou acompanhante como estudante, do

lar, empregada, desempregada ou aposentada. Varidvel nominal policotomica.

Renda familiar: definido pela paciente ou acompanhante, em ndmeros inteiros de

salario minimo vigente. Varidvel numérica discreta.

Idade: expressa em anos completos no dia da inclusdo no estudo. Varidvel numérica

discreta.

Paridade: definida pelo nimero de partos (nascimento apds 20 semanas ou peso do
recém-nascido maior ou igual a 500 gramas), conforme informagao da paciente ou de

seus familiares. Variavel numérica discreta.

Numero de partos vaginais: nimero de partos vaginais referido pela paciente ou

acompanhante. Varidvel numérica discreta.
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Numero de partos a forceps: nimero de partos vaginais a férceps referido pela

paciente ou acompanhante. Varidvel numérica discreta.

Numero de cesareas: nimero de cesdreas referido pela paciente ou acompanhante.

Variavel numérica discreta.

Peso fetal maximo: peso do maior feto nascido de parto vaginal e/ou de cesarea,

expresso em gramas. Varidvel numérica continua.

Indice de massa corporea: definida como a relacdo entre peso (em quilogramas) e o

quadrado da altura (em metros). Varidvel numérica continua.

Menopausa: estagio da vida da mulher onde héd parada do funcionamento dos ovérios.
Expresso pela propria paciente, no momento do preenchimento do questiondrio
sociodemogréfico, como auséncia de menstruacdio hd mais de um ano. Varidvel

nominal, dicotomica.

Hipertensao arterial sistémica: niveis tensionais elevados, com pressdo arterial
sist6lica igual ou maior que 140mmHg e/ou pressao arterial diastdlica igual ou maior
que 90mmHg, com necessidade de uso de medicag¢do para seu controle, referida pela

paciente ou acompanhante. Varidvel nominal, dicotomica, do tipo sim ou nao.

Diabetes mellitus: niveis elevados de glicemia, acima de 99mg/dl em jejum com
necessidade de uso de medicacdo para seu controle, referida pela paciente ou

acompanhante. Varidvel nominal, dicotomica, do tipo sim ou ndo.

Tabagismo: consumo de um ou mais cigarros, com frequéncia didria, referida pela

paciente ou acompanhante. Varidvel nominal, dicotomica, do tipo sim ou nao.
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Histerectomia prévia: referida pela paciente ou acompanhante, podendo a resposta ser:
ndo, histerectomia total vaginal, histerectomia total abdominal, histerectomia subtotal.

Varidvel nominal, policotOmica.

Cirurgia prévia para prolapso: referida em ndmeros inteiros pela paciente ou

acompanhante. Varidvel numérica discreta.

Cirurgia prévia para incontinéncia urinaria de esforco: referida em nimeros inteiros

pela paciente ou acompanhante. Varidvel numérica discreta.

4.10. Procedimentos, exames e técnicas cirargicas

No atendimento no ambulatério de uroginecologia do IMIP e do CISAM, foram
identificadas as pacientes com POP sintomética. Pacientes que preencherem os critérios
de elegibilidade foram esclarecidas dos objetivos de estudo e convidadas a participar.
As que concordaram em participar assinaram o Termo de Consentimento Livre e

Esclarecido.

4.10.1. Aplicacao dos questionarios

Depois da assinatura do termo, as pacientes responderam os questiondrios P-
QoL, ICIQ-VS e o questiondrio de coleta de dados sociodemogréficos. Os questiondrios
foram lidos para todas as pacientes pela pesquisadora principal ou por estudante da
graduacdo da medicina devidamente capacitado, no periodo de uma semana a 24 horas

antes da cirurgia.
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Foram lidas para as pacientes as perguntas e as op¢des de resposta. Quando a
paciente ndo compreendia, as questdes eram relidas quantas vezes necessdrias, porém,

nenhuma explicacio adicional foi fornecida a paciente.

Os questiondarios P-QoL e ICIQ-VS foram aplicados novamente em outros dois
momentos: trés e seis meses apds a cirurgia, mantendo-se os mesmos procedimentos do

pré-operatorio.

4.10.2. Exames

As pacientes foram examinadas em posi¢ao de litotomia. Foram utilizados para
o exame um espéculo de Collins e uma espatula de Ayres graduada manualmente em
centimetros. Foi realizado o exame fisico de acordo com o POP-Q. As medidas dos
pontos estabelecidos pelo POP-Q, foram realizadas com a paciente realizando manobra
de Valsalva (exceto para as medidas de hiato genital, corpo perineal e comprimento
vaginal total). Apods coleta das medidas, foi realizado o estadiamento do prolapso,
também de acordo com o POP-Q. Todas as medidas foram anotadas na ficha “Dados
sociodemogréficos e exame fisico”. Todos os exames foram realizados pela
pesquisadora principal. Trés e seis meses apds a cirurgia, as pacientes foram convidadas
a retornar e novo exame fisico foi realizado, seguindo-se os mesmos procedimentos
adotados no pré-operatério, sendo que as medidas foram anotadas na ficha de “Pds-

operatorio”.

4.10.3. Técnicas cirdrgicas

Os procedimentos adotados para corre¢do cirtrgica foram:
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A — reparo fascial, nos casos de prolapso vaginal de paredes anterior ou

posterior, utilizando a fascia da paciente como elemento de corre¢ao:

- colporrafia anterior;

- colporrafia posterior e miorrafia dos elevadores com ou sem perineorrafia.

B — Histerectomia vaginal nos casos de prolapso uterino.

C- Sacrocolpopexia para prolapso de cupula vaginal isolado ou fixacdo
unilateral no ligamento sacroespinhoso quando associado a corre¢do de outros tipos de

prolapso por via vaginal.

O cirurgido determinou a técnica cirtrgica que realizada em cada caso, tendo
sido realizada qualquer combinacdo de técnicas para correcdo de prolapso genital, todas
com corre¢do fascial (utilizando as préprias fascias da paciente). Uma mesma paciente

pode ter sido submetida a mais de uma técnica cirdrgica.

4.10.4. Acompanhamento dos Sujeitos

Ap6s a aplicagdo dos questiondrios e realizacdo do exame fisico, as pacientes
foram submetidas a cirurgia programada. A partir da data da realizacdo da cirurgia, as
pacientes tiveram consulta agendada com a pesquisadora, em dois momentos: trés e seis
meses apds o procedimento cirdrgico, para a coleta de dados e exame fisico que foram
registrados na ficha “Pds-operatdrio”. Neste momento, as pacientes responderam

novamente aos questiondrios P-QoL e ICIQ-VS.
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Todas as fichas em que foram colhidos os dados e os questiondrios foram
identificadas com o nome e registro do paciente na instituicdo e o nome da institui¢ao
onde estd sendo atendida. Na ficha “Dados sociodemograficos e exame fisico” constou
também o endereco para correspondéncia e, pelo menos, um nimero de telefone da
paciente. Além disso, a pesquisadora manteve um caderno onde anotou nome, registro,
instituicao, endereco, telefone, data agendada para a cirurgia e data agendada de retorno
das pacientes que atendeu. Caso as pacientes ndo retornassem na data agendada, a
pesquisadora entrava em contato com a paciente por telefone, convidando-a a retornar

para a conclusio da pesquisa.

4.11. Processamento e Analise dos Dados

4.11.1. Processamento dos dados

Os dados foram digitados em banco de dados no Excel 2013. A digitacao dos
dados foi realizada ap6s revisao dos formuldrios. Mensalmente, o banco de dados foi
revisado pelo pesquisador principal, obtendo listagem das varidveis e corrigindo
eventuais inconsisténcias ou falta de informacdes a partir da consulta aos formularios.
Foi realizada dupla digitacdo, em épocas e por pessoas diferentes (o pesquisador e um
assistente) e os bancos comparados ao final da digitacdo. Testes de consisténcias foram
realizados e tabelas de distribuicio de frequéncias das principais varidveis foram
elaboradas para correcdo de eventuais erros. A partir dai, foi realizada a anélise

estatistica.
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4.11.2. Analise dos dados

A anélise dos dados foi realizada pelo pesquisador, seus orientadores e pelo

estatistico envolvido na pesquisa.

Foi utilizada regressdo mudltipla linear para verificagdo da associacdo dos
resultados de cada ponto referencial do POP-Q com os escores dos dominios obtidos em
cada questiondrio e sintomas referentes a funcdo do assoalho pélvico com o intuito de
identificar quais desses pontos seriam importantes para cada varidvel obtida nos
questiondrios utilizados. Para isso foi utilizado o programa STATA versao 11.0. Para o
estudo comparativo dos escores obtidos do P-Qol e ICIQ-VS no pré-operatdrio e apds
trés e seis meses do reparo cirtrgico foi utilizado o teste ndo paramétrico de Kruskal-
Wallis. O calculo da correlagdo de Pearson foi realizado para verificar a associacdo
entre os dominios do questiondrio. Para esses testes foi utilizado o programa GraphPad
Instat 7.0. Para atestar a responsividade do questiondrio P-QoL, foi calculado o indice

effect size (ES). Para os testes estatisticos, adotou-se o nivel de significancia de 5%.

4.12. Aspectos Eticos

O presente estudo atendeu aos requisitos da “Declaracio de Helsinque™™

para pesquisa em seres humanos e a resolugdo 196/96 do Conselho Nacional de
Satde”. O projeto foi submetido a aprecia¢do do Comité de Etica em Pesquisa (CEP)
do IMIP (n° 1812, de 12 de agosto de 2010) (Anexo 3). Por necessidade de mudanca de
titulo do estudo, o Projeto foi submetido novamente ao CEP do IMIP, sendo aprovado

em 10 de fevereiro de 2012 (n° 2722-12) (Anexo 4).

Todos os questiondrios foram lidos para as pacientes em ambiente reservado.

A pesquisadora acordou com as respectivas chefias dos Ambulatérios dos servigos
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participantes do estudo, sala reservada onde a paciente pudesse responder as questdes
com privacidade. A paciente foi esclarecida de que nao precisava responder as questdes
se em algum momento se sentisse constrangida em responder aos questiondrios. O

exame foi realizado pela pesquisadora, em ambiente privado.

A pesquisadora que zelou pela integridade dos sujeitos da pesquisa,
integridade esta assegurada por procedimentos confidveis e que respeitaram a
privacidade, a imagem e a ndo estigmatizacdo, garantindo a ndo utilizacdo de
informacdes em prejuizo das pessoas ou das comunidades, inclusive em termos de

autoestima, prestigio ou econdmico-financeiros.

Além disso, foram garantidos outros principios bioéticos, como a beneficéncia,
pois os procedimentos indicados se enquadravam nas melhores técnicas € nas terapias
mais adequadas a cura dos prolapsos. Também foi garantido o principio da ndo
maleficéncia, uma vez que cada tratamento cirdrgico se reveste de evidéncia sélida que
suporta a indicacdo para o tratamento de distopias sempre assegurando os resultados
positivos. Por fim, para todas as pacientes foram oferecidas de forma igualitarias as
melhores terapéuticas para cura das distopias, sem segregacdo de cor, opcdo sexual,

faixa etdria e condicdo socioecondmica, garantindo, desta forma, o principio bioético da

justica.

4.12.1. Termo de Consentimento Livre e Esclarecido (TCLE)

Em respeito ao que preconiza a Resolucdo 196/96 do Conselho Nacional de
Saude, as mulheres que aceitaram participar do estudo assinaram Termo de
Consentimento Livre e Esclarecido (TCLE) (Apéndice 3). Foram utilizadas duas vias do

TCLE: uma foi arquivada pela pesquisadora principal e outra foi entregue a paciente.
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V. RESULTADOS

Os resultados desta tese foram divididos em duas publicacdes:

5.1. Artigo submetido a revista International Urogynecology Journal and Pelvic Floor

Dysfunction, Fator de Impacto 2,169

ARE STAGING AND COMPLEXITY OF VAGINAL PROLAPSE CRUCIAL TO

IMPACT ON QUALITY OF LIFE AND SYMPTOMS?

Oliveira MS, Cavalcanti GA, Costa AAR

5.2. Artigo submetido a revista International Urogynecology Journal and Pelvic Floor

Dysfunction, Fator de Impacto 2,169

FASCIAL SURGICAL REPAIR FOR VAGINAL PROLAPSE: EFFECT ON

QUALITY OF LIFE AND RELATED SYMPTOMS

Oliveira MS, Cavalcanti GA, Costa AAR
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International Urogynecology Journal
Are staging and complexity of vaginal prolapse crucial to impact on quality of life and
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Corresponding Author's Secondary
Institution:

First Author:
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Order of Authors:

Order of Authors Secondary Information:

Abstract:

Suggested Reviewers:
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--Manuscript Draft--

Are staging and complexity of vaginal prolapse crucial to impact on quality of life and
symptoms?

Original Article

Geraldo de Aguiar Cavalcanti, M.D., PhD
Oswaldo Cruz University Hospital , University of Pernambuco (HUOC/UPE)
Recife, Pernambuco BRAZIL

Oswaldo Cruz University Hospital , University of Pernambuco (HUOC/UPE)

Marcia Silva de Oliveira, M.D

Marcia Silva de Oliveira, M.D
Geraldo de Aguiar Cavalcanti, M.D., PhD
Aurélio Antonio Ribeiro da Costa, M.D.; PhD

Introduction and hypotheses: The aim of this study was to compare the symptoms
associated with vaginal prolapse and their impact on quality of life on different degrees
of complexity.

Methods: Sixty-five symptomatic women who had surgical indication for correction
pelvic organ prolapse (POP) answered the P-QoL and ICIQ-VS questionnaires before
surgery.

Results: The prolapse ranging from stage 2 to stage 4. Older women had more
advanced stages of prolapse (p=0.006). Scores of P-QoL were similar between
different stages of prolapse. Sexual matter scores (SMS) of the ICIQ-VS were
significantly higher in patients with stage 2 POP than stage 4 POP (p = 0.02). Patients
with concomitant anterior, apical and posterior prolapse had more impairment in some
domains of P-QoL than patients who had only one type of vaginal prolapse. There was
no correlation of points assessed by POP-Q with the bladder symptoms of P-QoL. The
feeling of a bulge/lump from or in the vagina was associated with the stage and with
the anterior and posterior wall prolapse and apical prolapse. The sensation of
incomplete emptying after defecation was negatively correlated with the staging and
anterior vaginal prolapse. Emptying the bowels with fingers was associated with
staging and cervical or apical prolapse.

Conclusions: Staging and type of vaginal prolapse are not associated with most
symptoms related to pelvic organ function. Concomitant anterior, apical and posterior
POP is associated with worse quality of life rather than higher staging.

Alessandro Digesu

Imperial College of London
digesualex@hotmail.com
Expert in area of interest.

Vikram Khullar

St. mary's Hospital
vik.khullar@imperial.ac.uk
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Are staging and complexity of vaginal prolapse crucial to impact on

quality of life and symptoms?
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Brief Abstract: This study assesses the factors associated with pelvic organ prolapse

and its impact on quality of life through the use of validated questionnaires symptoms.

Abbreviations

BMI — body mass index
HTLV- Human T lymphotropic virus

ICIQ-VS- Internacional Consultation on Incontinence Questionnaire — Vaginal
Symptoms

ICS- International Continence Society

POP — Pelvic organ prolapse

P-QoL- Prolapse Quality of life Questionnaire
QoL — Quality of life

QoLS- quality of life score

SCP — sacrocolpopexy

SUI — stress urinary incontinence

SMS- sexual matter score

UUI- urge urinary incontinence

VSS- vaginal symptoms score
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Introduction

Genital prolapse is a medical and social problem very common [1]and has
great impact on the quality of life of women [2]. It is a condition that is common cause
of surgery [3] and morbidity in gynecology [4]. Pelvic floor disorders that commonly
affect older women are urogenital atrophy, urinary incontinence (Ul), pelvic organ
prolapse (POP) and fecal incontinence (FI) [5]. Dysfunctions caused by POP are not
well characterized or totally established [6]. There is a set of symptoms that can be
grouped, and the description of these functional symptoms directed to four main areas:
(1) urinary symptoms, (2) intestinal symptoms (3) and sexual symptoms (4) other
symptoms locais [7-9]. POP is also a condition of varying degrees of complexity,
characterized by different stages and involving various combinations of alterations
(anterior, apical or posterior). The impact of these different situations in symptoms

related to pelvic organ function and quality of life has not been established.

The severity and impact of symptoms of prolapse on quality of life are
important parameters in the management and monitoring of affected women and needs
to be measured with accuracy and reliability. A careful evaluation of women with POP,
including objective findings and subjective symptoms are essential to clinical
assessment and management [10]. Structured questionnaires are often used to measure
QoL that can be completed by the patient in conjunction with a professional or as part
of a structured interview. The questionnaires contain a number of sections (or domais)
that accumulate information focused on a particular aspect of health [11]. The aim of
this study was to compare the symptoms associated with pelvic organ and the impact of

vaginal prolapses of different degrees of complexity on quality of life.
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Materials and methods

Sixty-five women with symptoms of pelvic organ prolapse (bulge symptoms)
and that had surgical indication correction pelvic organ prolapse (POP) were included in
this cross-sectional observational study between May 2011 and August 2013, recruited
from two reference centers in Urogynecology. The study was approved by the
Institutional Ethics Committee (Protocol number 1812). Women with neurological
disease or collagen, HTLV 1 and 2 carriers, with anal incontinence (for gases, liquids or
solids), pregnant women who had given birth or undergone any gynecological surgery
12 months before were excluded, besides women with cognitive disabilities that

compromise the comprehension of questionnaires.

The patients answered the questionnaires P-QoL [10] and ICIQ-VS [12] validated
for the Portuguese language. The P-QoL includes twenty questions representing nine
QoL domains and issues on urinary, bowel and sexual function were also included. The
scores for each domain range from 0-100. High total score indicates a greater
impairment of quality of life, while low score indicates good quality of life. Questions
about bladder, bowel and sexual symptoms have no score and were quantified
establishing values 1-4 for each question on the P-QoL in ascending order of severity.
The ICIQ-VS evaluates a number of factors associated with pelvic floor as bowel,
bladder and sexual dysfunction symptoms problems. It consists of 14 questions divided
into three independent scores. The questionnaires were read to all patients. After
answering the questionnaires, patients were examined in lithotomy position and in rest,
following the POP-Q, described by the International Continence Society (ICS) [7]. All
patients were examined by the same investigator. Sociodemographic and clinical
characteristics were collected. Statistical analysis was performed using STATA version

11.0 and GraphPad Instat 7.0 software. Multivariate linear regression and non-
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parametric Kruskal-Wallis tests were used to verify the association of different types
and stages of prolapse with the domains and pelvic symptoms of the questionnaires
used. For comparison between the two questionnaires, the Pearson correlation was used.
For statistical analysis, 5 % significance was adopted and the bold was used to identify

the statistical significance.
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Results

Sixty-five women were included in the study. The mean age was 64 years and
mean body mass index was 25.8. Fifty-eight women (90 %) were postmenopausal, 20
(29.3 %) had undergone hysterectomy, 35 (53.9 %) complained of urinary incontinence
(SUI) and 49 (75.4 %) complained of urge urinary incontinence (UUI). Thirty-six
patients were sexually inactive (55.4 %) and the mean age was 70 years in this group,
while the mean age among sexually active was 55 years (p = 0.000). Among the 29
patients with sexual activity, 25 (86.2 %) reported that POP interfered with the sexual
intercourse. The patients had prolapse ranging from stage 2 to stage 4. Older women
had more advanced stages of prolapse. Women with higher parity had higher staging of
prolapse. Vaginal delivery was also associated with more advanced stages of POP. The
complaints of SUI were more common in women with lower stages (2 and 3). BMI, the
number of cesarean sections, the largest newborn weight and surgeries for POP and SUI

were similar among prolapse stages (Table 1).

There was no difference in domain scores of the P-QoL between different stages
of prolapse. The sexual matter score (SMS) of the ICIQ-VS were significantly higher
among patients with stage 2 POP than stage 4 POP. There was no difference between
stages in quality of life score (QoLS) and vaginal symptoms score (VSS) (Table 2). The
complexity of the prolapse was also defined by the presence of anterior, posterior or
apical prolapse. The patient who presented one of the POP-Q points (Ba or C/ D or Bp)
higher than -1 were defined as 1 POP, whereas patients with two of the these points
higher than -1 or all points higher than -1 were classified as 2 POP or 3 POP,
respectively. Patients with concomitant 3 POP had worse quality of life scores than
patients with only 1 POP in P-QoL domains as "severe measures”, "social limitations"

and "prolapse impact”. Quality of life scores were also worse in P-QoL domains "role
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limitations™ and "physical limitations" in patients with 3 POP compared with the

presence and only 1 POP or 2 POP (table 3).

There was positive correlation between P-QoL domains and quality of life score
(except "personal relationships™”) and vaginal symptoms score of the ICIQ-VS (except
“general health perceptions” and “prolapse impact”). However there was correlation
only between "personal relationships” and "emotions™ domains with sexual matter score

(Table 4).

There was no association with stage prolapse or position of points assessed by
POP-Q with urinary symptoms described in P-QoL, except a negative correlation
between prolapse stage and urine dribbles after empty bladder. The feeling of a
bulge/lump from or in the vagina was associated with staging and anterior wall prolapse
(Aa and Ba), posterior (Ap and Bp) and apical prolapse (point C). The other vaginal
symptoms were not associated with any staging or point of POP. Regarding to intestinal
symptoms, the feeling of incomplete emptying was negatively correlated with the
staging and the anterior vaginal prolapse (point Aa). The maneuver of emptying the
bowels with fingers was positively associated with staging and apical prolapse (Table

5).
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Discussion

In this study, patients were studied with surgical correction of POP scheduled
thus, presented with at least stage 2 prolapse. Many studies have shown that pelvic floor
disorders are more common in women who have had children compared with
nulliparous women of the same age, regardless of the delivery mode [13]. Cohort study
showed that primiparous or multiparous women had more prolapse stages 2 and 3 than
those nulliparous [14]. Another study also showed that women with two or three
children had higher stages of prolapse, regardless of age [15]. In contrast, cross-
sectional study involving 388 women found no differences with respect to parity
between the POP stages when studied women with POP stages ranging 0-4 [16]. The
present study showed that women with prolapse 3 and 4 had significantly higher parity

than those with stage 2 prolapse.

Some studies showed that complaints of SUI were less frequent in women with
more advanced stages of POP [17,18]. Study involving 308 Chinese women showed
that SUI was more frequent in women with stages 2 and 3 POP than in those with stage
4 [19]. A cross-sectional study, in contrast, found complaining of SUI increased with
increasing prolapse, while obstructive urinary symptoms were more prominent in
patients with stage 3 and 4 [16]. Our study showed that women with stages 2 and 3 POP
presented more often complaints of SUI than those with stage 4. This can be explained
by urethral obstruction caused by advanced prolapse, which occult the urinary leak. In
present study, voiding symptoms did not associate with severity or complexity of the
prolapse. In contrast, another cross-sectional study evaluated 355 women with POP,
using P-QoL and noted that, in symptomatic women, the severity of several urinary
symptoms was positively associated with anterior and apical prolapse, while many

intestinal symptoms were significantly more frequent in posterior vaginal prolapse®.
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This same study also evidenced that the maneuver of emptying the bowel with fingers
was associated with the staging of POP, with posterior prolapse (points Ap and Bp) and
the point C?. In the present study, more severe prolapse stage and only apical prolapse
correlated positively with this symptom. A larger sample size is necessary to confirm

these results.

The present study found that the vaginal symptoms studied, only the feeling of a
bulge/lump in the vagina was associated with prolapse stage and different types of POP
(anterior, apical and posterior), confirming the findings of another study that showed
these complaints to be most frequently associated with POP stages 3 and 4 POP. In
contrast, the same study has evidenced that feeling of heaviness in the lower abdomen is

also more often in women with more severe prolapses [19].

Domain scores of the P-QoL were similar between the stages of prolapse. This
can be explained by the fact that women with higher prolapse were significantly older
than women with minor prolapse. Recent cross-sectional study involving 4,311 women
with pelvic floor disorders showed that although these disorders are more common in
older women, they realize their symptoms (especially slight or moderate) as normal for
age and reported less women than younger people [21]. Thus, it may have occurred in
this study that greater prolapse in older women evokes less impairment in quality of life
compared to the impact that minor prolapses can evoke in younger women. Unlike
some aspects of quality of life were compromised in subjects with more complex
prolapses in comparison to more simple ones and these aspects might not be justified by
aging, vaginal deliveries, obesity or staging. These results suggest that the complexity
of the prolapse may be more important to impact the quality of life than staging. Similar

studies were not found to compare these results.
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The ICIQ - VS analysis revealed that women with POP stage 2 had higher
sexual matter score than patients with stages 3 and 4. Considering the fact that the
median age among sexually inactive women was 70 years and older women showed the
higher staging of prolapse, it can believe that the lower sexual matter score at stages 3
and 4 are related to the fact that in these two groups the women were older and sexually
inactive. Cross-sectional study involving 4,311 women showed that the impact of sexual
symptoms was significantly lower in older women with mild, moderate or severe
symptoms [21]. Recent cohort study showed no differences in the scores of sexual
function questionnaire validated among patients with and without pelvic floor

dysfunction [22].

There was positive correlation between the scores of P-QoL questionnaires and
ICIQ-VS for almost all domains to quality of life and vaginal symptoms scores,
reinforcing the results obtained. In contrast, the sexual matter score correlated only with
“emotion” and “personal relationships” domains. This is plausible because the questions

of these domains are related to sexual and psychological dysfunctions.

The study had some limitations. The sample size might not be representative.
The questionnaires should be self-applied. However, the significant number of illiterate
women in this age is significant in our region. Although the researchers were able to be
trained initially, bias may have occurred. The number of sexually inactive women also

was significant.

42



O©CO~NOOOTA~AWNPE

Conclusion

Staging and type of vaginal prolapse are not associated with most symptoms
related to pelvic organ function. The presence of concomitant anterior, apical and

posterior POP is associated with worse quality of life rather than higher staging.
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Table 1 - Demographic characteristics with regard to pelvic organ prolapse (POP) stage

Table 2 - Comparison of the POP-Q staging with the domains of P-QoL and ICIQ-VS —

SMS: sexual matter score; QoLS: quality of life score; VSS: vaginal symptoms score.

Table 3: Association of the P-QoL domains to complexity of POP according to the
presence of only one vaginal prolapse (anterior, posterior or apical), the combination of

two or to the presence of three types of prolapse simultaneously.

Table 4- Correlation of P-QoL scores with ICIQ-VS scores — SMS: sexual matter score;

QoLS: quality of life score; VSS: vaginal symptoms score.

Table 5- Associations of staging points of prolapse by POP-Q with bladder, vaginal and

bowel symptoms, assessed by P-QoL.
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Table 1- Demographic characteristics with regard to pelvic organ prolapse (POP) stage

48

Stage 2 Stage 3 Stage 4 p

Age, median 55 64.5 68.5 0.006
(minimum-maximum) (37-75) (35-81) (46-89)
BMI, median 25.6 27.3 24.1 1.000
(minimum-maximum) (20,2-40.4) (19,1-40.8) (16.8-35.6)
Parity, median 3 4 6 0.029
(minimum-maximum) (1-6) (0-14) (0-21)
Vaginal delivery, median 2 4 5.5 0.008
(minimum-maximum) (0-6) (0-14) (0-21)
Cesarean section, median 1 0 0 0.06
(minimum-maximum) (0-2) (0-2) 0-1)
Newborn weight, vaginal 3390 3975 3700 0.255
delivery (g), median (2800-4400) (2650-4650) (2550-5300)
(minimum-maximum)
Previous surgery for SUI, 3 13 3 0.158
n (%) (20.0) (43.4) (15)
Previous surgery for POP, 3 13 4 0.289
n (%) (20.0) (43.4) (20.0)
Complaining of SUI, 12 17 6 0.012
n (%) (34.3) (48.6) (17.1)

Kruskal Wallis test



Table 2- Comparison of the POP-Q staging with the domains of P-QoL and ICIQ-VS

Stage 2 Stage 3 Stage 4 p
(A) B) ©
P-QoL
General Health 50.0 37.5 25.0 0.63
Perceptions (25.0-50.0) (25.0-100) (25.0-75.0)
Prolapse Impact 100 100 100 0.55
(0-100) (0-100) (33.3-100)
Role Limitations 333 333 41.6 0.51
(0-100) (0-100) (0-100)
Physical Limitations 50.0 333 50.0 0.57
(0-100) (0-100) (0-100)
Social Limitations 22.2 16.6 38.8 0.25
(0-66.6) (0-88.8) (0-100)
Personal 50.0 83.3 66.6 0.35
Relationships (0-100) (0-100) (0-100)
Emotion 333 333 333 0.93
(0-100) (0-100) (0-100)
Sleep/Energy 333 0 0 0.55
(0-66.7) (0-100) (0-100)
Severity Measures 16.6 25.0 333 0.08
(0-50) (0-75) (0-100)
ICIQ-VS
SMS 5 0 0 0.02
(0-73) (0-58) (0-58) AxC
< 0.05)
QoLS 8 8 10 0.24
(0-10) (0-10) (3-10)
VSS 20 26 23 0.15
(0-39) (6-44) (16-50)

Kruskal-Wallis test - Data presented as median (minimum-maximum)

SMS- sexual matter score; QoLS —quality of life score; VSS — vaginal symptoms score
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Table 3: Association of the P-QoL domains to complexity of POP according to the presence of only one vaginal prolapse (anterior, posterior or apical), the

combination of two or to the presence of three types of prolapse simultaneoust

Personal General

Relationshi Role Severe Social Prolapse Sleep/Energ Physical Health

p Emotion Limitation Measures Limitation Impact y Limitation Perception

Coef. p Coef. p Coef. p Coef. p Coef. p Coef. p Coef. p Coef. p Coef. p

One POP* 020 0.75 -1.36 0.06 -1.91 0.00 -107 004 -211 000 -0.40 0.00 -1.08 0.13 -254 0.00 -0.14 0.44

Two POP* 0.09 092 -1.05 0.21 -149 0.04 -038 041 -1.38 0.09 -0.26 0.12 -0.16 0.84 -192 0.01 -0.13 0.56

Age 161 053 189 0.28 282 006 1.79 0.07 146 036 055 013 113 043 171 028 0.29 042

Scholarity** -0.68 0.13 -0.02 0.94 0.03 091 -043 0.01 021 041 003 059 -035 013 0.03 089 -0.08 0.11

Marital Status*** -0.33 0.57 -0.18 0.51 -0.33 0.17 0.05 0.78 0.07 078 -0.11 0.02 0.03 090 -0.12 058 -0.02 0.76

BMI 0.01 0.88 0.11 0.06 0.07 020 0.02 0.62 005 033 002 003 007 030 006 022 002 011
Vaginal

Delivery**** -0.28 0.00 -0.07 0.30 -0.09 0.08 -004 034 -010 007 -0.01 039 -001 0.88 -0.07 014 -0.04 0.02

Prolapse Stage 058 0.21 -049 0.32 -0.52 016 -0.17 057 -0.13 0.77 -0.02 0.80 -0.87 0.03 -0.75 0.04 -0.05 0.57

cons -1.34 090 -5.17 0.43 -6.86 0.27 -3.04 046 -3.83 0.56 188 022 -065 091 -163 080 246 0.08

Linear regression

1The scores obtained in patients with 3 POP were used to determine as independent variable. Sociodemographic and clinical variables were used to control.

*1 POP: Dummy=1 if the patient had only one type of POP (Ba or C/D or Bp > -1) and dummy=0 if #1 POP; 2 POP: Dummy=1 if the patient had 2 types
of POP [Ba or C/D or Bp > -1 (2 options)] and dummy=0 if # 2 POP; 3 POP: Dummy=1 if the patient had all type of POP (Ba and C/D and Bp > -1) and
dummy =0 if # 3 POP.

** 1: llliterate; 2: through 4th grade; 3: 5th to 8th grade; 4: high school; 5: academic

***7.single, 2: married, 3: divorced; 4: widow

**** number of vaginal delivery

0s



Table 4- Correlation of P-QoL scores with ICIQ-VS scores

SMS (p) QoLS (p) VSS (p) Coefficient
of

correlation
General Health Perceptions 0.11 (0.30) 2.00 (0.01) 0.10 (0.65) 0.17
Prolapse Impact 0.03 (0.81) 5.15 (0.00) 0.49 (0.10) 0.43
Role Limitations 0.30 (0.08) 6.17(0.00) 0.96 (0.01) 0.51
Physical Limitations 0.27 (0.10) 5.46 (0.00) 1.30 (0.00) 0.52
Social Limitations 0.05 (0.77) 4.20 (0.00) 0.73 (0.04) 0.33
Personal Relationships 0.95 (0.007) -2.87 (0.17) 1.46 (0.03) 0.47
Emotion 0.34 (0.05) 5.66 (0.00) 1.08 (0.00) 0.49
Sleep/Energy 0.06 (0.67) 3.98 (0.00) 0.72 (0.03) 0.34
Severity Measures -0.06 (0.54) 2.98 (0.00) 0.87 (0.00) 0.45

Pearson Correlation

SMS- sexual matter score; QoLS —quality of life score; VSS — vaginal symptoms score

51



Tabela 5- Correlation of staging points of prolapse by POP-Q with bladder, vaginal and bowel

symptoms, assessed by P-QoL

Staging Aa Ap Ba Bp C D
®) ®) (2] ) (2] ®) ®)
Bladder symptoms
Frequency 0.04 0.05 0.23 0.40 0.64 0.89 0.89
(0.68) (0.84) (0.44) (0.30) (0.15) (0.27) (0.27)
Urgency -0.09 -0.18 -0.68 -0.39 -1.17 -2.45 -2.05
(0.60) (0.70) (0.25) (0.60) (0.17) (0.12) (0.21)
Urge incontinence -0.02 0.11 0.29 0.06 0.85 2.19 2.38
(0.90) (0.82) (0.61) (0.94) (0.31) (0.16) (0.13)
Stress incontinence -0.12 -0.15 -0.11 -0.12 -0.67 -1.08 -1.21
(0.21) (0.57) (0.73) (0.77) (0.15) (0.21) (0.21)
Poor urinary stream 0.17 0.55 0.48 0.17 0.52 -0.05 0.29
(0.12) (0.09) (0.22) (0.73) (0.35) (0.96) (0.83)
Straining to empty 0.01 -0.47 -0.22 -0.44 -0.30 0.28 -0.45
bladder (0.94) (0.16) (0.58) (0.40) (0.60) (0.79) (0.73)
Urine dribbles’ after -0.20 0.00 -0.03 0.37 0.23 0,.31 0.34
empty bladder (0.03) (0.99) (0.93) (0.42) (0.65) (0.74) 0.74)
Vaginal symptoms
Bulge/lump in vagina 0.42 0.91 0.72 1.15 0.94 2.45 1.76
(0.00) (0.00) (0.02) (0.00) (0.04) (0.00) (0.11)
Heaviness in the lower 0.08 -0.02 -0.38 0.05 -0.22 0.02 0.50
abdomen (0.34) (0.94) 0.27) (0.90) (0.65) (0.98) (0.61)
Discomfort in the 0.06 0.10 -0.06 -0.26 -0.38 0.09 -0.57
vagina (0.43) (0.70) (0.83) (0.51) (0.40) (0.91) (0.58)
Bowel symptoms
Incompletely empty -0.19 -0.62 -0.57 -0.59 -0.35 -1.46 -0.02
(0.02) (0.02) (0.07) (0.15) (0.43) (0.08) (0.93)
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Constipacion

Straining to open the

bowels

Help empty the bowels

with fingers

0.09
(0.34)
-0.12
(0.22)
0.36

(0.00)

0.59
(0.06)
-0.40
(0.13)
0.60

(0.08)

0.53
(0.15)
-0.37
(0.26)

0.69

(0.20)

0.38
(0.42)
0.30
(0.47)
0.69

(0.20)

0.35
(0.50)
0.09

(0.84)
0.93

(0.13)

1.85
(0.06)
1.14
(0.19)
2,40

(0.03)

-0.08
(0.93)
0.20
(0.85)
1.93

.11

Linear regression
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responsiveness of the Prolapse Quality of Life Questionnaire (P-QoL).

Methods: sixty-five women underwent surgical repair of the fascial POP. Patients were
evaluated by physical examination and preoperatively validated questionnaires three
and six months after surgery.

Results: The scores of all domains of the ICIQ - VS, the P -QoL and quantification of
urinary, vaginal and intestinal preoperatively symptoms were higher than those found
three and six months after surgery (p < 0.0001). Domain scores of the ICIQ-VS, the P-
QoL and symptoms assessed at three and at six months after surgery were similar (p >
0.05). The preoperatively staging were higher than those found three and six months
after surgery (p < 0.001), and there was not staging difference between the two
postoperative time points (p > 0.05).
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FASCIAL SURGICAL REPAIR FOR VAGINAL PROLAPSE: EFFECT ON

QUALITY OF LIFE AND RELATED SYMPTOMS

Words count: 2,847

Brief summary

This study evaluates the impact of surgical treatment for pelvic organ prolapse (POP) on

quality of life and symptoms by using validated questionnaires.

Abbreviations

BMI — body mass index
ES — effect size
HTLV- Human T lymphotropic virus

ICIQ-VS- Internacional Consultation on Incontinence Questionnaire — Vaginal
Symptoms

ICS- International Continence Society

POP — Pelvic organ prolapse

P-QoL- Prolapse Quality of life Questionnaire
QoL — Quality of life

QoLS- quality of life score

SCP - sacrocolpopexy

SMS- sexual matter score

VSS- vaginal symptoms score
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Introduction

Pelvic organ prolapse (POP) is a common condition whose prevalence has
increased due to the higher demand for help and surgeries [1]. American Data from the
2005-2006 National Health and Nutrition Examination Survey (NHANES) reported at
least one change of the pelvic floor in 10 % of women aged 20 to 39 years and 50 % of

women above 79 years [2].

The treatment options for prolapse depend on the severity of symptoms.
Mild to moderately symptomatic prolapse can be treated with conservative methods
such as training the muscles with or without pelvic floor biofeedback, as well as use of
pessaries. More severe cases may require surgical treatment [3]. Surgery for prolapse
has assumed important aspect in gynecological practice due to the increased life
expectancy of the female population by decreasing the achievement of hysterectomy
and decreased cervical interventions after the introduction of vaccines for human
papilloma virus [4]. Several surgical procedures are used to correct the prolapse and
may be performed with use of screens or fascial repair [3,5]. Surgical repair of POP

procedure is considered as moderate risk with less than 5% perioperative mortality [6].

One of the most important results to assess the effects of treating the pelvic
organ prolapse (POP) is the quality of life (QoL) [3]. For this evaluation is
recommended the use of validated questionnaires in clinical studies [7] to the
assessment of surgical outcomes because they may be useful in assessing the functional
surgery [8]. It is important for surgeons to consider the impact of surgery on quality of
life of patients to reinforce their clinical decisions [9]. The objective of this study is to
evaluate the effects of surgical repair of POP on related pelvic floor function and

symptoms on quality of life.
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Materials and Methods

Cohort study was conducted between May 2011 and August 2013, involving
65 patients recruited from two referral centers in Urogynecology, indicating POP’s
surgical repair. Two patients did not undergo surgery and did not return for
postoperative evaluation. Women with neurological disease or collagen carriers of
HTLV 1 and 2, with anal incontinence, pregnant women who have undergone childbirth
or gynecological surgery within 12 months prior to participation in the study were
excluded from the sampling. Women with cognitive disabilities that compromise the
comprehension of questionnaires were also excluded. The study was approved by the

Ethics Committee in Research (No. 1812).

Within a week to 24 hours before surgery, sixty-two patients completed the
Prolapse - Quality of Life (P-QoL) [9] and International Consultation on Incontinence -
Vaginal Symptoms (ICI1Q - VS) [10] questionnaires, already translated and validated to
portuguese [11,12]. The P-QoL included twenty questions representing nine QoL
domains and questions regarding bladder, bowel and sexual function. The scores for
each domain range from 0-100. Questions about bladder, bowel and sexual symptoms
have no score and were quantified by means of arithmetic sum of the responses to each
question, establishing values from 1 to 4 for each question on the P-QoL in ascending
order of severity. The ICIQ-VS evaluates a number of topics related to pelvic floor,
such as bowel and bladder problems and sexual dysfunction symptoms. It consists of 14
questions divided into three independent scores ranging between 0 and 53 (vaginal
symptoms score), 0 and 58 (sexual matter score) and 0 to10 (quality of life score). For
both questionnaires, high total score indicates greater impairment of quality of life,

while low score indicates good quality of life.
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The questionnaires were read to all patients. After completing them, patients
were examined in the lithotomy position and the staging Pelvic Organ Prolapse
determined by Quantification (POP-Q) [13]. The P-QoL and ICIQ-VS questionnaires
were applied and the POP-Q established again three and six months after surgery. All
patients were evaluated in the same position by the same researcher on the three times.
Women were subjected to different surgical techniques, all with fascial repair. One or
more types of surgeries were performed on the same patient. Patients with complaints of
urinary incontinence underwent surgery transobturator sling or retropubic

colposuspension by Burch technique to concomitant prolapse repair.

Statistical analysis of pre- and postoperative data was performed with the
aid of STATA version 11.0 for linear regression and GraphPad Instat 7.0 software for
non-parametric Kruskal-Wallis. For statistical tests, 5% significance was used. To
analyze the responsiveness of P-QoL, pre- and post-treatment scores were compared.
Subsequently, the effect size was measured (ES), which is the mean changes in scores
divided by the standard deviation of the values in the preoperative [14]. A value of 0.5
to 0.7 was considered moderate responsiveness, between 0.8 and 1.0 as good

responsiveness and above 1.0 as excellent responsiveness [15].

Results

All sixty-two women completed the questionnaire preoperatively and three
and six months after surgery. According to physical examination by POP-Q, 23.1 % of
women had prolapse at stage Il, 46.1 % stage Il and 30.8 % stage IV. Forty-nine

(79.0%) women had ever undergone procedures to correct prolapse, 58 (93.5 %) were
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postmenopausal and 36 (58.0 %) were sexually inactive. Among women without sexual

activity, 29 (80.5 %) were aged over 60 years.

Women who reported feeling bulge/lump from or in the vagina had higher
age and parity than women with fewer symptoms (Table 1). Older women also had
more advanced stages of prolapse. A total of 120 procedures were performed and

detailed in Table 2.

For analysis of P-QoL responsiveness, data before surgery and six months
after treatment were compared. The scores for each domain were lower postoperatively
than before surgery. Most domains demonstrated excellent responsiveness (Table 3).
The "emotion" and "social limitations" domains showed good responsiveness (ES=0.9)

and the domain "sleep/energy" showed moderate responsiveness (ES = 0.6).

The scores of all domains of P-QoL, quantification of bladder, vaginal and
bowel symptoms and the ICIQ -VS were lower compared to those found preoperatively
in both third and sixth months after surgical correction (Tables 4, 5 and 6). There was
no difference between the scores of both questionnaires and measures of symptoms

compared to the three and six months postoperatively.

The staging of POP postoperatively was lower than that reported before
surgical repair. The median POP staging preoperatively and three and six months after
surgical repair were, respectively 3 (range 2-4), 2 (range 0-3) and 2 (range 0-3) (p <
0.0001). There was no difference between the staging of POP observed in three and six

months postoperatively (p > 0.05).

Discussion
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In this cohort study, the impact of surgical treatment for pelvic organ
prolapse was evaluated through the use of validated questionnaires and evidenced
improved quality of life and the POP-related symptoms after surgery. A majority of
validated questionnaires is reliable; however, the responsiveness (ability to detect
changes) can vary [16]. The ICIQ-VS validated for Portuguese had their responsiveness
proven [12]. The P-QoL was validated in ten languages, but responsiveness still needs
to be established in several validations [16]. The present study demonstrated that the P-
QoL was able to capture changes in response after treatment, confirming the

responsiveness of this Portuguese version validated for Brazilian women.

In the present study, after fascial POP repair, there was significant
improvement in scores for all domains of P-QoL and ICIQ-VS, as well as the bladder,
sexual and bowel symptoms also evaluated by P-QoL and staging of prolapse assessed
according to the POP-Q. This improvement was significant at three and six months after
surgical correction of prolapse compared to the assessment performed preoperatively.
Other studies have also shown the positive impact of surgery on quality of life and
symptoms associated with POP. Recent meta-analysis of postoperative quality of life
showed that surgery improves quality of life in women with prolapse [3]. Another study
using similar methodology evaluated 43 women and identified significant improvement
at six months after performing sacrocolpopexy in all areas of the P-QoL, except for the
domain "social limitations™ [17]. Another study evaluated 4,652 women undergoing
surgery for POP between 2006 and 2011, using the ICIQ-VS to compare preoperative
scores with results in a period ranging from three to six months after surgery and
showed improved scores in 80% of cases [18]. All these studies demonstrate the
effectiveness of both the procedure and ability to determine variations in responses

assessed by questionnaires.
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Longitudinal study involving 177 patients with prolapse in stages 3 and 4
also showed improvement in quality of life scores for up to three months after surgery
to POP [19]. This fact was also observed in another cohort evaluating the results of
surgery with anterior and posterior, with or without hysterectomy fascial repair and used
the P-QoL for assessing quality preoperative life and six months after surgery. It was
also demonstrated that the site-specific fascial repair improves quality of life in most
areas of questionnaire [1]. The coincidence of those results with these found in this

study emphasizes the benefit of patients with surgical repair.

The meta-analysis that assessed quality of life after surgical treatment for
POP showed that the results of using mesh graft material were superior to those of
surgeries to fascial repair [13]. Another study evaluated 286 women undergoing
surgical repair for correction of recurrent cystocele compared with fascial repair with
mesh use and showed that after one year, women who underwent surgery had referred
twice more cured compared with those who underwent fascial surgery [20]. This study
included only fascial repair, while considering the benefit of using mesh in some

clinical situations [21, 22].

This study should be the first to concurrently use questionnaires of
symptoms and quality of life specific condition for POP. Both questionnaires given to
the same group of patients may increase the possibility of understanding the effect that
treatment has on the different aspects of quality of life and symptoms associated with

POP.

A study in England, included 192 women who underwent fascial surgery of
symptomatic POP using P-QoL preoperatively and six months after surgery and, as the
present study evaluated not only the results of surgery on quality of life, but also

associated symptoms [1]. It showed that among the bladder symptoms, frequency,
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urgency, poor urinary stream and incomplete bladder emptying improved significantly
after anterior and posterior repair, urge incontinence improved with anterior repair, but
not with the posterior one and stress incontinence did not improve after anterior or
posterior repair. Bowel symptoms improved after posterior correction and vaginal
symptoms improved with any type of correction [1]. In our study there was significant

improvement of bladder, vaginal and bowel symptoms after surgeries.

When questionnaire scores and staging of POP were evaluated after three
and six months of surgical repair, there was no difference between them. That must
mean the stability of surgical results in the first six months after surgical repair. In other
studies evaluating surgical outcomes with fascial repair on quality of life, patients were
studied for varying periods of time: three months after surgery [19] and six months after
surgery [1]. Long-term studies should be performed to evaluate the permanence of

benefits of fascial surgical repair POP.

The present study has some limitations. The sample size may be small to
test some associations and thus, they could not be expressed statistically. Still, it was
able to identify plausible differences that reached statistical significance. The
questionnaires used were designed to be self-administered. However, due to the high
rate of illiteracy in the population studied, it was chosen to read the questionnaires to all
patients. The researchers who conducted the interviews were trained to maintain
uniformity in the application mode. The high number of sexually inactive women made
difficult to assess the sexual function. Recent studies show improvement in domains of
sexual function after surgery for POP [23, 24], especially when hysterectomy was not
performed [24]. Although in this study the scores of sexual complaints ICIQ-VS and
scores of the domain "personal relationships™ from P-QoL (which contained questions

regarding sexual function) have shown significant improvement after surgery, the
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number of sexually active women evaluated was small. The time of evaluation of
patients in the postoperative period was relatively short and the long-term results, both

anatomical and subjective, must be established.

Conclusion

Both the quality of life as related to the function of pelvic organ symptoms
improved after fascial surgical repair during the study period, demonstrating that
surgery for POP with fascial repair are effective for patients with pelvic floor
dysfunction. Studies on long-term evaluations are needed to confirm the permanence of
the benefits of fascial surgery for POP to the well-being of patients undergoing the

procedure.
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Table 1- Sociodemographic characteristics according to the feeling of bulge/lumpfrom or in

the vagina, obtained from P -QoL

Feeling a bulge/lump from or in the vagina

Characteristics No A little Moderate A lot p

Median

(range)

Age 53.5 64.0 58.0 67.0 0.03
(37-75) (50-70) (35-81) (49-89)

BMI 26.6 27.1 28.4 25.1 1.00

(20.2-37.3) (21.5-40.4) (23.5-31.9) (16.8-40.8)

Parity 3 4 3 5 0.04
(1-5) (2-12) (1-10) (0-21)

Vaginal delivery 2 4 2 5 0.01
(0-5) (1-12) (1-10) (0-21)

Cesarean section 1 0 0 0 0.02
(0-2) (0-1) (0-1) (0-2)

Kruskal-Wallis test
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Table 2- Frequency of surgeries performed for prolapse

Anterior repair Posterior repair SCP Vaginal
hysterectomy
N 43 37 16 24
% 69.3 59.7 25.81 38.71

SCP: sacrocolpopexy
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Table 3- Responsiveness to change: mean change in P-QoL domain scores after surgical

treatment and effect size (ES)

Pre-treatment ~ Post-treatment ~ Mean change SD ES
mean score mean score in scores
(6 month)
Prolapse impact 76.92 8.06 -68.86 31.14 22
Role limitations 46.67 2.69 -43.98 39.99 1.1
Physical limitations 48.46 2.69 -45.77 40.26 1.1
Social limitations 30.94 2.15 -28.79 32.48 0.9
Personal
-50.46 38.62 1.3
relationships 60.75 10.29
Emotion 43.08 6.63 -36.45 40.61 0.9
Sleep/energy 25.90 6.99 -18.91 31.18 0.6
Severity measures 28.97 3.09 -25.88 23.94 1.1

SD: Standard deviation

70



Tabela 4 — Scores of domains of P-QoL preoparatively and 3 and 6 months after surgical

Domains Preoperative 3 months 6 months p value

post-operative  post-operative

A B C
Prolapse 76.5 +30.6 6.6+ 17.0 874219 <0.0001
impact [100.0] [0] [0] Ax B <0.001
A X C <0.001
(0-100) (0-100) (0-100) B X C> 0.0
Role 46.4 +392 33+ 14.9 3.3+ 14.9 <0.0001
limitations [33.33] 0] [0] A xB <0.001
A X C < 0.001
(0-100) (0-100) (0-100) B % C> 005
Physical 48.4+39.5 33+15.8 33+15.8 <0.0001
limitations [33.33] 0] 0] AxB <0.001
A X C <0.001
(0-100) (0-100) (0-100) B X C>0.05
Social 30.6 +32.2 25+13.7 27 +13.7 <0.0001
limitations [22.22] [0] [0] A xB <0.001
A X C < 0.001
(0-100) (0-100) (0-100) B % C> 005
Personal 61.5+37.6 9.8 +20.7 12.1 263 <0.0001
relationships [66.7] [0] [0] Ax B <0.001
A X C <0.001
(0-100) (0-66.7) (0-100) B X C> 0.0
Emotion 432 + 404 55+17.8 73 +23.6 <0.0001
[33.33] (0] [0] AxB<0.001
A X C < 0.001
(0-100) (0-100) (0-100) B % C> 005
Sleep/energy 26.0+31.6 52+14.1 7.6 £20.5 <0.0001
[16.7] [0] [0] AxB<0.001
A X C <0.001
(0-100) (0-66.7) (0-100) B X C>0.05
Severity 28.7 +23.8 26+9.8 3.9+10.9 <0.0001
measures [25.0] [0] [0] A xB <0.001
A X C <0.001
(0-100) (0-66.7) (0-66.7) B X C>0.05

Kruskal-Wallis test
(+) : Mean # standard deviation [ ] : Median , ( - ) : Interval, P - Qol : Prolapse - Quality of Life Questionnaire
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Table 5- Quantification of bladder symptoms. vaginal and bowel P -QoL staging of prolapse

(POP - Q) preoperatively and 3 and 6 months after surgical repair .

Preoperative 3 months post- 6 months post- p value
operative operative
A B C
Bladder symptoms 17.1£59 9.0+4.4 8.9+4.7 <0.0001
[18.0] [8.0] [7.0] A x B <0.001
(0-28) (0-23) (0-23) AXC<0.001
BxC>0.05
Vaginal symptoms 139 +438 5.8+2.7 5.7+2.8 <0.0001
[14.0] [5.0] [6.0] AxB<0.001
(0-23) (0-20) (0-20) A X C <0.001
BxC>0.05
Bowel symptoms 11.0+3.5 7.8+£3.6 7.3+£3.7 <0.0001
[11.0] [7.0] [6.5] AxB<0.001
(0-18) (0-16) (0-16) AXC<0.001
BxC>0.05

Kruskal - Wallis ( ) Test : Mean =+ standard deviation ; [ ] : Median , ( - ) : Interval,

P - Qol : Prolapse - Quality of Life Questionnaire

72



Tabela 6- Scores of areas of the ICIQ - VS preoperatively and 3 and 6 months after surgical

Domains Preoperative 3 months 6 months p value

post-operative  post-operative

A B C
Vaginal symptoms score ~ 24.2 + 10.9 25+74 28+7.7 <0.0001
[24.0] [0] [0] A xB <0.001
(0-50) (0-50) (0-50) A x C<0.001
BxC>0.05
Sexual complain score 13.1 £22.0 34+£9.6 6.3+17.0 0.02
[0] [0] [0] AXB<0.05
(0-73) (0-48) (0-74) Bx€>0.05
Quality of life score 7.5+33 0.7+1.9 1.0+24 <0.0001
[10.0] [0] [0] A x B <0.001
(0-10) (0-9) (0-10) AXC<0.001
BxC>0.05
Kruskal - Wallis ( + ) Test : Mean + standard deviation [] : Median, ( - ) : Range

ICIQ - VS : International Consultation on Incontinence Questionnaire- Vaginal Symptoms
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VI. CONCLUSOES

1.

A andlise dos dados sociodemograficos revelou que mulheres mais velhas
tinham prolapsos maiores e as mais jovens eram mais sexualmente ativas que as
mais velhas.

A responsividade do questiondrio P-QoL foi verificada pela capacidade de
mudanca de resposta aos itens dos questiondrios entre 0s momentos pré e pos-
operatorios.

Houve melhora dos escores de qualidade de vida do P-QoL e dos escores do
ICIQ-VS ap6s o procedimento cirdrgico.

Muitos sintomas urindrios, vaginais e intestinais ndo se associaram com a
gravidade do prolapso ou com pontos especificos de prolapso, avaliados pelo
exame fisico, através do POP-Q. A complexidade do prolapso, caracterizada
pela presenca concomitante de defeitos anteriores, apicais e posteriores foram
mais relevantes do que o simples estadiamento do mesmo para o

comprometimento da qualidade de vida.
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VIL. SUGESTOES E RECOMENDACOES

7.1. Recomendacdes para a pratica

O tratamento cirtrgico revelou-se uma boa op¢do para melhora dos sintomas
associados ao POP, assim como da melhora objetiva do estadiamento do prolapso.
Também se associou com melhora da qualidade de vida das pacientes tratadas. Partindo
destes resultados, poderemos oferecer dados concretos as pacientes com prolapso
genital, para melhor ajudé-las a decidir entre os tratamentos disponiveis. Os dados desta
pesquisa também sao tteis aos cirurgides que atendem mulheres com POP, porque tém
respaldo cientifico para oferecer o tratamento cirurgico as pacientes, assim como

esclarecer-lhes sobre melhora dos sintomas associados e da qualidade de vida.

N

As cirurgias com corre¢do fascial levam a melhora clinica, com melhora do
estadiamento do prolapso e a melhora subjetiva da qualidade de vida. Por representarem
menor custo que as cirurgias com uso de telas, continuam sendo uma boa opcao para

corre¢ao dos prolapsos de usudrias de servigos publicos.

7.2. Recomendacoes para a pesquisa

Estudos com avaliagcdes em longo prazo e com inclus@do de maior nimero de
pacientes sdo necessarios para confirmar os beneficios da cirurgia fascial para POP na
qualidade de vida das mulheres tratadas. Estudos comparando a correcao fascial com a
corre¢ao com uso de telas também proporcionardo valiosos dados para a pratica clinica,

sendo, por isso, imprescindiveis.
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Dados Sociodemograficos e Exame Fisico

Paciente N® Data: / [/
Nome: REG

TEL: / /

END:

1.Raca: 1.1branca () 1.2preta( ) 1.3parda( )
2.Escolaridade:

3.Estado civil: 3.1 solteira( ) 3.2 casada( ) 3.3 separada( ) 3.4 viuva( )
4.0cupacao: 4.1estudante () 4.2dolar( ) 4.3 empregada ( )
4.4 desempregada ( ) 4.5 aposentada ( )

5. Renda familiar: reais salarios minimos

6. Idade: anos

7.Paridade (gestacdes acima de 22 semanas):

8.Numero de partos vaginais: Forceps: N¢ cesareas:
9.Peso fetal maximo: parto vaginal: g cesarea: g
10.indice de massa corpérea: Peso: Kg Altura: m

11. “Status menstrual” 11.1 pré-menopausa ( )

11.2 pdés-menopausa sem TRH ( ) 11.3 pés-menopausa com TRH ( )
12. HAS 12.1sim () 12.2 néo ()
13. Diabetes Mellitus 13.1 sim( ) 13.2ndo ()
14.Tabagista: 14.1 sim( ) 14.2 néo ()
15. Histerectomia prévia 15.1 ndo( ) 15.2 HTV () 15.3HTA ()
15.4 Histerectomia subtotal ( )

16._Incontinéncia urinaria: 16.1Continéncia normal( ) 16.2IUEsforco ( )
16.3 IUUrgéncia ( )

17. Cirurgia para prolapso: 19.1 0( ) 19.2 1( ) 193 2ou+ ()

18. Cirurgia paralUE: 20.1 0( ) 20.2 1() 20.3 20u+ ()

19.POP-Q: 22.1Aa__  222Ba___ 223C___ 224D
225Bp___ 22.6Ap__ _227CVT___ 228HG__ 229CP___

20.Estadio: 23.10 () 23.2-1() 23.3-11() 23.4-1l1() 235-1V()
21. EUD: 19.1 IUE ( ) 19.2 lUU( ) 19.3 outros
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Qualidade de Vida Prolapso
(P-QOL)

Nome Reg:

Idade anos Hospital: N°

Datade hoje _/ [ .

UM PROLAPSO E UMA “ BOLA OU ABAULAMENTO” QUE DESCE PELA VAGINA
CAUSANDO DESCONFORTO

POR FAVOR PREENCHA ESTE QUESTIONARIO MESMO QUE VOCE SINTA QUE NAO
TENHA PROLAPSO

1.Como vocé descreveria sua salde neste momento? Por favor marque uma resposta
1a. Muito boa O
1b. Boa O
1c. Regular @)
1d. Ruim O
le. Muito ruim O

2.Quanto vocé acha que seu problema de prolapso afeta
) Por favor marque uma resposta
sua vida?

2a.Nao afeta

2b. Um pouco

2c. Moderadamente

O O O O

2d. Muito
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3.Por favor anote se vocé tem algum dos seguintes sintomas e marque o quanto eles afetam
VOCE?
0. 1. 2. 3. 4,

Néo se aplica N&o  Umpouco  Moderadamente Muito

3a. Ir ao banheiro para urinar
O O O O O

com muita frequéncia.

3b. Urgéncia: desejo urgente de
O O O O O

urinar

3c. Incontinéncia por urgéncia:

perda urinaria associada a um O O O O O

forte desejo de urinar

3d.Incontinéncia de esforgo:
O O O O O

perda urinaria associada a tosse.

3e. Sensacdo de um

abaulamento / bola saindo da O O O O O

vagina

3f. Sensacéo de peso ou pressao

na parte inferior do abdome
O O O O O

(barriga) que aparece ou piora
no decorrer do dia

3g.Abaulamento na vagina

interferindo no esvaziamento do O O O O O

intestino

3h.Desconforto na vagina que
piora quando esta em pé e alivia
guando se deita

3i.Jato urinario fraco

3j. Esforco para esvaziar a
bexiga

3k. Gotejamento de urina apds

o] O] O] O
o] O] O] O
o] O] O] O
o O] O] O
o O] O] O

esvaziar a bexiga




4. Por favor, anote se vocé tem algum dos seguintes sintomas e marque o quanto eles afetam

VOCcé?
0. 1.

N&o se aplica Nao

2.

Um pouco

Moderadamente

4,
Muito

4a. Sensacao de ndo ter

esvaziado completamente o O O

intestino apds ter defecado

O

O

O

4b. Constipacéo dificuldade em

esvaziar o intestino

4c. Esforco para defecar

4dAbaulamento na vagina que

atrapalha o sexo

4e.Dor lombar (na parte inferior
das costas) que piora com o

desconforto vaginal

4f. Vocé ajuda a esvaziar o

o] O | O] O O

intestino com seus dedos?

o] O | O] O O

o] O | O] O O

o] O | O] O O

4g9.Com que frequéncia vocé O O

defeca

O

o O] O | O] O O

Abaixo estdo algumas atividades diarias que podem ser prejudicadas pelo seu problema de

prolapso. Quanto o seu problema de prolapso incomoda vocé?

Gostariamos que vocé respondesse cada questao.

S6 marque o circulo gue se aplica a vocé:

5. LIMITACOES DE ATIVIDADES 0.
DIARIAS Nada

1.

Ligeiramente

2.

Moderadamente

3.
Muito

5a.Quanto seu prolapso afeta suas atividades O

domésticas (ex. limpeza, compras, etc.)

O

O

O

5b.Seu prolapso afeta seu
trabalho ou suas atividades O

diarias normais fora de casa?

O

O

O
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6.LIMITACOES FISICAS/SOCIAIS

0. 1. 2. 3.
Nada Ligeiramente Moderadamente Muito
6a. Seu prolapso afeta suas atividades fisicas
(ex. caminhar, correr, praticar esportes, O O O O
ginastica, etc...)
6b. O seu prolapso afeta sua capacidade de
viajar? O O O O
6¢.0 seu prolapso limita sua vida social? O O O O
6d.0 seu prolapso limita sua capacidade
de ver/visitar amigos? O O O O
7. RELACIONAMENTO 0. 1. 2. 3. 4.
PESSOAL Ndo se aplica N&o Ligeiramente Moderadamente Muito
7a.0 seu prolapso afeta o
relacionamento com seu O O O O O
parceiro?
7b.0 seu prolapso afeta sua
vida sexual? O O O O O
7¢.0 seu prolapso afeta sua
vida familiar? O O O O O
8. EMOGOES 0. 1. 2. 3.
Nada Ligeiramente  Moderadamente Muito

8a.0 seu prolapso faz vocé

se sentir deprimida?

O

O

O

O

8b.0 seu prolapso faz vocé

se sentir ansiosa ou nervosa?

O

O

O

O

8c.0 seu prolapso faz vocé

se sentir mal consigo mesma?

O

O

O

O
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9. SONO/ENERGIA 0. 1. 2. 3.

Nunca Asvezes Frequentemente O tempo todo

9a.0 seu prolapso afeta seu sono? O O O O

9b.Vocé se sente exausta/cansada? O O O O

Vocé faz alguma das sequintes coisas para ajudar seu problema de prolapso?

10. Responda mesmo que vocé ndo sinta que tem problema de prolapso. Se sim, quanto?
0. 1. 2. 3.

Nunca Asvezes Frequentemente O tempo todo

10a.Usa absorventes internos/externos O O O O
ou calcinhas firmes?

10b.Vocé empurra o seu
prolapso para cima?

ao prolapso?

O O O O
10c.Dor ou desconforto devido O O O O
10d.0 prolapso impede O O O O
vocé de ficar em pé?

OBRIGADO, agora verifique se vocé respondeu todas as questdes.
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ICIQ-VS EM PORTUGUES

NUmero Inicial

CONFIDENCIAL

QUESTIONARIO DE SINTOMAS VAGINAIS

Muitas pessoas apresentam sintomas vaginais de vez em quando. Estamos tentando descobrir
guantas pessoas apresentam sintomas vaginais e quanto isso as incomoda. Ficariamos agradecidos

se voceé pudesse responder as seguintes perguntas, pensando em como vocé tem passado, em
média, nas ULTIMAS QUATRO SEMANAS.

Por favor, escreva a data de hoje:

DIA MES ANO
Por favor, escreva sua data de nascimento: D D D
DIA MES ANO

Sintomas vaginais:

la. Vocé percebe uma dor em presséo ou peso
no seu abdémen inferior (pé da barriga)?

nunca E 0

ocasionalmente E 1
asvezes E 2

na maior parte do tempo E 3

o tempo todo E 4
1b. Quanto isso incomoda vocé?

Por favor, circule um nimero de 0 (nada) a 10 (muito)

o 1 2 3 4 5 6 7 8 9 10
nada muito

2a. Vocé percebe que sua vagina esta dolorida?

nunca| | o

ocasionalmente E 1
asvezes| |2
na maior parte do tempo E 3
0 tempo todo E 4
op. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)

O 1 2 3 4 5 6 7 8
nada

9

10
muito
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3a. Vocé sente que tem umareducéo de sensibilidade ou de jeito nenhum | |0
amortecimento na sua vagina ou em volta dela ? muito pouco E 1

moderadamente E 2

muito E 3

3b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)

o 1 2 3 4 5 6 7 8 9 10
nada muito

Prolapso (bexiga caida) € um problema comum que afeta a sustentacdo normal dos 6rgaos
pélvicos, e que resulta na descida ou “queda” das paredes vaginais ou dos proprios 6rgaos
pélvicos. Isto pode incluir a bexiga, o intestino e o Utero. Os sintomas séo geralmente piores em
pé ou fazendo forca (por exemplo: carregar peso, tossir, fazer exercicios) e geralmente melhoram
ao deitar e relaxar.

O prolapso pode causar varios problemas. NGOs estamos tentando descobrir quantas pessoas
apresentam prolapso e quanto isto as incomoda. Ficariamos agradecidos se vocé pudesse
responder as seguintes perguntas, pensando em como vocé tem passado, em média, nas
ULTIMAS QUATRO SEMANAS.

4a. \Vocé sente sua vagina muito frouxa ou larga? de jeito nenhum E 0

umpouco | |1

moderadamente E 2

muito E 3

4b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)

o 1 2 3 4 5 6 7 8 9 10

nada muito
5a. Vocé percebe um “caro¢o” ou uma “bola” descendo nunca 0
na suavagina? ocasionalmente

na maior parte do tempo
o tempo todo

[ ]
I
asvezes E 2
I
[ ]

5b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)

o 1 2 3 4 5 6 7 8 9 10
nada muito
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6a. Vocésenteum “carog¢o” ou“bola” saindo de suavagina nunca | |0
de forma que vocé possa senti-la ou vé-la fora dela? .
ocasionalmente E 1
asvezes [::]2
na maior parte do tempo E 3
ommpomwo[:j4
6b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)
o 1 2 3 4 5 6 7 8 9 10
nada muito
7a. Vocé sente que suavagina é muito seca? nunca | |0
ocasionalmente | |1
asvezes [::]2
na maior parte do tempo E 3
o tempo todo E 4
7b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)
o 1 2 3 4 5 6 7 8 9 10
nada mulito
Vocé tem que colocar o dedo na sua vagina para
ga. q - gihap nunca | |0
ajudar a evacuar (fazer coc0)” ocasionalmente E 1
asvezes [::]2
na maior parte do tempo E 3
o tempo todo E 4
8b. Quanto isso incomoda vocé?

Por favor, circule um nimero de 0 (nada) a 10 (muito)

o 1 2 3 4 5 6 7 8 9
nada

10
muito
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9a. Vocé sente que suavagina é muito apertada?

nunca | |0

ocasionalmente | |1
asvezes | |2

na maior parte do tempo E 3
o tempo todo E 4

9b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)

o 1 2 3 4 5 6 7 8 9
nada

10
muito

Questdes sexuais

Ficariamos agradecidos se vocé pudesse responder as seguintes perguntas, pensando em como
vocé tem passado, em média, nas ULTIMAS QUATRO SEMANAS.

10. Atualmente vocé tem vida sexual? sml_Jo
nao, por causa dos meus sintomas vaginais E 1
~ i . NAo por outros motivos E 2
Se NAO, por favor va para a questao 14.
1la. Seu problemade vaginainterfere nasuavidasexual? dejeitonenhum| o
umpouco | |1
moderadamente E 2
muito E 3
11b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)
o 1 2 3 4 5 6 7 8 9 10
nada muito
12a. Vocé sente que seu relacionamento com seu dejeitonenhum | o
parceiro é afetado pelos sintomas vaginais? um pouco E 1
moderadamente E 2
muito E 3
12b. Quanto isso incomoda vocé?
Por favor, circule um nimero de 0 (nada) a 10 (muito)
o 1 2 3 4 5 6 7 8 9 10
nada muito
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13. Quanto vocé acha que sua vida sexual tem sido prejudicada pelos seus sintomas
vaginais?

Por favor, circule um nimero de 0 (nada) a 10 (muito)

O 1 2 3 4 5 6 7 8 9 10
nada muito

Ficariamos agradecidos se vocé pudesse responder as seguintes perguntas, pensando em como
vocé tem passado, em média, nas ULTIMAS QUATRO SEMANAS.

14. Em geral, quanto seus sintomas vaginais interferem na sua vida diaria?

Por favor, circule um nimero de 0 (nada) a 10 (muito)

o 1 2 3 4 5 6 7 8 9 10
nada muito

Muito obrigado por ter respondido essas questdes.
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(including mini reviews), clinical opinions, editorials, controversies in urogynecology, and video.
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electronically at the time of manuscript submission, without exception. In addition to this form,
the title page must include a conflict of interest statement for each author.

Patient Confidentiality

Patients have a right to privacy; identifying information, including names, initials, or hospital
numbers, should not be published in written descriptions, photographs, videos, or pedigrees
unless the information is essential for scientific purposes and the patient (or parent or guardian)
gives written informed consent for publication. Patient consent should be written and available to
the 1UJ Editors upon request.

For case reports and video articles, authors must obtain written consent from the patient. All
authors must include a statement before the References section under the heading ‘Consent’
which reads: ‘Written informed consent was obtained from the patient for publication of this case
report/ video article (please delete as appropriate) and any accompanying images.’

Review Process

Once a manuscript has been submitted, the corresponding author will be contacted by email.
Manuscripts that do not conform to the journal style (see Manuscript Preparation below) will be
returned to the corresponding author for revision and resubmission online, prior to being
considered for publication.

Manuscripts which do not meet the general criteria for this journal will be returned to the
corresponding author without undergoing peer review and will not be accepted. This decision will
be made by the Editors-in-Chief. Criteria include but are not limited to:

e relevance to the aims of the journal with the topic being of overall general interest

e sufficiently original and contributing to the advancement of the field

e clearly written with appropriate study methods, well-supported data and conclusions
which are supported by the data

e clear and understandable English, grammar, and spelling

Once a manuscript has been submitted, conforms to journal style, and is deemed appropriate for
this journal, it will be assigned to an editor and begin to go through the peer review process. The
corresponding author will be contacted by email with editorial decisions as the manuscript moves
through the peer review process.

Manuscripts that are returned to the corresponding author with Major Revisions or Minor
Revisions, will include the reviewers' and the editor's comments and suggestions for changes. The
notification will include the option for the corresponding author to accept or decline submitting a
revised manuscript and addressing the reviewers' comments, as well as the deadline for
resubmitting a revised manuscript. All revised manuscripts will be submitted online via Editorial

100



Manager. Revised manuscripts should clearly show where revisions have been made by using
the Track Editing option in Microsoft Word, and include a cover letter addressing each
reviewer's point with a counterpoint. Manuscripts which have been returned with a decision of
Major Revisions or Minor Revisions are not guaranteed acceptance after a revised manuscript has
been resubmitted. Revised manuscripts will go through the peer review process. Manuscripts
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considered as new submissions if not resubmitted within three months from the time of
notification. Requests for extension of the resubmission deadline should be directed by email to
the Editorial Office.

Redundant, Duplicate, or Fraudulent Publication

Authors must not simultaneously submit their manuscript to another journal if that manuscript is
under consideration by the International Urogynecology Journal (IUJ). Redundant or duplicate
publication is considered as a manuscript that overlaps substantially with one already published in
print or electronic media. At the time of manuscript submission, authors must inform the editor
about all submissions and previous publications that might be regarded as redundant or duplicate
publication of the same or very similar work. Any such publications must be referred to and
referenced in the new manuscript. Copies of such material should be included with the submitted
manuscript as a "supplemental file".

Authors must not:

o  Willfully and knowingly submit false data

e Submit data from a source not the authors' own

e Submit previously published material (with the exception of abstracts) without correct and
proper citation

e Omit reference to the work of other investigators that establishes a priority

o Falsely certify that the submitted work is original

e Use material previously published elsewhere without prior written approval of the
copyright holder

Please refer to Publishing Integrity for a detailed explanation on Publishing Ethics (full policy
available at the IUJ Homepage).

Confidentiality

All manuscripts are treated by the assigned reviewers as privileged and confidential information.
Reviewers may request advice from another party, subject to the general principles of
confidentiality and permission of the managing editor. Reviewers' comments are not published or
made available publicly except with the prior written permission of the reviewer, author, and
editor. However, reviewers' comments are shared with the other reviewers of the same
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manuscript, and reviewers will be notified of the editor's decision. The reviewers' identity remains
anonymous. All reviewers are asked to disclose any potential conflict that could influence their
opinions of manuscripts, prior to review of a manuscript. Editors will only disclose information
pertaining to a specific manuscript (i.e. receipt, status in review process, content, criticism, or final
decision) to the author and reviewers.

Manuscript Preparation

Manuscripts must be written in clear, concise English and conform to the specifications described
herein. Manuscripts that are considered poor quality in terms of English, grammar, and spelling
and require extensive revisions for clarity may be returned to the author for revision prior to
proceeding to the peer review process. Springer offers a manuscript revision service through
Edanz, and can be accessed through a link on the IUJ Springer homepage. Edanz may also be
accessed directly at www.edanz.com. This is associated with a fee for service, which is the
author’s responsibility.

Terminology

It is suggested that “Methods, definitions, and units conform to the standards jointly
recommended by the International Urogynecological Association and the International Continence
Society and , except where specifically noted” (Haylen et al. An International Urogynecological
Association (IUGA)/International Continence Society (ICS) joint report on the terminology for
female pelvic floor dysfunction. Int Urogynecol J 2010;21:5-26.

All manuscripts that have been accepted for publication are subject to copy-editing.

Article Types and Specific Requirements

Original Articles

o Title page:
o all authors and affiliations
o corresponding author contact information (email mandatory)
o conflict of interest statement for each author

o each author’s participation in the manuscript
e Structured abstract (250 words) and Keywords (up to 6)
e Brief summary (25 words)
e Word limit of 4000 words (average is 2000 words)

e Maximum of 6 authors (more than 6 authors requires submission of a letter to the
editorial office explaining the reasons)

e Maximum of 30 references

e Maximum of 6 figures/tables (If the article contains a large number of illustrations
then the length of the text should be adjusted accordingly to a lower word count)
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Title page:
o all authors and affiliations
o corresponding author contact information (email mandatory)
o conflict of interest statement for each author
o each author’s participation in the manuscript
Structured abstract (250 words) and Keywords (up to 6)
Brief summary (25 words)
Word limit of 6000 words
Maximum of 3 authors
Maximum 100 references
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Case Reports

Title page:
o all authors and affiliations
o corresponding author contact information (email mandatory)
o conflict of interest statement for each author
o each author’s participation in the manuscript
Abstract (50 — 150 words) to include case/conclusions and Keywords (up to 6)
Brief Summary (25 words)
Word limit of 1000 words
Maximum of 3 authors
Maximum of 1-2 figures/tables

Maximum of 5 references

Current Opinion/Updates

Title page:
o All authors and affiliations
o corresponding author contract information (email mandatory)
o conflict of interest statement for each author
o each author’s participation in the manuscript
Unstructured abstract (50 — 150 words) and Keywords (up to 6)
Word limit of 3000 words
Maximum of 7 authors
Maximum of 25 references
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Letters to the Editor (Comments)*
e Title and corresponding author
e Word limit of 400 words

e Maximum of 3 references (the first reference must be the publication in question if
letter relates to a publication)

*NOTE: The editorial staff reserves the right to shorten letters if necessary and to make
minor editorial alterations without reference to the writer; letters may be published
together with a reply from the original author. If the original author does not respond, a
notation indicating ‘response declined’ will be published. As space for Letters-to-the-Editor
is limited, only a selection of letters submitted may be published.

Video Article

In addition to a video authors should submit a manuscript text. This should include:

e Title page (incorporating a structured abstract, keywords and references):

Title of video
All authors and affiliations
Corresponding author contact information (email mandatory)

o O O O

Conflict of interest statement for each author
o Abstract (up to 200 words)

e Structured text (800-1200 words):

1.

2.
3.
4

Aim of the video / Introduction
Method

Results (if presenting data)
Conclusion

Presenting results and using tables is encouraged.

e Keywords (up to 6)

Up to 10 references

e Video format:

o Should not exceed 9 minutes
o File size should not exceed 100MB

o Allvideos should be in MP4 format and will be playable on a Windows-based

computer
The use of unnecessary audio (i.e. music) is discouraged

The content of the video file(s) must be identical to that reviewed and

accepted by the editors
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o All narration should be in English

o Information that may identify patients, including names, initials, or hospital
numbers, should not be included in videos unless the information is essential
for scientific purposes and the patient (or parent or guardian) gives written
informed consent for publication. Patient consent should be written and
available to the IUJ Editors upon request. All authors must include a
statement before the References section under the heading ‘Consent’ which
reads: ‘Written informed consent was obtained from the patient for
publication of this video article and any accompanying images.’

Manuscript Format

The following sections must each begin on separate pages:

Title Page*

Abstract*

Text (Introduction, Materials and Methods, Results, Discussion)*
Acknowledgements

References*

Figure Legends (if any figures)

Tables

Appendices (if any)

*Mandatory sections

Manuscripts must have all pages numbered and the text should be double spaced.

Title page
The title page MUST include:

Title - Capture the essence of the scientific contribution in no more than 15 words,
including spaces. It should be specific enough for electronic retrieval and searches

Author Details - Name(s) and institutional affiliation(s) of all the author(s)
Corresponding Author and contact information (address, telephone, fax, email)

Word Count — Must be included in the lower left hand side of the title page. Word
count includes abstract and main text but not references.

Financial Disclaimers/Conflict of Interest statement (if none, state FINANCIAL
DISCLAIMER/CONFLICT OF INTEREST: NONE). NOTE: This_does not replace the
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mandatory Copyright and Authorship Form which must be completed and included
at the time of submission.

e Each authors' contribution to the Manuscript

e List each author by surname (family name) and describe each of their contributions
(select all that apply) to the manuscript using the following terms:

Protocol/project development

Data collection or management

Data analysis

Manuscript writing/editing

Other (please specify briefly using 1 to 5 words)

(Adapted from WAME Authorship paper, www.wame.org, posted January 10, 2007)

For example:

AR Smith: Project development, Data Collection, Manuscript writing
TS Jones: Data collection

AJ Davis: Manuscript writing

Abstract

Each original article and review/mini review article must include a structured abstract of
up to 250 words that is intelligible to the journal’s general readership without reference to
the text and must reflect the content of the article accurately. All original articles and
reviews/mini reviews should present the abstract in a structured format as follows:

e Introduction and Hypothesis
e Methods (include sample size and statistical approaches).

e Results - The Results must contain sufficient data for readers to evaluate the
credibility of the conclusion. All of the data does not need to be presented. The
conclusion should be an inference, not a summary.

e Conclusions - Readers should be able to understand the question asked in the study
and why and how it was done.

Keywords

Up to 3-6 keywords should be supplied in alphabetical order after the Abstract,
characterizing the scope of the manuscript.
Brief summary

A 25-word summary is mandatory and will be used in the table of contents of the journal.
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Abbreviations

These should be defined at first mention in the abstract and again in the main body of the
text and used consistently thereafter.

Introduction

Develop the study rationale and avoid a literature review. Literature should be cited only
to the extent that helps the reader understand why the question is asked. End the
Introduction with a stated aim or question, preferably expressed as a testable hypothesis.
For example, if the study is aimed at identifying the color of apples, or asks what color are
apples, state ‘we hypothesized that apples will be green rather than red’. The reason for
this hypothesis should be contained in the rationale.

Materials and Methods

The Materials and Methods section should describe the procedures used and include
sufficient information such as subjects and measurements) so that a reader can evaluate
the credibility of results and interpretation in the light of possible methodological
limitations. Detailed statistical methods should be included. Findings should be quantified
when possible and presented with appropriate indicators of measurement error or
uncertainty, e.g. confidence intervals. The source or manufacturer name of all products
used should be stated. Authors should always consider clarity for other workers about how
and why a study was done in a particular way. All original articles should include
Ethics/Institutional Review Board (IRB) approval for all studies, human or animal. Studies
in which ethics approval does not apply or is waived by the IRB/Ethics Committee should
state this in the manuscript, and the reason for the exemption or waiver.

Randomized Controlled Trials (RCT)

In cases of prospective, randomized trials (RCT), it is strongly encouraged that they are
registered with a public clinical trial registry, such as www.clinicaltrials.gov (NO FEE) prior
to commencing patient recruitment. Proof of IRB approval is MANDATORY (or an
explanation for exemption or waiver). Authors should refer to the CONSORT statement
(http://www.consort-statement.org/), including the flow diagram and checklist
(http://www.consort-statement.org/consort-statement/overviewQ/#checklist) when
preparing a manuscript reporting RCT. The flow diagram should be included as Figure 1 in
the document.

Results

Results concerning the primary testable hypothesis should be presented first. Do not ‘save
the best for last’. Data should be presented as concisely as possible, if appropriate in the
form of tables and/or graphs, although very large tables should be avoided. If authors wish
to present the full data of the study, and any technical details, these can be included as
Electronic Supplementary Material.
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Discussion
The following paragraph structure is recommended:

e Summarize the main findings from most to least important, including a statement
whether the results are consistent with the stated hypothesis.

e Discuss how the results confirm or contrast with published literature.

e If the results differ, discuss the possible reasons for this. Details of methodology and
results of published literature may be appropriate here. Avoid reviewing literature
outside the scope of the study.

e Discuss the significance and implications of this new data. Having developed the
rationale to define the limits of current knowledge, how does this new information
advance understanding?

e Write a paragraph concerning the limits of the study — this is critical. The inferences
made throughout the Discussion must be written bearing in mind the constraints of
the methodological limitations of the work. Papers written without this section will
not be considered for publication.

e Summarize and Conclude. The conclusion is an inference. Within the constraints of
the limitations of the study, the authors may boldly speculate regarding the
significance of the findings and future research.
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Citation

Reference citations in the text should be identified by numbers in square brackets. Some
examples:

1. Negotiation research spans many disciplines [3].
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2. This result was later contradicted by Becker and Seligman [5].

3. This effect has been widely studied [1-3, 7].
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The list of references should only include works that are cited in the text and that have been
published or accepted for publication. Personal communications and unpublished works should
only be mentioned in the text. Do not use footnotes or endnotes as a substitute for a reference
list.

The entries in the list should be numbered consecutively.

e Journal article

Gamelin FX, Baquet G, Berthoin S, Thevenet D, Nourry C, Nottin S, Bosquet L (2009)
Effect of high intensity intermittent training on heart rate variability in prepubescent
children. Eur J Appl Physiol 105:731-738. doi: 10.1007/s00421-008-0955-8

Ideally, the names of all authors should be provided, but the usage of “et al” in long
author lists will also be accepted:

Smith J, Jones M Jr, Houghton L et al (1999) Future of health insurance. N Engl J Med
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e Article by DOI
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e Book
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e Online document
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e Dissertation
Trent JW (1975) Experimental acute renal failure. Dissertation, University of California

Always use the standard abbreviation of a journal’s name according to the ISSN List of
Title Word Abbreviations, see

WWwWWw.issn.org/2-22661-LTWA-online.php

For authors using EndNote, Springer provides an output style that supports the
formatting of in-text citations and reference list.
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e Endnote style (zip, 2kB)

Authors preparing their manuscript in LaTeX can use the bibtex file spbasic.bst which is
included in Springer’s LaTeX macro package.

Standardization articles

If referencing standardization articles that are in collaboration with the International
Continence Society please use the following references:

e Haylen, B.T., Freeman, R.M., Swift, S.E., Cosson, M. and Davila, G.W. et al (2011)
An International Urogynecological Association (IUGA) / International Continence
Society (ICS)joint terminology and classification of the complications related
directly to the insertion of prostheses (meshes, implants, tapes) & graftsin
female pelvic floor surgery. Int Urogynecol J 22:3-15. doi: 10.1007/s00192-010-
1324-9.

e Toozs-Hobson, P., Freeman, R., Barber, M., Maher, C. and Haylen, B. et al.(2012)
An International Urogynecological Association (IUGA)/International Continence
Society (ICS) joint report on the terminology for reporting outcomes of surgical
procedures for pelvic organ prolapse. Int Urogynecol J23:527-535. doi:
10.1007/s00192-012-1726-y

e Haylen, B.T., de Ridder, D., Freeman, R.M., Swift, S.E. and Berghmans, B. et al.
(2010) An International Urogynecological Association (IUGA)/International
Continence Society (ICS) joint report on the terminology for female pelvic floor
dysfunction. Int Urogynecol J 21: 5-26. doi: 10.1007/s00192-009-0976-9

e Bernard T. Haylen, B.T., Freeman, R.M., Lee, J., Swift, S.E.and Cosson, M. et
al.(2012) An International Urogynecological Association (IUGA)/International
Continence Society (ICS)joint terminology and classification of the complications
related to native tissue female pelvic floor surgery. Int Urogynecol J 23: 515-526.
doi: 10.1007/s00192-011-1659-x

lllustrations

A Legend of Figures is required when using figures (to follow the References on a separate
page). Each figure must be listed with a succinct, self-sufficient explanation of the
photographs, graphs or diagrams. All abbreviations and symbols used in the figure should
be explained. All figures must be cited in the text, and each numbered consecutively
throughout. Figure parts should be identified by lower-case roman letters.

Fisures should not be included in the main manuscript document but rather submitted as
separate image files on Editorial Manager.
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Details that might identify patients should be omitted unless absolutely necessary for
scientific reasons. Falsification or altering of data should never be used as a means of
ensuring anonymity; masking of the eye region in photographs of patients may be
inadequate. If identification of patients is unavoidable, the author must guarantee that the
reproduction of illustrations in which a patient is recognizable is approved either by the
patient him-/herself or by his/her legal representative.

If submitted material has been previously published, acknowledgement to the original
source_must be made and written permission from the copyright holder must be
submitted with the illustration. Obtaining copyright permission is the author's
responsibility. If copyright is not obtained from a figure reused from a previously
published source, the figure will be omitted. The copyright holder is typically the publisher
of the journal that published the source item, and most publishers have permission
requests on their websites.

All illustrations should be submitted as electronic files with a minimum resolution of 800
dpi for line drawings and 300 dpi for digital half-tones. It is recommended that individual
file sizes are no more than 500 KB and not exceeding 2 MB, with the total size for all files
no exceeding 25 MB. Store color illustrations as RGB (8 bits per channel) in TIFF format.
Color illustrations in the print journal incur a charge (€ 950, plus VAT) and the authors will
be expected to make a contribution towards the extra costs, irrespective of the number of
color figures (this is for print only - online publication of color figures does not require
extra cost).

Tables

All tables should be cited in the text and each numbered consecutively throughout. Data
presented in tables should not be repeated in the text. Each table should appear on a
separate page, following the Legend of Figures, and listed numerically. Tables should have
a title and a legend explaining any abbreviations used in that table. Footnotes to tables
should be indicated in superscript lower-case letters or asterisks for significance values and
other statistical data, and explained at the bottom of each table.

Appendices

If there is more than one appendix, they should be numbered consecutively. Equations in
appendices should be designated differently from those in the main body of the paper, e.g.
(A1), (A2) etc. In each appendix, equations should be numbered separately.

Electronic Supplementary Material

Electronic supplementary material (ESM) for an article in the journal will be published in
SpringerLink provided the material is:
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e Submitted to the Editor(s) in electronic form together with the paper
e Subject to peer review
e Accepted by the journal’s Editor(s)
ESM may consist of:
e Information that cannot be printed: animations, video clips, sound recordings.

e Information that is more convenient in electronic form: sequences, spectral data,
etc.

e Large original data that relate to the paper, e.g. additional tables, illustrations (color
and black & white), etc.

e Expanded Methods section

After a manuscript has been accepted, ESM will be published as received from the author
in the online version only. References will be given in the printed version.

Proofreading

Proofreading is the responsibility of the author. Corrections should be clear and standard
correction marks should be used. Corrections that lead to a change in the page layout
should be avoided. The author is entitled to formal corrections only. Substantial changes
in content, e.g. new results, corrected values, title and authorship, are not allowed without
the approval of the editor. In such a case, please contact the Editorial Office before
returning the proofs to the publisher.

Proprietary Substances and Materials, and Instruments

The correct designation and the manufacturer’s name should be given. Where the
manufacturer is not well known, the city and country should also be included.

Units of measure

Please adhere to internationally agreed standards such as those adopted by the
commission of the International Union of Pure and Applied Physics (IUPAP) or defined by
the International Organization of Standardization (ISO).Metric Sl units should be used
throughout except where non-Sl units are more common [e.g. litre () for volume].

Drug Names

When drugs are mentioned, the international (generic) name should be used. The
proprietary name, chemical composition, and manufacturer should be stated in full in
Materials and Methods. The source of any new and experimental preparation should also
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be given. Generic names of drugs and pesticides are preferred; if trade names are used,
the generic name should be given at first mention.
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