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Resumo

Objetivo: Avaliar a prevaléncia de fratura vertebral, alteracbées radiolégicas, dor
nas costas, e associagdo com qualidade de vida em mulheres com osteoporose
pds-menopausa e validar a versdo na lingua portuguesa do questionario de
qualidade de vida QUALEFFO-41 em mulheres brasileiras com fratura vertebral.
Métodos: Este estudo coletou dados de 126 mulheres com osteoporose e 43
mulheres sem osteoporose. O estudo de prevaléncia de fratura vertebral (FV),
ostedfitos e dor nas costas, foi um corte transversal com o total de 126 mulheres
com osteoporose lombar pés-menopausa diagnosticada pela densitometria 6ssea
selecionadas no Ambulatério de Menopausa do CAISM. As mulheres
responderam entrevista sobre dados sociodemograficos e clinicos, e o
questionario QUALEFFO-41. Todas realizaram radiografia de coluna para
pesquisa de alteracdes radioldgicas. Para a andlise estatistica utilizou-se os testes
de Mann-Whitney ou T de Student, testes exato de Fisher ou qui-quadrado e
regressao multipla. O estudo de validacdo do QUALEFFO-41 foi realizado apenas
com 43 com FV por osteoporose (grupo fratura) e 43 sem osteoporose (grupo
controle), pareadas por idade (3 anos). Foram aplicados 0 QUALEFFO-41 e o
SF-36 (comparagado teste-reteste). Calculou-se o coeficiente a de Cronbach,
coeficiente de Correlacéo Intraclasse, coeficiente Kappa (k), Odds ratio e curva
ROC. Resultados: Os resultados foram apresentados em trés artigos. No primeiro
artigo, a prevaléncia de FV nas 126 mulheres foi de 34,1% e o tipo de FV mais
prevalente foi a triangular anterior (45,9%). Nao houve diferenca na qualidade de
vida (QV) entre as mulheres com osteoporose com e sem FV, porém o maior
nuamero de fraturas associou-se a pior QV. Os fatores associados a pior QV foram
cor da pele ndo branca, obesidade, auséncia de trabalho remunerado,
sedentarismo, baixa escolaridade e ndo uso de medicagédo para osteoporose. No
segundo artigo sobre prevaléncia de alteracbes radiolégicas e dor nas costas, a
prevaléncia de FV foi de 34,1 % e de ostedfitos de 92,1%. A prevaléncia de dor
nas costas foi de 66,7% e observou-se associacao entre a dor nas costas com a
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presenca de ostedfitos (p=0,0157) e pior QV. No terceiro artigo de validacao do
QUALEFFO-41, o coeficiente a de Cronbach dos dominios variou entre 0,74 e
0,84; o ICC dos dominios variou entre 0,67 e 0,90; a maioria das questbes
apresentou um coeficiente k maior do que 0,50 e demonstrou boa validade
convergente e discriminante. As mulheres do grupo FV apresentaram
comprometimento na QV em ambos os questionarios (p<0,05) e houve boa
correlagéo entre os dominios do QUALEFFO-41 e os seus correspondentes do
SF-36, exceto para Fungdo Social. A avaliacao pela curva ROC e regressao
logistica demonstrou que todos os dominios do QUALEFFO-41 foram
significativamente preditivos de FV. Conclusao: A prevaléncia de FV por
osteoporose foi alta, com comprometimento na QV independente da FV. Também
houve uma alta prevaléncia de dor nas costas associada a presenca de ostedfitos
e pior QV. O QUALEFFO-41 na lingua portuguesa pode ser utilizado em mulheres
brasileiras com FV por osteoporose, pois mostrou ter boas caracteristicas
psicométricas, demonstrando comprometimento na QV e boa capacidade de
discriminar a QV em mulheres com FV.

Palavras-chave: Epidemiologia, Fraturas por osteoporose, Ostedfito, Tecnologia

Radiologica, Estudos de validacgéo.
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Abstract

Objective: To evaluate the prevalence of vertebral fractures, radiographic
abnormalities, back pain, and association with quality of life in women with
postmenopausal osteoporosis, and to validate the Portuguese version of the
quality of life QUALEFFO-41 questionnaire in Brazilian women with osteoporosis
vertebral fractures. Methods: This study was conducted with a total of 126 women
with osteoporosis and 43 women without osteoporosis. The study of the
prevalence of vertebral fractures (VF), osteophytes and back pain, was a cross
sectional study with a total of 126 postmenopausal women, with lumbar
osteoporosis diagnosed by bone densitometry, selected from the Menopause
Outpatient Clinic of the Women’s Integrated Healthcare Center (CAISM). The
women were interviewed about sociodemographic/clinical data and the
QUALEFFO-41 questionnaire. Lumbar spine radiograph was performed in all
participants to study radiographic abnormalities. The statistical analysis was
performed by the Mann-Whitney or Student’s T-test, Fisher’'s Exact or Chi-square,
and multiple regression. The QUALEFFO-41 validation study was conducted with
only 43 women with osteoporosis VF (fracture group) and 43 women without
osteoporosis (control group), age-matched (£3 years). The QUALEFFO-41
questionnaire was administered twice in four weeks and compared to SF-36 (test-
retest). For analysis were calculated the Cronbach’s a Coefficient, the Intraclass
Correlation Coefficient, the Kappa’'s Coefficient, Odds ratio and ROC curve.
Results: The results were presented in three articles. In the first, the prevalence of
VF in the 126 women was 34,1% and the most prevalent type of VF was anterior
wedge (45.9%). No difference was observed in the quality of life (QOL) between
women with osteoporosis with and without VF, although there was direct
correlation between number of VF and worse QOL. Factors associated with worse
QOL were non-white skin color, obesity, no paid job, sedentary lifestyle, low level
of school education and non-use of osteoporosis drugs. In the second article about
prevalence of radiographic abnormalities and back pain, the prevalence of VF was
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34,1 % and of 92,1% to osteophytes. Back pain in the last four weeks was
prevalent in 66.7% of women and it was observed a association between back pain
with osteophytes presence (p=0,0157) and worse QOL. In the third article of
validation of QUALEFFO-41, the Cronbach’s a coefficient of the domains ranged
between 0,74 and 0,84; the ICC of the domains ranged between 0,67 and 0,90; the
majority of questions showed a k coefficient higher than 0,50 and demonstrated
good convergent validity and discriminant validity. The group of women with VF
showed impairment in the QOL in both questionnaires (p<0,05) and there was a
good correlation among the QUALEFFO-41 domains and their corresponding SF-
36 domains, except for Social Function. All QUALEFFO-41 domains were
significantly predictive of VF on assessment of the ROC curve. Conclusion: The
prevalence of osteoporosis VF was high, with impairment of the QOL independent
of VF. There is also a high prevalence of back pain associated with osteophytes
and worse QOL. The Portuguese version of the QUALEFFO-41 may be used in
Brazilian women with osteoporosis VF because it shows good psychometric
characteristics, the impairment of the QOL and good ability to discriminate QOL in
women with osteoporosis VF.

Key-words: Epidemiology, Osteoporotic Fractures, Osteophyte, Technology
Radiologic, Validation studies.
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1. Introducao Geral

Devido a elevacao da expectativa de vida da populacdo em geral, houve
um aumento e agravamento de doencas especificas da senilidade (1). Entre essas
doencas, a osteoporose se destaca, pois acomete mais de 200 milhdes de
pessoas no mundo, sendo mais prevalente em mulheres caucasianas (2). Uma
revisdo bibliogréafica feita pelo Comité da Liga Pan-Americana de Associados em
Reumatologia (PANLAR) avaliou a prevaléncia de osteoporose em mulheres
latino-americanas e observou uma variacao entre 12,1% a 17,6% de osteoporose
na coluna lombar (3). No Brasil, um estudo envolvendo 473 entrevistados mostrou
que a osteoporose acomete aproximadamente 15% das mulheres na poés-
menopausa (4). Um estudo mais amplo que entrevistou 57336 individuos mostrou
que 7% das mulheres relataram ter o diagnéstico de osteoporose (5). No entanto,
quando a prevaléncia foi investigada através do exame de densitometria, essa
taxa atingiu 33% (6).

A osteoporose é definida como uma desordem esquelética caracterizada
por comprometimento da resisténcia 6ssea, predispondo o individuo a um risco
aumentado de fratura (7). Sua principal conseqiéncia clinica é a fratura e as
regides mais afetadas sao: colo do fémur, punho e vértebra (8). Dentre essas
fraturas, as de colo do fémur e de punho comumente estdo associadas a uma
situagédo de queda. A fratura citada na literatura como sendo a que promove maior
mortalidade é a de fémur (9). No entanto, a fratura vertebral (FV) destaca-se por
ser a mais prevalente, podendo acometer 6,9%-27,8% das mulheres latinas e
6,7%-25% das mulheres brasileiras (variagdo entre as idades) (10) e essa
prevaléncia ainda pode variar de acordo com o critério estabelecido para defini-las
(1). Cerca de 30% dos casos sao assintomaticos, sendo que aproximadamente
14% das pacientes tém duas ou mais fraturas assintomaticas e apenas um terco
das diagnosticadas necessitam de cuidado médico (11). Além disso, a idade é um
fator de risco importante para o aparecimento da FV, sendo que mulheres acima

de 70 anos tém 3,6 vezes mais chance para sua ocorréncia (12).
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Uma pesquisa realizada com 1694 mulheres brasileiras, denominado
Brazilian Osteoporosis Study (BRAZOS), demonstrou que 15,1% apresentavam
fraturas por fragilidade 6ssea e dentre os fatores clinicos de risco para as fraturas
osteoporoéticas encontrou-se a idade avangada, histéria familiar de fratura de
quadril, menopausa precoce, sedentarismo, baixa qualidade de vida e quedas

freqUentes (6).

A osteoporose é considerada uma doenca silenciosa até que ocorra uma
fratura. No entanto, alguns estudos sugerem que a osteoporose por si sb,
compromete a qualidade de vida (QV) das mulheres (13). Sabe-se que tanto a
baixa densidade mineral 6ssea (DMO) quanto a propensao para quedas contribui
para fraturas osteoporéticas, sendo a dor crénica decorrente das fraturas pouco
valorizada e em geral subestimada em mulheres com osteoporose. Entretanto, a
dor nas costas pode estar presente em mulheres sem fratura conhecida (14), pois
€ uma queixa muito comum em mulheres desta faixa etaria. Sua etiologia é
multifatorial, podendo ser decorrente de outras alteragcdes degenerativas que
afetam a coluna vertebral e até mesmo estar relacionada a outros fatores

etiolégicos como comportamentais, obesidade, entre outros (15-18).

As doencgas musculo-esqueléticas representam 40% das doencas crbénicas
em geral e mais da metade das causas de incapacidade. Estas doencas afetam
diversos aspectos da vida do individuo, tais como funcdo fisica e autonomia,
prejudicando sua QV (19). Apesar de serem, em muitos casos, assintomaticas, as
FV estdo associadas ao aumento da morbidade (11), mortalidade (9) e séo
importantes indicadoras de futuras fraturas vertebrais e de quadril (20,21). Por
isso, também promovem um impacto negativo na QV dessas mulheres (22), além
de causarem dor, alteracdo da imagem corporal (devido reducao da altura pelo
aumento da curvatura cifética e aumento do indice de massa corpérea) (23,24) e
diminuicdo da fungédo fisica (atividades do dia-dia, trabalhos domésticos,
mobilidade). De maneira geral, todos esses fatores prejudicam a percepc¢ao geral
da saude pelo individuo, sua funcao mental (25), seu lazer, levando a diminuicao
da sua fungéo social (22,26,27).

16
Introducéo Geral



A QV é definida pela Organizacdao Mundial da Saude (OMS) como a
percepgéao do individuo, tanto de sua posigéo na vida, no contexto da cultura e nos
sistemas de valores nos quais se insere, como em relacdo aos seus obijetivos,
expectativas, padrées e preocupacdes. Porém, é um conceito amplo, afetado de
modo complexo pela saude fisica do individuo, pelo seu estado psicologico, por
suas relagdes sociais, por seu nivel de independéncia e pelas suas relacées com
as caracteristicas mais relevantes do seu meio ambiente. Envolve fatores
relacionados a saude - como bem-estar fisico, psicolégico, emocional e mental - e
nao relacionados a saude — como familia, amigos, emprego e outras

circunstancias da vida (28).

Avaliar a QV permite que aspectos nao observados rotineiramente pelo
médico e muitas vezes nao expostos pelo individuo, possam ser identificados com
maior énfase, promovendo melhores resultados terapéuticos. Por este motivo,
existe um crescente interesse de médicos e pesquisadores em transformar a QV
numa medida quantitativa que possa ser usada em ensaios clinicos e modelos
econbmicos, e que os resultados obtidos possam ser comparados entre diversas

populagdes e até mesmo em diferentes situagbes (29).

Para que se possa avaliar a QV é necessdria a administragdo de
instrumentos e questionarios, que utilizam escalas diversificadas de avaliacao que
podem ser quantificadas e analisadas. Eles podem ser genéricos ou especificos
para determinados aspectos da saude. Os instrumentos genéricos sdo usados
para qualquer condicdo de saude e permitem comparagbes entre diversas
situacoes, independente da doenca de base. Ja os especificos sdo mais sensiveis
e direcionados para avaliar uma condicdo determinada, como a osteoporose (26).
Para avaliagdo da QV, principalmente em ensaios clinicos, € recomendada a
combinacdo de ambos os instrumentos - genéricos e especificos - visto que,
através de instrumentos genéricos, os outros aspectos que ndo a doenga podem
ser avaliados. Além do mais, como as diferentes doengcas ndao podem ser
comparadas, muitos autores recomendam a combinacdo desses instrumentos
(30).
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Existem muitos questionarios que avaliam os aspectos gerais da QV, sendo
que o mais utilizado é o SF-36 (Medical Outcomes Study 36 — Item Short Form
Health Survey). Trata-se de um instrumento genérico de avaliagdo, de facil
administracdo e compreensdo, que tem como principal vantagem o numero
reduzido de questdes (um total de 36 divididas em oito dominios) (31), enquanto a
maioria dos questionarios apresenta numeros elevados de questées, como € o
caso do WHOQOL-100 (World Health Organization Quality of Life-100), proposto
pela OMS, quem contém 100 questdes (28).

Quanto aos questionarios especificos, existem diversos que avaliam o
impacto da osteoporose na QV dos pacientes, como o Osteoporosis-targeted
Quality-of-Life Survey Instrument/OPTQoL (32), Osteoporosis Quality of Life
Questionnaire/OFDQ (33), Osteoporosis Assessment Questionnaire/OPAQ (34),
Quality of Life Questionnaire of the European Foundation for Osteoporosis
41/QUALEFFO-41 (385), Quality of Life Questionnaire in Osteoporosis/QUALIOST
(36) e 0o QUALEFFO-31 (37). Segundo a revisao realizada por Lips et al. (30), os
questionarios OFDQ, OPTQoL e QUALIOST nao englobam todos os aspectos em
relacdo a QV. Ja o OPAQ e o QUALEFFO 41 além de serem mais completos, sdo
auto-aplicaveis, sendo que o primeiro contém 67, e o segundo, 41 questdes. Eles
sdo considerados excelentes para avaliagdo de mulheres com osteoporose, pois
tém a capacidade de discriminar bem as pacientes com FV e o grupo controle
(30,38). Por este motivo, sdo os dois questionarios mais utilizados e aceitos pela

Fundacao Internacional de Osteoporose (IOF).

Atualmente, o QUALEFFO-41 vem sendo utilizado com maior frequéncia,
provavelmente por apresentar menor nimero de questdes. E um questionario que
foi desenvolvido em 1997 pela Fundagédo Européia de Osteoporose e aplicado em
sete centros localizados nas cidades de Cambridge (Inglaterra), Malmo (Suécia),
Bad Pyrmont (Alemanha), Liege (Bélgica), Paris (Francga), Siena (ltdlia) e
Amsterda (Holanda) (35). Esse instrumento ja se encontra disponivel no site oficial
da IOF, com versdes em 19 linguas, como o alemao, inglés, francés, espanhol,

italiano, incluindo o portugués. Apesar de haver traducdo para o portugués, o

18
Introducéo Geral



QUALEFFO-41 ainda néao foi validado em mulheres brasileiras e em nenhum pais

de lingua portuguesa.

As 41 questbes do QUALEFFO-41 sao divididas em cinco dominios: Dor
(especifica para regido das costas), Funcdo Fisica (sub-dividida nos itens
relacionados as atividades do dia-dia, trabalhos domésticos e mobilidade), Funcao
Social (que enfoca lazer e realizacdo de atividades sociais), Percepcao Geral da
Saude (além da percepcdo de QV) e Funcado Mental (contendo aspectos
relacionados ao componente psicolégico, emocional e expectativas de vida).
Trata-se de um questionario de facil aplicacdo, sendo preconizada sua auto-
administracdo (26). Em um estudo envolvendo dois centros do Reino Unido foi
observado que tanto a administracéo por correio quanto o suporte feito por uma
enfermeira para preenchimento do questionario, sdo medidas seguras e
reprodutiveis. Porém, o que se sabe é que apesar do questionario ser simples, ha
necessidade de um nivel minimo de compreensao de texto e leitura para serem

respondidos (39).

Os estudos que utilizaram o QUALEFFO-41 para avaliagdo da QV
demonstraram comprometimento em diferentes aspectos da QV de pacientes com
osteoporose. O prejuizo na Percepcao Geral da Saude é concordante nos estudos
(30,40,41). Ja os dominios Funcdo Mental (39,40) e Funcao Social (30,39) foram
afetados em diferentes estudos. Os outros dominios estiveram comprometidos de
forma ndo concordante nos estudos. Os resultados controversos entre os estudos
com relacao aos dominios de QV comprometidos podem ser atribuidos a selecéao
dos sujeitos, uma vez que os estudos incluiram individuos de ambos 0s sexos, ou
comparou grupos com e sem FV, ou comparou mulheres na pdés-menopausa com
e sem osteoporose (30,39,40), além de sujeitos participantes de grandes ensaios
clinicos. Este fato poderia representar um viés em relacdo a QV, afetada talvez

pelo fato de estarem submetidas a algum tipo de tratamento (39,42,43).

Existem poucos estudos no Brasil que avaliaram a QV em mulheres com
osteoporose. Cantarelli et al. (44) em seu estudo de validacdo do OPAQ, avaliou

30 mulheres brasileiras com fratura por osteoporose, porém nao realizou
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comparagao com outro grupo. Lemos et al. (45) realizaram um estudo sobre a
correlagdo entre os questionarios de QV, OPAQ e SF-36, em 60 mulheres
brasileiras com osteoporose e observaram que o OPAQ teve capacidade para
avaliar aspectos especificos e gerais da qualidade de vida nesta populacéo, sendo
concordante com o SF-36. Foi encontrado apenas um estudo que avaliou a QV de
mulheres brasileiras com osteoporose utilizando o QUALEFFO-41. O mesmo
mostrou que a QV esteve comprometida nas mulheres com osteoporose quando
comparada ao grupo controle (mulheres sem osteoporose) independente da
presenca de FV (13).

Apesar de existir traducao oficial do QUALEFFO-41 para lingua portuguesa,
ele ainda nao foi validado e adaptado culturalmente no Brasil. Sua adaptacéao é
muito importante na medida em que fornece dados padronizados que podem ser
utilizados em pesquisas, na pratica clinica e em programas de saude. A adaptacao
compreende a aplicacdo do questionario em individuos com a condi¢cdo que se
quer avaliar e a avaliacdo das propriedades psicométricas do instrumento
adaptado, feita através da mensuragcdo da confiabilidade e a da validade do
instrumento (46).

A confiabilidade € a avaliagcdao da concordancia entre duas ou mais medidas
(medidas repetidas), sob as mesmas condi¢cdes. Existem quatro categorias
basicas de estimar a confiabilidade: inter-avaliador, equivaléncia, teste-reteste
(reprodutibilidade) e consisténcia interna. A opcao por utilizar cada um desses
métodos durante o processo de adaptacéo cultural e validacdo depende do tipo e
objetivo do questionario ou escala que estdo sendo utilizados. No caso do
QUALEFFO-41, optou-se por realizar as mesmas analises feitas no processo de
construcao e validacao deste instrumento (26), ou seja, avaliacao da equivaléncia,
reprodutibilidade e consisténcia interna. A equivaléncia € a avaliacdo da
correlacdo entre os escores de dois instrumentos que avaliam a condi¢ao, ou seja,
entre os escores do QUALEFFO-41 e do SF-36 e ¢ feita através do coeficiente de
correlagéo (r). A reprodutibilidade € a relacdo entre os escores obtidos em
ocasides diferentes pelo mesmo grupo de sujeitos, em condigcdes semelhantes,

feita através Coeficiente de Correlacdo Intra-classe (ICC) ou Coeficiente Kappa
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(k). A consisténcia interna é a avaliacdo da homogeneidade dos itens que compde
o0 instrumento, indicando se eles se correlacionam ou se sdo complementares para
a medida do atributo em questao, feita através do Coeficiente alpha de Cronbach
(a de Cronbach) (46).

A validade é definida como a capacidade do instrumento em medir
realmente ao que ele se propde, podendo ser avaliada de trés maneiras: validade
de conteudo, validade de critério e validade de constructo. No presente estudo,
realizou-se a avaliacdo da validade de constructo e critério, pois a primeira ja foi
realizada previamente pelo criador do QUALEFFO-41. A validade de constructo
baseia-se na relacdo entre o conteudo tedrico do instrumento e a sua aplicacéo
pratica, servindo para verificar se as relagdes tedricas previamente descritas séo
confirmadas quando o instrumento é aplicado, sendo fundamental a analise da
validade convergente e discriminante. A validade convergente refere-se a uma boa
correlacdo entre a questao e o seu dominio, ou seja, se a questao esta realmente
avaliando o que se propde. A validade discriminante envolve a demonstracao de
que a questao nao se correlaciona fortemente com os outros dominios feitos para
medir diferentes aspectos. Essa avaliacdo € feita usando a analise Multitrait. A
validade de critério trata do estabelecimento de uma relagcédo entre a pontuagéao do
instrumento que se deseja validar e um segundo instrumento considerado padréo-
ouro de avaliagdo. No caso da QV n&o existe um instrumento padrdo-ouro e por
esse motivo, sugere-se a utilizacdo de um instrumento ja validado, sendo
escolhido para este estudo o questionario genérico SF-36. Para essas avaliagcbes
podem ser utilizados o método da receiver operator characteristic (ROC) e
também as andlises de correlacao entre as questdes e os dominios (46).

Todos os aspectos mencionados reforcam a necessidade de validar
instrumentos especificos para medir a QV de mulheres com osteoporose e
investigar que aspectos da QV séo realmente influenciados pela presenga da
doenca. Além do mais, os dados existentes no Brasil relativos a doenga sdo muito
escassos e pouco se conhece sobre o impacto da osteoporose na QV de
mulheres brasileiras, tornando dificil o estabelecimento de medidas preventivas

para evitar a alta morbidade, mortalidade e os custos elevados com o tratamento.
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Conhecer a prevaléncia de alteracdes radiolégicas, suas repercussoes clinicas e a
influéncia sobre a qualidade de vida de mulheres brasileiras com osteoporose poés-
menopausa podera auxiliar os programas de saude na identificacdo das mulheres

de risco, diagndstico e tratamento da doenga em nossa populagéo.
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2. Objetivos

2.1. Objetivo Geral

Avaliar a prevaléncia de fratura vertebral, alteracoes radioldgicas e dor nas costas,
associacdo com a qualidade de vida em mulheres com osteoporose pés-
menopausa € validar a versao na lingua portuguesa do questionario de qualidade
de vida QUALEFFO-41 em mulheres brasileiras.

2.2. Objetivos Especificos

- Avaliar a prevaléncia de fratura vertebral e a qualidade de vida em mulheres com

osteoporose pés-menopausa;

- Avaliar a prevaléncia de dor nas costas, alterac6es radioldgicas (fratura vertebral
e ostedfitos) e impacto sobre a qualidade de vida de mulheres com osteoporose

pds-menopausa;

- Validar para a lingua Portuguesa o questionario de qualidade de vida
QUALEFFO-41 em mulheres brasileiras na pdés-menopausa com fratura vertebral

por osteoporose, através das medidas psicométricas de confiabilidade e validade.
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3. Publicacoes

Artigo 1. Prevalence of vertebral fractures and quality of life in a sample of

postmenopausal Brazilian women with osteoporosis.

Artigo 2. Prevalence of back pain and radiographic abnormalities in the vertebral spine
and impact on quality of life in women with postmenopausal osteoporosis

Artigo 3. Validation of the Portuguese version of the Quality of Life Questionnaire of the
European Foundation for Osteoporosis (QUALEFFO-41) in Brazilian women with

postmenopausal osteoporosis with vertebral fracture
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3.1. Artigo 1

Prevalence of vertebral fractures and quality of life in a sample of

postmenopausal Brazilian women with osteoporosis.
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ABSTRACT

Objective: To evaluate the prevalence of vertebral fractures (VF), quality of life (QOL),
association between number of VF and QOL scores, and correlate the factors
associated with QOL in a sample of postmenopausal Brazilian women with
osteoporosis. Methods: A cross-sectional study in 126 postmenopausal women aged
55-80 years with osteoporosis was conducted. Women were interviewed on
sociodemographic and clinical data, responded to QUALEFFO-41 questionnaire and
underwent vertebral radiography, with measurements of the anterior, mean and
posterior height at each vertebra (T4 to L5). VF was classified as anterior wedge,
posterior wedge, central collapse and crush. Data was expressed as meanszSD and
frequencies; Mann-Whitney or Student’s T tests were used to compare means; and
odds ratio and 95% confidence interval were used for multiple regression analysis.
Values were significant when p-value <0.05. Results: The mean age was 65.7+6.3
years, age at menopause 46.5+6.8 years and T-score of the lumbar spine was -
2.77%£0.58. The prevalence of VF was 34.1% (43/126) and most prevalent type of VF
was anterior wedge (45.9%). There was no difference in QUALEFFO-41 scores
between women with and without VF, although there was direct correlation between
QOL scores and number of VF. Factors associated with worse QOL were non-white
skin color, obesity, no paid job, sedentary lifestyle, low level of school education and
non-use of osteoporosis drugs. Conclusion: The prevalence of VF was high in
postmenopausal Brazilian women with osteoporosis, QOL was impaired independent of
VF, despite a direct correlation between number of VF and worse QOL score.

Keywords: Fractures; Prevalence; Osteoporosis; Quality of life; Postmenopausal.
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INTRODUCTION

Vertebral fractures (VF) are the main clinical consequences of osteoporosis [1].
The prevalence of VF is high in comparison to that of other fractures and varies among
the populations studied [2]. A study evaluating Latin and Brazilian women observed that
the prevalence of VF ranged from 6.7-25% in Brazilian women (according to age) [3].
However, in a study conducted only with Brazilian women, the prevalence of VF was
even higher, showing a value of 48.9% [4]. Furthermore, age is a risk factor for VF
occurrence, and women over 70 years of age are 1.60 [4] to 3.6 times more likely to
have these types of fractures [5]. Prevalence rate may still vary according to the
radiologic criteria used to define these fractures [1].

In the literature, femoral fracture is cited as the type of fracture that causes the
highest mortality rate [6]. However, VF is the most prevalent type of fracture, with 30%
of asymptomatic cases and 14% of the patients having two or more fractures [7].
Factors associated with the presence of VF, both in Latin-American [3] and Brazilian
women [4] are age over 70 years, family history of hip fractures, smoking and sedentary
lifestyle. Although frequently asymptomatic, VF are associated with increased morbidity
[7], mortality [6] and are important indicators of future vertebral and hip fractures [8],
with a reduced quality of life (QOL) [9].

There are many studies evaluating QOL in women with VF due to osteoporosis
[10-14] that have observed impaired QOL since VF can cause pain, alteration in body
image [12,14] and decrease in physical function, in general health perception and in
mental [15] and social function [9,16,17]. Nevertheless, some studies demonstrated that
impaired QOL affects both women with clinical VF and women with subclinical VF [12]

or even women with osteoporosis and no VF [13].

Although many studies have assessed QOL in women with VF due to
osteoporosis, studies with a similar objective have not been found in Brazil.
Furthermore, Brazilian studies evaluating the prevalence of VF in postmenopausal
women used different radiologic methods and selected women independent of the
presence of osteoporosis. The few studies performed in Brazil [18,19] that evaluated
QOL in osteoporotic women did not correlate with the presence of radiologic VF and
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also failed to assess associated factors. Therefore, the aim of this study was to evaluate
the prevalence of vertebral fractures, quality of life, the association between the number
of VF and QOL scores and factors associated with quality of life in a sample of

postmenopausal women with osteoporosis.
METHODS

This cross-sectional study was conducted from October 2006 and April 2011 in
the Menopause Outpatient Facility of the Women’s Integrated Healthcare Center
(CAISM) and Osteoporosis Outpatient Facility of the Clinics Hospital, both in the
Universidade Estadual de Campinas (Unicamp), after obtaining approval from the
Research Ethics Committee of the Unicamp School of Medicine.

Calculation of sample size for evaluation of the prevalence of vertebral fractures
was based on fracture prevalence observed in recent studies, where VF prevalence in
Brazil [3,4] ranged from 14.2% to 48%, with a mean ponderal index of 25%. Considering
a significance level of 5% and a sample error of 8%, the sample size of studied women
required to estimate the prevalence of vertebral fractures was 113 women in this study.

Postmenopausal women were consecutively recruited during routine outpatient
consultation for treatment of climacteric or osteoporotic complaints. Inclusion criteria for
the study were: women aged 55 to 80 years, diagnosed with lumbar osteoporosis by
bone mineral density measurements (based on the World Health Organization criteria-
WHO) [20] Women diagnosed with secondary osteoporosis, any other metabolic bone
disease, malignancy or bone metastases were excluded from the study. It was also
required that women were capable of walking and knew how to read and write.

After meeting the inclusion and exclusion criteria, women were invited to
participate in the study and those accepting the invitation signed a free written informed

consent term.

Women were interviewed on sociodemographic and clinical data: age, skin color,
body mass index (BMI), school education, paid job, marital status, performance of
physical activity (considered as exercise performed at least three times a week), age at

menopause, time since menopause and bone density measurements (T-score and
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bone mineral density of lumbar spine L1-L4).

In addition to collection of socio-demographic and clinical data, women
responded to a QUALEFFO-41 quality of life questionnaire (after requesting permission
from Professor Lips — developer of the questionnaire). QUALEFFO-41 consists of 41
questions arranged in five domains: Pain, Physical Function, Social Function, General
Health Perception and Mental Function; in addition to a Total Score. Each domain and
Total score ranged from 0 to 100, zero meaning best QOL and 100 worse QOL [21].
The questionnaire was administered by trained research staff in a private room of the

clinic, after instructions on how the participant should fill the questionnaire.

After completing the questionnaire, women were sent to the Division of Radiology
at CAISM to undergo spinal radiography. Radiographs were performed in standardized
lateral view of the thoracic and lumbar spine centralized in T4 and L5, respectively, with
film to focus distance of 105 centimeters. Radiographs were evaluated by two
researchers trained for this type of assessment, instructed to evaluate all vertebrae of
the thoracic and lumbar spine (T4-L5), according to the McCloskey and Kanis algorithm
[22]. At each vertebra from T4 to L5, the anterior, mean and posterior heights were
measured. Vertebral deformity was defined when the anterior, central, posterior or total
height was lower than 3 standard-deviations below the expected value for each
vertebra. Vertebral deformities (VF) were classified as anterior wedge, posterior wedge,

central collapse and crush.

For statistical analysis, data were entered into the Microsoft Office Excel 2007
Program and data analysis was performed by using SAS Program version 9.2. Socio-
demographic and clinical data were expressed as means + standard deviation, absolute
and relative frequencies. Calculation of QUALEFFO-41 score was performed according
to instructions from the original version. Domain scores and Total Scores were
expressed as values from 0 to 100, where zero represents the best QOL and 100 the
worse QOL. A comparison of each QUALEFFO-41 domain score in women with and
without VF was performed by the Mann-Whitney or Student’s T-test. Spearman’s Rank
Correlation Coefficient was calculated to assess the association between scores of the
QUALEFFO-41 domains and the number of VF. To evaluate the factors associated with
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QOL, bivariate analysis and later multiple regression analysis was used, where values
above and below the median scores in each domain were considered. The possible
factors associated with QOL studied were: age, skin color, school education, paid job,
marital status, Body Mass Index (BMI), physical activity (considered when practiced
more than 3 times a week for > 30 minutes), age at menopause, time since menopause,
and use of hormone therapy. Values were presented in percentages, odds ratio and
confidence interval (Cl) adopted was 95%. When p-value was <0.05, the value was

considered significant.
RESULTS

This study was conducted with a sample of 126 postmenopausal women with
osteoporosis. The mean age of these women was 65.7t6.3 years, BMI was
26.2+4.1kg/m? and age at menopause was 46.53+6.77 years. The majority was white
(79.4%), married (52.4%), unemployed (81.45%), had a low school education < 4th
grade (81.0%), did not perform regular physical exercise (65.9%), did not use hormone
therapy (96.0%) and used osteoporosis medication (76.2%) with bisphosphonates as
the drugs used for the condition (80.1%). Mean bone mineral density measurement
(g/cm?) of the lumbar spine was 0.85+0.11 and mean T-score (DP) of the lumbar spine
was -2.77+0.58 (Table 1).

Of the 126 osteoporotic women, 43 had VF (34.1%). Of the 1755 vertebrae
evaluated, 74 were diagnosed as VF (Table 2). The majority (61) was located in the
thoracic portion and only 13 were located in the lumbar region. VF were most frequently
detected in the vertebral regions of T12 (12 VF), T4 (9 VF), T5 (8 VF), T7 (7 VF) and L1
(7 VF). Most women (20.6%) had only one VF, 10 (7.9%) had two VF, 3 (2.4%) had
three VF and 4 (3.2%) had four or more VF. The most prevalent type of VF (deformity)
was anterior wedge (45.9%), followed by posterior wedge associated with crush
(39.2%) and if considered in conjunction with posterior wedge, this deformity became

the most prevalent (51.4%).

A comparison of the mean QUALEFFO-41 scores between the groups with and
without VF is demonstrated in Table 3. No difference was observed in QUALEFFO-41

scores between women with and without VF. However, a correlation between the
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scores of QUALEFFO-41 domains and the number of fractures showed a moderate
correlation (Table 4).

Table 5 shows the factors associated with QOL calculated by logistic regression
analysis using the QUALEFFO-41 domains. Concerning the Pain domain, no factors
were associated; for the Physical Function domain the factors associated were: non-
white skin color (OR=2.91 95%CI 1.06-8.00), BMI = 30 (OR=4.1 95%CI 1.37-12.28) and
no paid job (OR=3.68 95%CI| 1.25-10.89); for the domain Social Function the factors
associated were: non-white skin color (OR=2.80 95%CI 1.08-7.23) and sedentary
lifestyle (OR=2.53 95%CI| 1.15-5.56); for the domain General Health Perception the
factors associated were: school education < 4th grade (OR=4.93 95%CI 1.35-17.97)
and no paid job (OR=3.59 95%CI 1.11-11.56); for the domain Mental Function the
factors associated were: non-white skin color (OR=6.03 95%CI 2.03-17.91), without a
paid job (OR=3.40 95%CI 1.15-10.08) and non-use of medication for osteoporosis
(OR=3.24 95%CI 1.21-8.67); for the Total QUALEFFO-41 score the factors associated
were: non-white skin color (OR=3.40 95%CI 1.27-9.10) and without a paid job (OR=3.71
95% Cl 1.28-10.71).

DISCUSSION

This study conducted to evaluate the prevalence of VF and QOL in women with
osteoporosis, showed a high prevalence of VF, impairment in QOL regardless of the
presence of VF associated with non-white skin color, sedentary lifestyle, low school
education, obesity, non-performance of a paid job and non-use of medication for

osteoporosis.

The prevalence of VF in the women with osteoporosis was 34% in this study and
is higher than that observed in other Brazilian studies, with values between 4-6.7%
[3,23]. This fact may be justified because these studies selected women from the overall
population and used different criteria for the diagnosis of VF. Furthermore, in a study by
BRAZOS [23] fracture diagnosis was self-reported by the patient without radiologic
confirmation. In contrast, a study conducted in the city of Chapecd, Santa Catarina [4],
selecting white women of European descent, showed that the prevalence of VF was
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even higher (48.9%). The prevalence of VF was highest in the thoracic region,
commonly reported as the site of highest fracture occurrence [4,10].

There was no difference in QUALEFFO-41 scores between osteoporotic women
with and without VF in the present study. These results are different from those in the
literature, which has shown that patients with fractures have a greater impairment in
QOL [10,13,14]. In these studies, a comparison was made using a group of patients
without osteoporosis (overall population) or selecting women with clinical complaints of
VF. These two aspects may justify the difference found in our study in which the
majority of women had subclinical radiologic fractures.

There was a direct correlation between a higher number of VF and worse
QUALEFFO-41 scores. All domains were correlated with number of VF, with the
exception of Social Functioning. The Social Functioning domain may have shown a low
correlation due to the high percentage of not-applicable answers, which probably
compromised this analysis. Other studies [10,14] also observed these associations, with
impairment in different domains, although all demonstrated impaired QUALEFFO-41

scores.

Regarding factors associated with a worse QOL, variation existed according to
QUALEFFO-41 domains. However, factors associated with worse QOL scores were:
non-white skin color, obesity, lack of paid job, sedentary lifestyle, low level of school
education (< 4th grade) and non-use of osteoporosis medication. These risk factors
were also identified in a study by Rostom et al. [10] who in addition to these variables,
observed an association with advanced age and marital status.

A limitation of the present study is the fact that the sample was composed of a
hospital-based population diagnosed with osteoporosis. This may represent a biased
overestimation in favor of VF prevalence because women had medical follow-ups and
were often using medication for osteoporosis. Furthermore, the high radiologic
prevalence observed was not always correlated with clinical features, since the majority
of patients are asymptomatic. Perhaps that is why there was no difference in the quality
of life of these women when using the QUALEFFO-41. However, it is worth mentioning

that although these fractures may be asymptomatic and not impair quality of life, early
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detection of radiologic fractures is important to institute measures that may prevent
worsening of these fractures and the appearance of symptoms and sequelae of clinical

fractures.
CONCLUSION

The results of this study permit us to conclude that the prevalence of VF due to
osteoporosis was high in the population studied and there was a significant impairment
in the QOL of women with osteoporosis regardless of the presence of VF, although
there was a direct correlation between the number of VF and worse QOL scores.
Therefore, measurements of QOL are mandatory in patients with osteoporosis. Adverse
effects should be considered with the purpose of minimizing the global impact of the
disease on women’s health, as well as on healthcare services and society. Despite an
improvement in medical management of osteoporosis and fractures due to
osteoporosis, preventive strategies must be adopted early to prevent QOL impairment
and an increase in this major public health problem.
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Table 1. Sociodemographics

and clinical data of 126 women with osteoporosis

postmenopausal.
Variables
n Y%

Skin color
W hite 100 79.4
Non white 26 20.6
School education
< 4th grade 102 81.0
> 5th grade 24 19.1
Paid work
Yes 23 18.6
No 101 81.5
Marital status
W ithout partner 6 4.8
Married 66 52.4
W idow/divorced 54 42.8
Physical exercise
Yes 43 34.1
No 83 65.9
Use of Hormonal Therapy
Yes 5 4,0
No 121 96.03
Use of osteoporosis medication
Yes 96 76.2
No 30 23.8
Type of osteoporosis medication
Biphosphonates 114 80.5
Raloxifen 11 8.7
Others 1 0.8

Mean SD
T-score L1-L4 2,77 0.58
BMD L1-L4 0.85 0.11
BMI (Kg/cm?) 26.2 44 1
Time of HT use (months) 54.8 37.32
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Table 2. Prevalence of radiologic vertebral fractures in 126 women with
osteoporosis postmenopausal

n %o
Vertebral fractures
Yes 43 34.1
No 83 65.9
Number of vertebral fractures
One 26 20.6
Two 10 7.9
Three 3 2.4
> Three 4 3.2
Type of vertebral fractures
Anterior wedge 34 45.9
Posterior wedge 9 12.2
Posterior wedge + crush 29 39.2
Anterior wedge + central colapse 1 1.4
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Table 3. Comparison of the mean QUALEFFO-41 scores between women with and without

vertebral fractures

QUALEFFO-41 domains Vertebral Fractures p-value
Yes (n=43) No (n=83)
Pain 39.2134.7 39.6+£32.6 0.924
Physical Function 24.6x17.4 24.6116.4 0.990
Social Function 38.2+18.1 40.0+20.2 0.774
General Health Percepcion 52.5+24.0 53.4+26.6 0.849
Mental Function 34.8+22.8 38.8+19.5 0.307
Total Score 31.6%£17.6 33.1£16.6 0.643
Mann-Whitney Test/ Student's t Test
40
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Table 4. Spearman's correlation between number of vertebral fractures

(n=43) and quality of life scores.

QUALEFFO-41 Domains r p-value
Pain 0.353 0.002
Physical Function 0.434 0.004
Social Function 0.272 0.078
General Health Perception 0.349 0.022
Mental Function 0.353 0.020
Total Score 0.461 0.002
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Table 5. Factors associated with QOL calculated by logistic regression analysis using the QUALEFFO-41 domains.

Domains Variables OR Cl 95%
Pain > 45

Physical Function > 24 Non-white skin color 2.91 1.06-8.00
BMI =30 4.10 1.37-12.28
Social Function > 40 Non-white skin color 2.80 1.08-7.23
Sedentary lifestyle 2.53 1.15-5.56
General Health Perception > 59 School education < 4th grade 4.93 1.35-17.97
Mental Function > 39 Non-white skin color 6.03 2.03-17.91
No paid job 3.40 1.15-10.08

Non-use of medication for osteoporosis 3.24 1.21-8.67

Total Score >33 Non-white skin color 3.40 1.27-9.10
No paid job 3.71 1.28-10.75
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3.2. Artigo 2

Prevalence of back pain and radiographic abnormalities in the vertebral spine and
impact on quality of life in women with postmenopausal osteoporosis
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ABSTRACT

OBJECTIVE: To evaluate the prevalence of low back pain, radiographic abnormalities
(vertebral fractures and osteophytes) in the vertebral spine and repercussions on quality
of life in women with postmenopausal osteoporosis. METHODS: A cross-sectional
study of 126 women aged 55-80 with postmenopausal osteoporosis at the lumbar spine
was carried out. Women with osteoporosis of the lumbar spine diagnosed by bone
densitometry were selected from the Menopause Outpatient Clinic of the Women’s
Integrated Healthcare Center (CAISM) and were invited for an interview about
sociodemographic/clinical data and bone mineral density measurements (T-score and
bone mineral density at L1-L4 in the lumbar spine). The presence of back pain and
quality of life (QOL) were assessed through a QUALEFFO-41 questionnaire. Lumbar
spine radiograph was performed in all participants to study vertebral fracture and the
presence of osteophytes. For data analysis, the level of significance was considered at
5%. RESULTS: The mean age of the women was 65.7+6.3 years, age at menopause
was 46.53+6.77 years and lumbar spine T-score at L1-L4 was -2.77+0.58. The
prevalence of back pain in the women was 66.7%. Of these women, 46.7% reported
mild pain, 41.7% moderate pain, 7.1% severe pain and 4.8% unbearable pain. The
prevalence of VF was 34.1% (43/126) and 92.1% for osteophytes. An association
between low back pain and the presence of osteophytes was observed (p=0.0157).
Women with back pain also had a worse QOL (p<0.0001). CONCLUSION: There was a
high prevalence rate of back pain and radiographic abnormalities in postmenopausal
women with osteoporosis. Back pain was associated with the presence of osteophytes
and a worse QOL.

Keywords: Back Pain, Osteoporotic Fractures, Osteophyte, Epidemiology,
Postmenopause.
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INTRODUCTION

Musculoskeletal alterations are common in the general population [1]. Among
these changes, particular emphasis has been placed on back pain [2]. Back pain is
multifactorial and may be related to malignancy, infectious and inflammatory diseases,
herniated disk, spinal canal stenosis and traumatic fractures. In some cases, these
musculoskeletal alterations are not due to specific diseases [3]. but are caused by an
association of numerous etiological factors, e.g. obesity and environmental factors [4-7].

Although back pain affects individuals of both genders, its incidence increases in
women over the age of 50 [2, 8-11]. Furthermore, it is well-known that with age, there is
a greater risk of developing back pain [2, 8]. In the elderly, there are degenerative
alterations that compromise the structures related to this region, such as the presence
of osteophytes [2, 12-14].

In addition to suffering from degenerative diseases, elderly women are also
susceptible to repercussions of low estrogen levels (postmenopause), such as
osteoporosis. It is a well-known fact that the major clinical consequence of osteoporosis
is the development of vertebral fracture (VF). Among other clinical conditions emphasis
has been placed on VF due to its high prevalence rate [15]. In women with
postmenopausal osteoporosis, back pain is a common complaint that has frequently
been attributed to VF. However, it has been recognized that VF is asymptomatic in 30%
of cases [16].

Assessment of back pain may be performed by many instruments that evaluate
different aspects related to pain. In addition to the prevalence rate, the severity, impact
on functional capacity and quality of life (QOL) may also be assessed [17,18]. In women
with VF a specific questionnaire for QOL assessment has been routinely used for this
condition — the QUALEFFO 41. In addition to back pain, the questionnaire assesses
other aspects of QOL, such as the impact on Physical Function, Social Function,
General Health Perception and Mental Function [19].

Although back pain is multifactorial in elderly women [20,21], we failed to find
studies that have evaluated the presence of back pain and its impact on quality of life in
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postmenopausal women with osteoporosis. Thus, the aim of this study was to assess
the prevalence of back pain, radiographic abnormalities (vertebral fractures and
osteophytes) at the vertebral column and repercussions on quality of life in women with
postmenopausal osteoporosis.

METHODS

A cross-sectional study of women treated in the Menopause Outpatient Facility at
the Women’s Integrated Healthcare Center (CAISM) and Osteoporosis Outpatient
Facility of the Clinics Hospital, both at the Universidade Estadual de Campinas
(Unicamp) was conducted after approval from the Research Ethics Committee of the
Unicamp School of Medicine.

Postmenopausal women were consecutively recruited during routine consultation
in the outpatient clinics for treatment of climacteric complaints or osteoporosis. Inclusion
criteria for the study were: women aged 55-80 diagnosed with osteoporosis of the
lumbar spine by bone mineral density measurement based on the World Health
Organization (WHO) criteria [22]. Women diagnosed with secondary osteoporosis, any
other metabolic bone disease, malignancy or bone metastases were excluded from the
study. After fulfilling the inclusion and exclusion criteria, these women were invited to

participate in the study. Study participants signed a free written informed consent term.

Women were interviewed about sociodemographic and clinical data: age, color of
skin, body mass index (BMI), level of school education, paid job, marital status,
performance of physical activity (at least three times a week), age at menopause, time
since menopause, use of medication for osteoporosis and bone mineral density
measurements (T-score and lumbar spine bone mineral density at L1-L4). Women
responded to the QUALEFFO-41 questionnaire, containing five domains that assess
different aspects of QOL, represented by the following domains: Pain, Physical
Function, Social Function, General Health Perception, Mental Function and Total Score.
The score for each QUALEFFO-41 domain ranged from zero to 100, with zero
representing the best and 100 the worst QOL. For back pain assessment, pain was
evaluated in the first QUALEFFO-41 question (refers to the presence of pain in the last
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four weeks), considered only as absent or present. Pain intensity was assessed by the
fourth question of the QUALEFFO-41 (related to mean intensity of back pain),
considered as mild, moderate, severe and unbearable [19].

After completing the questionnaire, women were sent to the Radiology Sector
(CAISM) for the performance of spinal radiographs. Lateral radiographs were
performed, standardized in the thoracic and lumbar spine centralized in T4 and L5,
respectively, with a patient-to-film distance of 105 centimeters. Radiographs were
evaluated by two researchers trained for this assessment, who were instructed to
evaluate all vertebrae for the detection of VF and osteophytes.

To evaluate VF, a lateral spine radiograph was used. Thus, the anterior, middle
and posterior heights were measured for each vertebra (from T4 to L5). VF was said to
be present when the anterior, middle, posterior or total height was lower than 3 standard
deviations below the preditive value for each vertebra, according to the McCloskey-
Kanis algorithm [23]. VF was classified as triangular anterior, triangular posterior,

central collapse or compression fractures.

Osteophytes were also identified by lateral radiographs of the thoracic and
lumbar spine. Osteophytes were recorded using a qualitative approach. Any bone
protrusion that extended beyond the vertebral body margin in any of the four corners
(anterosuperior, anteroinferior, posterosuperior, posteroinferior) from T4 to L5 was
considered osteophyte.

Data was entered into Microsoft Office Excel 2007 program. The SAS Program
version 9.2 was used for statistical analysis. Sociodemographic and clinical data were
expressed as means * standard deviation, absolute and relative frequencies. The
prevalence rates of back pain and radiographic abnormalities (VF, osteophytes and
vascular calcifications) were expressed as absolute and relative frequencies. To
evaluate the association between back pain and radiographic abnormalities a
comparison between percentages was made, using the chi-square or Fisher’s Exact
test. To assess an association between back pain and quality of life, a Student’s t test

was used. Values were considered significant when p-value was <0.05.
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RESULTS

This study was performed in a sample of 126 women with postmenopausal
osteoporosis. Most of these women were over 65 years of age (56.3%), white (79.4%),
had a low level of school education (81.0%), lived with a partner (52.4%), did not
exercise regularly (65.9%) and did not use hormone therapy (96.0%). The majority of
women used medication for osteoporosis (76.2%). Of the patients receiving
osteoporosis medication, 90.5% were treated with bisphosphonates (Table 1). The
mean age of the women was 65.7+6.3 years, mean BMI was 26.2+4.1kg/m? and mean
age at menopause was 46.53+6.77 years. The mean bone mineral density (g/cm?) of
the L1-L4 lumbar spine was 0.850+0.110 and mean T-score of the L1-L4 lumbar spine
was -2.77+0.58.

Table 2 shows the prevalence of back pain and radiographic abnormalities found
in 126 women with postmenopausal osteoporosis. About 67% of these women reported
suffering from back pain. Of these, more than half classified pain intensity as moderate
to unbearable. Radiograph of the thoracolumbar spine showed osteophytes in 92.1% of
women and vertebral fracture in 34.1% (most located in the thoracic region).

It was observed only an association between the presence of back pain and
osteophytes (p=0.0157). There was no association between back pain and the
presence of vertebral fractures (Table 3). Table 4 shows the repercussions on QOL in
women with back pain, in which are observed worse QOL scores in all QUALEFFO-41
domains (p<0.0001), except for the Social Function domain (p=0.0654).

DISCUSSION

This study was performed to assess the prevalence of back pain, radiographic
abnormalities (vertebral fractures and osteophytes) and impact on quality of life in
women with postmenopausal osteoporosis. The results showed a high prevalence of
back pain, VF and osteophytes. In addition, there was an association between back
pain and the presence of osteophytes, with impairment in quality of life.
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The high prevalence rate of back pain (66.7%) observed in women with
postmenopausal osteoporosis assessed in this study was also observed in other
studies. The prevalence rate of back pain varies in the literature. A systematic review
[24] demonstrated that the prevalence of pain in the elderly without any musculoskeletal
disorder ranged from 12.8-49%. In contrast, Adami et al. [21] observed a much higher
prevalence rate (94.9%). However, virtually all women (91.3%) included in that study
had at least one VF, while in our study the prevalence of VF was 43%. It is worth noting
that few studies have assessed the prevalence of back pain in the elderly, since most
studies exclude this segment of the population.

In this study, the prevalence rate of VF was 34%, higher than results observed in
population-based studies (values ranging from 1.1-21.4%) [25-27]. This fact may be
explained because these studies selected women from the general population and used
different radiologic criteria to diagnose VF or used only patient self-report without
radiological confirmation. Furthermore, a study that radiographically assessed the
presence of VF in women with osteoporosis [28] demonstrated a higher prevalence rate
(46.1%), despite using a subjective method for evaluation. Another aspect that may
influence the prevalence of VF in different studies is women age. The prevalence of VF
has been reported to be 31% in women aged 50 and increases to 65% in those aged 65
or older [29]. It is worth mentioning that in the present study only women with
osteoporosis and those diagnosed by an objective morphometric measurement were
included.

In the present study, the prevalence of osteophytes in women with osteoporosis
was 92.1%. These results are higher than those observed by other authors, ranging
from 33.3-43% [12, 28, 30]. These differences may be attributed to characteristics of the
studied populations, including both genders, patients with and without comorbidity,
different menopausal status and also lack of standard methods for identifying and
classifying osteophytes [30]. In the current study, the thoracic and lumbar spine were
evaluated, while in the majority of studies osteophytes were identified in some lumbar
vertebrae [30, 31].
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Among the radiographic abnormalities, we only observed an association between
back pain and osteophytes. The few studies that have evaluated the association
between osteophytes and back pain also obtained similar results [12, 32]. VF was not
associated with back pain, although fracture was cited in the literature as a cause of
pain [21]. However, it is known that in 30% of cases, VF may be asymptomatic. In our
study, a radiographic method was used to evaluate VF which may be considered
subclinical. Thus, VF was not associated with the presence of pain.

Quality of life was negatively affected in women who reported suffering from back
pain. QOL was impaired in all QUALEFFO-41 domains, with the exception of Social
Function. These results are similar to those of other authors who have also
demonstrated that back pain may worsen all domains of different QOL questionnaires
[33]. However, most studies that have evaluated QOL in women with back pain
addressed the analgesic effect of antiresorptive medication. This mechanism has been
shown to improve QOL [34,35].

A limitation of the present study may be related to the sample evaluated which is
a hospital-based population of elderly osteoporotic women. This sample may explain
the high prevalence of radiographic abnormalities and back pain observed. Another
limitation has been reported in the majority of studies on osteophytes and VF is the form
in which the diagnosis is made. In clinical practice, it is important to highlight that the
lack of standardization in radiographic measurements, especially when attention is not
focused on recognition of VF, frequently leads to failure to detect and report VF,
particularly mild and moderate VF.

In conclusion, this study revealed a high prevalence of back pain and
radiographic abnormalities in postmenopausal women with osteoporosis. Back pain was
associated with the presence of osteophytes and negatively affected quality of life.
Strategies to prevent and decrease these problems should be proposed. The priority is
pain relief in these women. Conservative techniques, such as physical therapy may
contribute greatly to relieve pain and reduce the use of medication. As a result, there
would be a decrease in functional incapacity and an improvement in QOL.
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Table 1. Sociodemographic and clinical data of the 126 women

with osteoporosis.

Variables n %

Age

<65 years 55 43.7
= 65 years 71 56.3
Skin color

White 100 79.4
Non-white 26 20.6
School education

< 4th grade 102 81.0
> 5th grade 24 19.0
Marital status

Without partner 60 47.6
With partner 66 52.4
Physical exercise

Yes 43 34 .1
Use of osteoporosis medication

Yes 96 76.2
Type of osteoporosis medication

Biphosphonates 114 90.5
Raloxifen 11 8.7
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Table 2. Prevalence rate of back pain and radiographics abnormalitis

osteoporosis
n %

Back pain

Present 84 66.7

Absent 42 33.3
Back pain intensity

Mild 39 46.4

Moderate 35 41.7

Severe 6 7.1

Unbearable 4 4.8
Osteophyte

Toracic 107 84.9

Lumbar 116 92.1
Vertebral Fracture

Present 43 34.1
Number of Vertebral fractures

One 26 20.6

Two 10 7.9

Three or more 7 5.6

Publicacdes

57



Table 3. Association between back pain and radiographic abnormalities in the

126 women with osteoporosis

Back pain p-value*
Yes (n (%)) No (n (%))
Osteophyte 0.0157**
Present 81 (96.4) 35 (83.3)
Absent 3 (3.6) 7 (16.7)
Vertebral Fratura 0.7905
Present 15 (35.7) 28 (33.3)
Absent 27 (64.3) 56 (66.7)

*Chi-square/**Fisher's Exact
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Table 4. Comparison of quality of life between women with and without back pain

Back pain p-value*

QUALEFFO-41 Domains Absent Present
(meantSD) (meanzSD)

Pain (mean+SD) 1.246.2 58.6+22.0  0.0001
Physical Function (mean+SD) 14.1+13.8  29.8%+15.6 0.0001
Social Function (mean+SD) 3444154  41.9+20.8 0.0654
General Halth Perception (mean+SD) 36.7¢21.3  61.3+23.7  0.0001
Mental Function (mean+SD) 28.1+20.2 42.1+19.4  0.0003**
Total Score (meanzSD) 18.6£10.8  39.7£149 0.0001**

*Mann-W hitney Test/ **Student's t Test
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MINI ABSTRACT

The Portuguese version of the QUALEFFO-41 may be used in Brazilian women with
osteoporosis VF because it shows to be consistent, homogenous, and discriminative. It
was also shown to impair QOL in women with VF and had good ability to discriminate
QOL in women with VF.
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ABSTRACT

Purpose: To validate the Portuguese version of the QUALEFFO-41 questionnaire in
Brazilian women with osteoporosis vertebral fractures (VF). Methods: A questionnaire
validation study of 86 postmenopausal women was conducted. Women were divided
into two groups: 43 in a group with VF and 43 in a group without osteoporosis, age-
matched (+3 years). The QUALEFFO-41 questionnaire was administered twice in four
weeks and compared to a generic questionnaire SF-36. For analysis of the
QUALEFFO-41, internal consistency, repeatability and discriminant capacity between
VF patients and control patients were assessed. The significance level adopted was
5%. Results: The mean age of the women was 66.1+7.2 years for the group with VF
and 64.916.3 years for the control group (p=0.4259). The QUALEFFO questionnaire
showed adequate internal consistency in all domains (Cronbach’s a of 0.74 to 0.84) and
good repeatability (ICC of domains = 0.67-0.90). Of the total questions, 92.6%
demonstrated satisfactory convergent validity and 95% of the questions showed good
discriminant validity. The mean scores of both questionnaires were significantly higher
in the group with VF. There was a good correlation among the QUALEFFO-41 domains
and their corresponding SF-36 domains, except for Social Function. All QUALEFFO-41
domains were significantly predictive of VF on assessment of the ROC curve.
Conclusion: The Portuguese version of the QUALEFFO-41 may be used in Brazilian
women with osteoporosis VF because it shows to be consistent, homogenous, and
discriminative. It was also shown to impair QOL in women with VF and had good ability
to discriminate QOL in women with VF.

Keywords: Osteoporosis, Quality of life, Validation, Vertebral fractures, QUALEFFO-
41.
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INTRODUCTION

In the majority of cases, osteoporosis is a disease specific to senility. Owing to a
rise in life expectancy of the general population, this disorder has worsened and
increased in frequency [1]. Around 200 million people are afflicted by this disease
worldwide [2]. Fracture is its main clinical consequence, and the vertebral fractures (VF)
are the most prevalent [3] and may affect 6.7% -27.8% of Latin and Brazilian women [4].
This percentage may vary according to age and also the established criteria used for
defining fracture [1]. Only one-third of fractures observed on radiography require
medical care. Asymptomatic cases occur in 30% of patients and approximately 14% of
these patients have two or more asymptomatic fractures [5].

Although most cases are asymptomatic, VF are associated with increased
morbidity [5], mortality [6] and are important indicators of future vertebral and hip
fractures [7]. In addition, these fractures lead to a worse quality of life (QOL) [5], causing
pain [8,9], decrease in physical function, general health perception, mental function [10]
and social function [11,12].

Several questionnaires have already been developed to assess QOL in women
with osteoporosis VF [13-17]. The most widely used questionnaires are OPAQ
(Osteoporosis Assessment Questionnaire) [16] and QUALEFFO-41 (Quality of Life
Questionnaire of the European Foundation for Osteoporosis - 41) [11]. Both are
considered excellent and are currently used and accepted by the International
Osteoporosis Foundation, and can discriminate between a vertebral fracture group and
a control group, composed of age-matched and gender-matched subjects [18,19].

The QUALEFFO-41 questionnaire was developed in 1997 by the European
Osteoporosis Foundation (EOF) in seven centers: Cambridge, Malmo, Bad Pyrmont,
Liege, Paris, Siena and Amsterdam. It consists of 41 questions arranged in five
domains: Pain, Physical Function, Social Function, General Health Perception and
Mental Function [15]. It has already been translated and validated into other languages
such as Turkish [12]. In the official IOF site, the questionnaire has been translated into
19 languages, e.g. English, French, Spanish, Italian and Portuguese.
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Although an official translation into the Portuguese language is available, the
questionnaire has still not been validated in Brazil. To be validated and used in different
cultures, in addition to language translation and cultural adaptation (language
development process and potential communication problems such as vocabulary,
grammar and syntax), an instrument must exhibit good internal consistency and
repeatability [20]. The instrument also should be comparable to a questionnaire already
validated in the country [21]. It has been increasingly shown that QOL needs to be
assessed in VF female patients to implement appropriate preventive measures to avoid
a rise in morbidity, mortality and treatment costs. The aim of this study was the
validation of the Portuguese version of the QUALEFFO-41 in Brazilian women with
osteoporosis VF, assessing the validity, internal consistency and repeatability.
Furthermore, our data was compared to SF-36 results to evaluate discriminant capacity
between patients with vertebral fractures and controls.

METHODS

A questionnaire validation study was conducted between October 2006 and April
2011, in the Women’s Integrated Healthcare Center (CAISM) of the Universidade
Estadual de Campinas (Unicamp) after approval from the Research Ethics Committee
of the Unicamp School of Medicine.

Postmenopausal women were selected for this study and divided into two
groups: an osteoporosis group with VF (fracture group) and a group with normal bone
mass and no VF (control group). Inclusion criteria for the fracture group were: women
aged 55 to 80 years, diagnosed with lumbar osteoporosis by bone mineral density
measurements (based on the World Health Organization criteria-WHO) [22] and at least
of one VF (based on McCloskey criteria) [23]. Women diagnosed of recent fractures,
with secondary osteoporosis, any other metabolic bone diseases, malignancy or bone
metastases were excluded from the study. Inclusion criteria for the control group were:
women aged 55 to 80 years and normal bone mineral density measurements of the
lumbar spine (T-Score above -1.0 at L1-L4). Exclusion criteria for the controls were
identical to those used for patients with osteoporosis, in addition to the presence of
lumbar pain symptoms. It was also required that women were capable of walking and
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knew how to read and write. For comparison between groups, women were age-

matched (3 years).
Questionnaire

The validation study was conducted after consent of the author of QUALEFFO-
41, Professor Lips (Academic Hospital of Vrije University, Amsterdam). The
QUALEFFO-41 presents 41 questions divided in five domains: Pain, Physical Function,
Social Function, General Health Perception and Mental Function. These domains can
be evaluated individually and/or be represented in a Total Score. Regardless of this
fact, all scores are expressed in values ranging from 0 to 100, where 0 represents the
best QOL and 100 the worst QOL [15].

It also was used the generic questionnaire Short Form-36 (SF-36) to compare
with the scores of the QUALEFFO-41. This questionnaire was used because is validity
in Brazil. It has 36 questions, divided in eight domains: Pain, Functional Capacity,
General Health Status, Vitality, Social Aspects, Mental Health, Physical Aspects and
Emotional Aspects. Each SF-36 domain is scored on a scale that also ranges from 0 to
100. However, in contrast to the QUALEFFO 41, 0 means a worse QOL and 100 means
a better QOL [24].

Radiograph

A standardized lateral radiograph of the thoracic and lumbar spine, centralized
on T9 and L3, respectively, was performed. It was obtained at a standard target-to-film
distance of 105 centimeters. The anterior, mean and posterior heights of each vertebra
from T4 to L5 were measured. Vertebral deformity was defined when the anterior,
posterior or central heights were lower than 3 standard deviations below the predictive
height for each vertebra, according to the McCloskey algorithm [23]. For each vertebra,
deformities were classified as anterior wedge, posterior wedge, crush and central

collapse.
Practical Conduct of the Study

After meeting the inclusion and exclusion criteria, women were invited to

participate in the study and those accepting the invitation signed a free written informed
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consent term.

Women were interviewed on sociodemographic and clinical data: age, skin color,
body mass index (BMI), school education, paid job, marital status, performance of
physical activity (considered as exercise performed at least three times a week), age at
menopause, time since menopause and bone density measurements (T-score and

bone mineral density of lumbar spine L1-L4).

The questionnaires were administered by the same researcher in a reserved
room after the patient received instructions on how to complete the questionnaire.
Questionnaires were always completed in the same order, QUALEFFO-41 followed by
SF-36. The questionnaires were administered 2 to 4 weeks after the first administration
so that a test-retest evaluation could be performed. Women answered questions about

any situation occurring during the study period that might influence QOL.
Statistical analysis

Data were entered into the Microsoft Office Excel 2007 Program and data
analysis was performed by using SAS Program version 9.2. The groups were evaluated
in relation to homogeneity. Continuous variables were expressed as means + standard
deviation (SD) and compared by paired Student’s t-test (for data with a normal
distribution) or the paired Wilcoxon test (non-normal distribution). Nominal variables
were expressed as absolute and relative frequencies and compared by the chi-square

or the Fisher’s exact test.

QUALEFFO-41 score was calculated according to instructions supplied in the
original version. Questionnaire answers were classified from 1 to 5, except for questions
23, 24, 25 and 26 (scored from 1-3) and questions 27, 28 and 29 (scored from 1-4). For
questions 24, 26 and 29 “not applicable” answers were not counted. Furthermore,
questions 33, 34, 35, 37, 39 and 40 were reversed so that a low score always indicated
a better QOL and a high score always indicated a worse QOL. Domain scores were
calculated by the sum of answers to each question relative to each domain.
Subsequently, the sum of scores was transformed linearly to a 100 scale. QUALEFFO-
41 total score was calculated by the sum of all questions from the questionnaire and the
sum of scores was transformed linearly to a 100 scale. The 41 QUALEFFO-41
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questions are listed in the Appendix. To calculate the SF-36 score, instructions from its

original version were also followed and scores were also classified from 0 to 100.

To evaluate internal consistency of the Brazilian version of the QUALEFFO-41
(the total score and of each domain), a Cronbach’s a coefficient was used. To evaluate
repeatability, the Intraclass Correlation Coefficient (ICC) calculation was used for all
domain scores and Kappa Index calculation was used for each question. Convergent
validity and discriminant validity were studied. When the correlation coefficient between
each question score and total domain score was higher than 0.40, adequate convergent
validity was presumed (values expressed in percentage of questions with r> 0.40).
When the correlation coefficient between each individual question score and total
domain score was higher than the correlation with the total scores of the remaining
domains, adequate discriminant validity was presumed (values expressed in percentage
of questions with correlation coefficient with its own domain higher than with other
domains) [11].

The correlation between scores of QUALEFFO-41 domains and those similar of
SF-36 domains was studied by Spearman’s correlation coefficient. Since the Mental
Function domain of the QUALEFFO-41 contains questions on vitality, a correlation of
Mental Function was calculated by combining two SF-36 domains: Mental Health and
Vitality. Neither of the Limitation domains (due to Physical and Emotional Aspects) of
the SF-836 was included in this domain comparison because there were no
corresponding domains in the QUALEFFO-41. However, since the SF-36 does not have
a questionnaire total score, a correlation between both domains (Limitations due to
Physical Health and Limitations due to Emotional Problems) and total QUALEFFO-41

score [11] was established.

The ROC curve (Receiver operating characteristic curve) was constructed to
compare the ability of all QUALEFFO-41 domains (including the total score) and of two
SF-36 domains (Physical Limitations and Emotional Limitations) to discriminate fracture
cases, using all cutoff points of questionnaire domain scores. The ability of domains to
discriminate VF cases was investigated, using conditional logistic regression to
calculate the odds ratio (OR) with 95% confidence interval (CI). For this conditional
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logistic regression, the cutoff point adopted was derived from the ROC curve, included
in the logistic model presuming equivalence between the value below the cutoff point
and value above the respective cutoff point.

For the entire study analysis, a correlation coefficient value (r) ranging from 0 to
0.25 was considered as having “no or a very poor” correlation; values ranging from
0.26-0.50 were considered as “poor to moderate” correlation; values from 0.51-0.75
were considered “good” correlation; and 0.76-1.00 were considered as having a “very

good” (strong) correlation. Values were considered significant when p-value was <0.05.
RESULTS

This study was based on a sample of 86 women (43 in the fracture group and 43
in the control group). The mean age of the women was 66.1+7.2 years in the fracture
group and 64.916.3 years in the control group (p=0.4259). In both groups, the majority
was white (88.9% in fracture group and 86.1% in control group), lived with a partner
(62.8% in fracture group and 58.1% in control group) and was not employed (79.1% in
fracture group and 67.4% in control group). Regarding school education, the fracture
group had a lower education than the control group (p<0.0001). Differences in groups
concerning BMI were also observed, with a mean BMI of 25.5+3.4 kg/cm?in the fracture
group and 28.54+4.6 kg/cm? in the control group (p=0.0007); mean age at menopause
was 45.5+7.8 years for the fracture group and 50.2+5.1 years for the control group
(p=0.001); mean time spent in the postmenopause was 20.3+8.5 years for the fracture
group and 14.516.3 years for the control group (p=0.0006). The mean bone mineral
density of the lumbar spine was 0.855+0.156 in the fracture group and 1.200+£0.142 in
the control group; and the mean lumbar spine T-score was -2.76+0.92 for the fracture

group and 0.17+1.00 for the control group.

The total number of vertebral fractures diagnosed was 73. Sixty fractures were
located in the thoracic region and 13 fractures in the lumbar region. VF were detected
more frequently in vertebral regions of T12 (13 VF), T4 (8 VF), T5 (7 VF), T7 (7 VF) and
L1 (7 VF). The majority of women (60.5%) had only one VF, 10 (23.3%) had two VF,
three (6.9%) had three VF and four (9.3%) had four or more VF.

Regarding internal consistency of the QUALEFFO-41, a Cronbach’s a was
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calculated for each domain. The values obtained ranged from 0.74 to 0.84, showing
good internal consistency in all domains. Concerning test-retest repeatability, the ICC
value of the QUALEFFO-41 Total Score was 0.90 and ICC domain values ranged from
0.67 to 0.90. The kappa coefficient calculated for the 41 questions ranged from 0.28 to
0.83. However, in 28 of the 41 questions, k was higher than 0.50. Furthermore, 38 out
of 41 questions demonstrated satisfactory convergent validity (the correlation coefficient
between the question and its own domain was higher than 0.40) and this correlation
coefficient ranged from 0.87 to 0.92 for questions on Pain domain; 0.01-0.86 for
questions on Physical Function domain; 0.37-0.75 for questions on Social Function
domain; 0.77-0.82 for General Health Perception domain; and 0.42-0.84 for Mental
Function domain. For discriminant validity, the majority of QUALEFFO-41 questions
demonstrated a higher correlation coefficient with its own domain than with other
domains (Table 1).

The comparison of the mean QUALEFFO-41 and SF-36 scores between the
fracture group and the control group is shown in Table 2. In both questionnaires, it was
observed that women from the fracture group had significant impairment of QOL, with
the exception of the domain Emotional Limitations in the SF-36. Correlation between
QUALEFFO-41domains and corresponding SF-36 domains showed a good correlation
in all domains, except for Social Function in which correlation was very poor (Table 3).

Figure 1 shows the ROC curve for the QUALEFFO-41 domains. All QUALEFFO-
41 domains were significantly predictive of VF. Domains with the greatest discriminant
capacity were Physical Function, Pain and Social Function. Cutoff points are highlighted
in the figure and were determined by points of greatest sensitivity and specificity. Values
with the shortest distance for the different domains were respectively: 0.32 for Pain,
0.28 for Physical Function, 0.42 for Social Function, 0.43 for General Health Perception,
0.49 for Mental Function. In Figure 2, it was observed that both QUALEFFO total score
and the Physical Limitation domain of the SF-36 score were significantly predictive of
VF. This domain had a greater performance than the Emotional Limitation domain of the
SF-36.

Table 4 compares the discriminant capacity of the five QUALEFFO-41 domains.
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Domains with the greatest discriminant capacity were Pain, Physical Function and
QUALEFFO total score, although the five QUALEFFO-41 domains were significantly
predictive of VF.

DISCUSSION

In this study, it was observed that the Portuguese version of the QUALEFFO-41
qguestionnaire administered to Brazilian women with VF due to osteoporosis, maintained
the psychometric properties of the original version for measuring quality of life. The
questionnaire had good reliability, repeatability and validity. The results of this study are
similar to those reported by Lips et al. (original article) [11] and other studies that
validated the QUALEFFO-41 in women with vertebral fractures [10,12,25]. On multiple-
trait analysis, a high Cronbach’s a coefficient in the evaluation of internal consistency;
good reproducibility with Kappa (K) test-retest index; good convergent and discriminant
validity (using calculation of correlations between each individual question score and
total domain score); and significant discriminatory properties (using logistic regression
model) were observed.

Cronbach’s a coefficient values above 0.70 are considered adequate for internal
consistency. In our study, Cronbach’s a for each domain ranged from 0.74 to 0.84. Lips
et al., who developed the QUALEFFO-41, found a Cronbach’s a ranging from 0.72-0.92.
Other authors who validated the QUALEFFO-41 in other languages also found similar
Cronbach’s a values [10,12,25].

It could be observed that the majority of QUALEFFO-41 questions showed good
repeatability (after 2-4 weeks), with Kappa values higher than 0.50 in 28 of the 41
questions. Moderate to high concordance was demonstrated in 16 questions that had
Kappa values above 0.60. Although slightly lower than validation studies of the original
QUALEFFO, a Kappa Index higher than 0.60 represents good repeatability, indicating
substantial concordance between the first and second administration of the
questionnaire.?® However, ICC domain values had higher concordance rates, ranging
from 0.67 to 0.90. The only domain with a value <0.70 was Social Function, a result also
found in another study [10].

The lower ICC for Social Function may have occurred because three questions
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from this domain had low response rates. Of the 86 women interviewed, 41.7%
regarded question 24 as not applicable, 70.9% considered question 26 as not
applicable and 55.8% considered question 29 as not applicable. The high percentage of
non response could be explained by cultural differences existing between different
countries. Concerning gardening (question 24), although Brazil is a country with
extensive rural area, most women live in apartments or small houses in an urban
setting, with limited garden space. The second question related to theater/movies had
the highest rate of not applicable answers and may have occurred because this type of
leisure activity is not a habit of the elderly population in Brazil. It is relatively expensive
and therefore not accessible to the population of lower income. Concerning question 29
(relative to sexual activity), half of the women were older than 66 years and most did not

have a partner, justifying this rate of not applicable answers.

Both convergent validity and discriminant validity ranged from 86-100% and
these results were also similar to studies that validated the QUALEFFO-41 [10-12,25].
Usually, correlation coefficients of question scores with their own domain were higher
than 0.40 (convergent validity) and individual question scores were better correlated
with scores for their own domains than with other domain scores (good discriminant

validity).

The results of this study show that quality of life was significantly impaired in
women with VF due to osteoporosis, in comparison to age-matched controls. There was
impairment of QOL in all domains of both questionnaires, with the exception of the
domain Mental Aspect Limitations of the SF-36 (although the control group had a better
score), a result also observed by Rostom et al [10]. There was a very poor correlation
between the domain Social Function of the QUALEFFO-41 and Social Aspects of the
SF-36 which could be explained by the low rate of not applicable answers in the domain
Social Function of the QUALEFFO-41. A correlation between the domain Mental Health
Limitations of the SF-36 and total QUALEFFO-41 score was also weak. However, this
correlation was similar to that observed by Lips et al. [11] who reported lower
correlations in these same domains. The remaining QUALEFFO-41 domains had a

good correlation with their corresponding SF-36 domains.
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Although the VF (radiological fractures) included in the study were subclinical, the
QUALEFFO-41 questionnaire was capable of discriminating between a fracture group
and a control group in Brazilian women. For all domains, the OR was high and
significant. It was higher for the Pain domain, with a 42.5 higher odds (95%CI 8.6-
201.18) of discriminating between cases with VF and controls. This data indicates that it
is possible to use the QUALEFFO-41 questionnaire in Brazil to assess women with
fractures due to osteoporosis. The SF-36 was also capable of discriminating VF well,
especially in the domain Physical Role Limitations (data observed by the ROC curve),
demonstrating the importance of combining generic and specific questionnaires for QOL
assessment. While generic questionnaires assess osteoporosis as a general health
problem, specific questionnaires detect the impact of osteoporotic symptoms on QOL.
These results were also observed by other authors who validated the QUALEFFO-41
[10-12].

In conclusion, the QUALEFFO-41 showed excellent psychometric characteristics
and was a valid, reliable and repeatable instrument. It demonstrated impairment of QOL
in women with VF and had good capacity to discriminate QOL among women with and
without VF. The questionnaire can be used in Brazilian women with osteoporotic

vertebral fractures.
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Table 1 - Results of the multitrait analysis of QUALEFFO-41

Domain (questions Internal Consistency Repeatability Convergent Discriminant
numbers) a-Chronbach (ICC) Validity (%) Validity (%)
Pain (5) 0.77 0.73 100 100
Physical Function (17) 0.74 0.90 88 94
Social Function (7) 0.84 0.67 86 86
General Health Perception (3) 0.79 0.81 100 100
Mental Function(9) 0.78 0.79 100 100
Total Score QUALEFFO 0.82 0.90 - -

The internal consistency (Crohnbach’s a) was calculated for the entire domain. The repeatability is
the agreement (Intraclass Correlation Coefficient) between the first and second administration of
QUALEFFO within 4 weeks.Convergent validity indicates the percentage of question scores
correlating with the domain score better than 0.40. Discriminant validity is the percentage of question
scores correlating better with their own domain score than with the scores of other domains.
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Table 2 - Comparison of the mean QUALEFFO-41 and SF-36 scores between

group with VF and control group

Group with VF  Control Group
Domains p-Value*
Mean + SD Mean + SD

QUALEFFO-41
Pain 40.6134.4 1.9+10.8 <0.0001
Physical Function 24.2+17.4 6.0£9.1 <0.0001
Social Function 47.5+22.0 23.9+20.0 <0.0001**
General Health Perception 51.7124 .4 34.1£21.4 <0.0001**
Mental Function 35.1£22.5 241+17.3 <0.0001**
Total Score of QUALEFFO 55.6+18.0 35.2+10.7 <0.0001
SF-36
Body Pain 56.41+24.6 76.6£17.2 <0.0001**
Functional Capacity 59.9+29.4 87.9+17.3 <0.0001
General Health Status 63.7+24 .1 83.1+17.3 <0.0001**
Vitality 60.4+23.1 70.1£18.5 <0.0001**
Social Aspects 81.7129.4 94.5£17.9 <0.0001
Mental Health 61.0£22.5 73.7£14.8 0.0044**
Physical Aspects 46.5144.2 87.8+28.0 <0.0001
Emotional Aspects 68.2+43.6 79.8+37.2 0.1592
*Wilcoxon paired Test / ** Student’s T paired test
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Table 3 - Spearman correlation coefficients between scores of similar domains of
QUALEFFO and SF-36 instruments in 43 women with vertebral fracture

Correlation

QUALEFFO 41 Domains SF-36 Domains coefficient (1) p Value
Pain Body Pain -0.66 <0.0001

Physical Function Functional Capacity -0.84 <0.0001
Social Function Social Aspects -0.22 0.0399
General Health Perception General Health Status -0.67 <0.0001
Mental Function Mental Health+Vitality -0.80 <0.0001
Total Score of QUALEFFO Physical Aspects -0.74 <0.0001
Total Score of QUALEFFO Emotional Aspects -0.38 0.0003
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Figure 1. ROC curve for individual QUALEFFO-41 domais 5.
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Figure 2. ROC curve of the total score of QUALEFF0O-41 and SF-36 domains
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Table 4. Discriminatory capacity of QUALEFFO domains as assessed by
conditional logistic regression

QUALEFFO 41 Domains Odds Ratio Cl195%
Pain =20.0 42.5 8.96-201.18
Physical Function 27.3 12.5 4.50-34.57
Social Function 233.0 5.9 2.35-15.13
General Health Perception 241.7 5.6 2.18-14.25
Mental Function 225.0 2.9 1.19-6.82
Total Score of QUALEFFO 237.2 19.6 6.24-61.76

The cutoff point adopted for the logistic regression was derived from the ROC
curve (higher sensibility and specificity)
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APPENDIX - PORTUGUESE VERSION OF THE QUALEFFO-41

A) Dor

As 5 perguntas desta secao dizem respeito ao seu estado na ultima semana.
1. Com que freqiiéncia vocé teve dor nas costas na ultima semana?

(1) ndo tive dor nas costas (2) 1 dia/semana ou menos (3) 2-3 dias/semana (4) 4-6

dias/semana (5) todos os dias

2. Se vocé teve dor nas costas, quanto tempo durou a sua dor nas costas durante

o dia?

(1) ndo tive dor (2) 1-2 horas (3) 3-5 horas (4) 6-10 horas (5) o dia inteiro

3. O quanto a sua dor nas costas foi forte em seu pior momento?

(1) ndo tive dor nas costas (2) leve (3) moderada (4) forte (5)insuportavel
4. Como foi a sua dor nas costas em outros momentos?

(1) ndo tive dor nas costas (2) leve (3) moderada (4) forte (5)insuportavel
5. A dor nas costas atrapalhou o seu sono na ultima semana?

(1) menos de 1 vez/semana (2) 1 vez/semana (3) 2 vezes/semana (4) noite sim,
noite ndo  (5) todas as noites

Funcao Fisica:

B) Atividades do dia-a-dia

As proximas 4 perguntas dizem respeito aos seu estado atual.

6. Vocé tem dificuldade para se vestir?

(1) nenhuma dificuldade  (2) um pouco de dificuldade (3) dificuldade média
(4) posso precisar de alguma ajuda  (5) impossivel sem ajuda

7. Vocé tem dificuldade para tomar banho de banheira ou de chuveiro?

(1) nenhuma dificuldade  (2) um pouco de dificuldade (3) dificuldade média

(4) posso precisar de alguma ajuda  (5) impossivel sem ajuda
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8. Vocé tem dificuldade para andar até o banheiro ou dar descarga?

(1) nenhuma dificuldade  (2) um pouco de dificuldade

(4) posso precisar de alguma ajuda  (5) impossivel sem ajuda

9. Vocé dorme bem?

(8) dificuldade média

(1) durmo sem problema (2) acordo algumas vezes (3) acordo com freqtiéncia

(4) as vezes fico acordada a noite  (5) as vezes passo a noite em claro

Funcao Fisica:

C) Trabalhos domésticos

As préximas 5 perguntas dizem respeito ao seu estado atual. Se outra pessoa faz

essas coisas na sua casa, por favor, responda como se fosse vocé que as fizesse.

10. Vocé consegue limpar a casa?

(1) sem dificuldade (2) com um pouco de dificuldade
meédia  (4) com muita dificuldade  (5) impossivel

11. Vocé consegue preparar refeicdes?

(1) sem dificuldade (2) com um pouco de dificuldade
meédia  (4) com muita dificuldade  (5) impossivel

12. Vocé consegue lavar a louga?

(1) sem dificuldade (2) com um pouco de dificuldade
meédia (4) com muita dificuldade  (5) impossivel

13. Vocé consegue fazer as compras do dia-a-dia?

(3) com dificuldade

(3) com dificuldade

(8) com dificuldade

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade meédia

(4) com muita dificuldade  (5) impossivel

14. Vocé consegue levantar um objeto pesado, de mais ou menos 10 quilos (por

exemplo, as compras de supermercado/feira, um engradado de refrigerante ou

uma crianca de 1 ano) e carrega-lo por pelo menos 10 metros?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade media
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(4) com muita dificuldade  (5) impossivel

Funcao Fisica:

D) Mobilidade

As préximas 8 perguntas dizem respeito ao seu estado atual.

15. Vocé consegue se levantar de uma cadeira?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade meédia
(4) com muita dificuldade (5) somente com ajuda

16. Vocé consegue se abaixar para pegar alguma coisa em uma mesa baixa ou no

chao?

(1) facilmente (2) com uma certa facilidade (3) com dificuldade média (4) com
muita dificuldade  (5) impossivel

17. Vocé consegue se ajoelhar?

(1) facilmente (2) com uma certa facilidade (3) com dificuldade média (4) com

muita dificuldade  (5) impossivel

18. Vocé consegue subir um andar pela escada?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade meédia
(4) com muita dificuldade (5) impossivel

19. Vocé consegue andar 100 metros (um quarteirdao)?

(1) rapidamente e sem parar (2) devagar porém sem parar

(3) devagar parando pelo menos 1 vez (4) somente com ajuda (5) impossivel
20. Com que freqUéncia vocé saiu na ultima semana?

(1) todos os dias (2) 5-6 dias/semana (3) 3-4 dias/semana (4) 1-2 dias/semana

(5) menos de uma vez por semana
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21. Vocé consegue usar os transportes coletivos (andar de 6nibus, trem, metrd,

barca)?
(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade meédia
(4) com muita dificuldade (5) somente com ajuda

22. Vocé foi incomodada por mudancas na sua aparéncia devido a osteoporose
(por exemplo, perda de altura, aumento da cintura, mudanca da forma das suas
costas)?

(1) nemum pouco (2) um pouco (3) mais ou menos (4) bastante (5) muito
Funcao Social:

E) Lazer, atividades sociais

23. Vocé pratica algum esporte atualmente?

(1) sim (8) sim, porém sem restricobes  (5) nao

24. Vocé pode jardinar?

(1) sim (8) sim, porém sem restricbes  (5) ndo  (0) ndo se aplica

25. Vocé tem algum passatempo atualmente?

(1) sim (8) sim, porém sem restricobes  (5) nédo

26. Vocé pode ir ao cinema, ao teatro, etc,?

(1) sim (3) sim, porém sem restricées (5) ndo (0) ndo ha cinema nem teatro

relativamente perto

27. Com que freqléncia vocé visitou amigos ou parentes durante os ultimos 3

meses?

(1) 1 vez/semana ou mais (2,3) 1ou 2 vezes/més (3,6) menos de uma 1/més (5)

nenhuma vez

28. Com que frequiéncia vocé participou de atividades sociais (clubes, encontros/
reunides sociais, atividades ligadas a igreja, caridade, etc.) durante os ultimos 3

meses?
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(1) 1 vez/semana ou mais  (2,3) 1 ou 1 vezes/més (3,6) menos de 1 vez/més

(5) nenhuma vez

29. Sua dor nas costas ou outros problemas fisicos interferem em sua intimidade

(incluindo atividade sexual)?

(1) nem um pouco (2,3) um pouco (3,6) mais ou menos (5) muito (0) ndo se aplica

ao meu caso
Percepcao Geral de Saude

F) Avaliacao da sua saude em geral

30. Para a sua idade, de um modo geral, vocé diria que a sua saude esta...

(1) excelente  (2) boa (3) satisfatéria  (4) nem boa, nem ruim  (5) ruim

31. Como vocé avaliaria sua qualidade de vida durante a ultima semana?

(1) excelente  (2) boa (3) satisfatéria  (4) nem boa, nem ruim  (5) ruim

32. Como vocé avaliaria sua qualidade de vida atual comparada a 10 anos atras?

(1) muito melhor agora (2) um pouco melhor agora (3) ndo mudou (4) um pouco

pior agora  (5) muito pior agora

G) Funcao Mental

As préximas 9 perguntas dizem respeito ao seu estado na ultima semana.
33. Vocé tem tendéncia a se sentir cansada?

(5) de manha (4) a tarde (3) somente a noite (2) apés uma atividade intensa

(1) quase nunca
34. Vocé se sente desanimada?

(5) quase todos os dias (4) 3-5 dias/semana (3) 1-2 dias/semana (2) de vez em

quando (1) quase nunca
35. Vocé se sente sozinha?
(5) quase todos os dias  (4) 3-5 dias/semana  (3) 1-2 dias/semana (2) de

vez em quando (1) quase nunca
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36. Vocé se sente cheia de energia?

(1) quase todos os dias  (2) 3-5 dias/semana  (3) 1-2 dias/semana (4) de

vez em quando (5) quase nunca

37. Vocé tem esperancas em relagdo ao seu futuro?

(5) ndo, nunca (4) raramente (3) as vezes (2) freqientemente (1)sempre
38. Vocé se aborrece com pequenas coisas?

(1) ndo, nunca (2) raramente (3) as vezes (4) freqientemente (5)sempre
39. Vocé acha facil se comunicar com outras pessoas?

(5) ndo, nunca (4) raramente (3) as vezes (2) freqientemente (1)sempre
40. Vocé esta de bom humor durante a maior parte da vida?

(5) ndo, nunca (4) raramente (3) as vezes (2) freqientemente (1)sempre
41. Vocé tem medo de se tornar totalmente dependente?

(1) ndo, nunca (2) raramente (3) as vezes (4) freqientemente (5)sempre
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4. Discussao Geral

Este estudo teve como objetivos avaliar a prevaléncia de alteracdes
radiologicas, dor nas costas, impacto sobre a QV e validar a versdo na lingua
portuguesa do QUALEFFO-41 em mulheres brasileiras com FV por osteoporose
pds-menopausa. Os resultados mostraram que a prevaléncia de fraturas
vertebrais, osteofitos e dor nas costas foi alta em mulheres com osteoporose pos-
menopausa. Além disso, o QUALEFFO-41 mostrou ter boas caracteristicas

psicométricas, considerado apto para ser validado e utilizado no Brasil.

Observou-se neste estudo, uma alta prevaléncia de FV radiolégica, sendo
que na maioria dos casos, nao havia suspeita ou queixa por parte das mulheres e
dos profissionais da saude. Esse resultado é de extrema importancia e chama
atencdo para a necessidade de um screening minucioso dessas mulheres,
identificando fatores de risco. Além disso, é necessaria a utilizacdo de critérios de
diagnéstico mais precisos para FV nos exames de Raio-X, pratica ndo comum
atualmente nos centros de referéncia de radiologia que atendem essas mulheres.
O diagndstico correto e a ndo subestimacao das fraturas podem gerar melhora no

tratamento e na QV dessas mulheres.

Essa foi uma grande contribuicao deste estudo: utilizar um método objetivo
para avaliar FV, uma vez que em muitos estudos a identificacao das fraturas é
baseada no auto-relato ou em métodos radiol6gicos pouco precisos. Os resultados
da utilizacado desta técnica no presente estudo poderédo encorajar futuros estudos,
inclusive multicéntricos, de avaliacdo de FV por osteoporose em mulheres
brasileiras, levando a estimativas reais nessa populagdo. Assim, medidas
preventivas de fraturas no ambito da saude publica poderdo ser adotadas, o0 que

diminuiria os gastos com complica¢des, dentre elas alta morbidade e mortalidade.

Com relacao ao comprometimento da QV, os resultados foram inesperados,
pois foi observado que existe um comprometimento da QV pela osteoporose,
entretanto similar em mulheres com e sem fraturas. Este fato pode ser justificado
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pois as FV foram diagnosticadas radiologicamente, sendo subclinicas na maioria

das mulheres incluidas neste estudo.

A dor nas costas é um dos mais frequentes problemas crénicos de saude
que afetam a populacdo adulta. Entretanto a prevaléncia de dor nesta faixa etaria
ndo é precisamente conhecida. O presente estudo mostrou um dado bastante
relevante que foi a alta prevaléncia de dor nas costas nas mulheres acima de 55
com osteoporose pds-menopausa. A dor nas costas pode ser uma causa
identificavel de problemas de saude em funcédo da sua prevaléncia e do impacto
que tem no bem-estar da populacao idosa. Neste estudo, a presenca da dor nas
costas teve um impacto na QV em mulheres com osteoporose. Entretanto, como
as FV sao em muitos casos assintomaticas, € importante questionar essas
mulheres sobre a presenca de dor nas costas. E necessaria uma padronizagéo da
coleta dessas informacdes, com métodos como diagrama de dor que permite
identificar essa queixa com maior precisdao. Além disso, dar mais atencao a
identificacdo de outros fatores que podem ser responsaveis pela dor, uma vez que
essa queixa é bastante comum. Além de muito prevalente, a dor nas costas causa
uma significante morbidade em idosos e se ndao houver um manejo adequado
pode ter consequéncias como depressdo, incapacidade funcional e
comprometimento da QV. Assim, ha necessidade a promoc¢édo e elaboracdo de
estratégias eficazes de manejo da dor.

Os resultados da validagdo do QUALEFFO-41 sao semelhantes aos
relatados na literatura que validaram este questionario em mulheres com FV por
osteoporose em outras linguas. Este estudo permitird, apés a publicacdo desta
validacéo, o uso deste questionario como uma ferramenta de avaliacao da QV de
mulheres brasileiras com FV por osteoporose, o que facilitard a comparagéao de
resultados de tratamentos e medidas para esta condi¢do, tornando os estudos
mais consistentes e de melhor avaliacdo do impacto das terapias na QV dessas

mulheres.

Também foi possivel observar que o uUnico dominio que apresentou uma

baixa correlacdo com o seu correspondente do SF-36 foi Funcédo Social do
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QUALEFFO-41, fato também observado por outros autores. Isto pode ter ocorrido
nosso estudo, pois além das diferengas culturais, houve uma alta taxa de
respostas nao aplicaveis, justificando a sugestdo de retirada deste dominio ou a
substituicdo destas questées por situagdes semelhantes as questionadas, mas
que facam parte da rotina das mulheres brasileiras.

Apesar do QUALEFFO-41 apresentar todas as caracteristicas necessarias
para ser um questionario valido no Brasil e os estudos preconizarem sua auto-
aplicacdo, cabe ressaltar que a maioria das mulheres do nosso estudo teve
dificuldade em auto-responder o questionario. Por este motivo, foi optado por
aplicacdo do questionario com o auxilio da pesquisadora quando este fato foi
observado, o que acreditamos ter garantido melhor entendimento das mulheres
sobre as perguntas e por isso, respostas mais precisas. Além disso, a maioria das
mulheres relatou ter baixa escolaridade e apesar das mulheres saberem ler e
escrever (com capacidade de ler frases, sentencas ou até mesmo textos) foi
possivel observar muitos casos de analfabetismo funcional, pois ndo era
observada habilidade em interpretar textos, como as perguntas do questionario.
Além desta dificuldade em relacdo a aplicacdo, é importante ressaltar que a
experiéncia em validar esse questionario revelou ser uma tarefa complexa e
trabalhosa que engloba desde a identificacdo de pacientes que preenchessem os
critérios para admissao no estudo, garantir o retorno das mulheres para o reteste
no tempo estabelecido, e finalmente todo o entendimento e elaboracéo da analise
estatistica que envolve nocgdes tedricas pouco conhecidas pela maioria dos

pesquisadores.

Com base em todos esses questionamentos, intervengdes (principalmente
preventivas) devem ser adotadas para as mulheres com fatores de risco para
desenvolvimento de osteoporose e consequentemente para fraturas, visando
menor impacto na qualidade de vida. Do ponto de vista de estratégias preventivas,
diversos profissionais de saude como médicos, psicologos, educadores fisicos e
fisioterapeutas tém papel fundamental. Particularmente a fisioterapia pode utilizar
técnicas que visam fortalecimento muscular e 6sseo, contribuindo na prevencéao

da perda de massa éssea, como também na melhora da postura, o que leva a
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melhora da fungdo fisica e do equilibrio. Além disso, estratégias devem ser
adotadas depois de instalada a osteoporose, visando a prevencao de quedas,
como o treino de equilibrio e orientagcdes sobre atividades diarias consideradas de

risco para quedas, reduzindo a chance da ocorréncia de fraturas.
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5. Conclusao Geral

- A prevaléncia de fratura vertebral foi alta (34%), a qualidade de vida mostrou-se
comprometida em mulheres com osteoporose pés-menopausa com ou sem de
fraturas, entretanto mulheres com maior numero de fraturas apresentaram piores

escores de qualidade de vida;

- Houve uma alta prevaléncia de dor nas costas (66,7%), e de alteragcbes
radiolégicas (fratura vertebral - 34%, e ostedfitos - 92,1%) em mulheres com
osteoporose pés-menopausa. A dor nas costas esteve associada a presenca de
ostedfitos e a piores escores de qualidade de vida;

- A versdo na lingua Portuguesa do questionario de qualidade de vida
QUALEFFO-41 mostrou-se vélida em mulheres brasileiras na pds-menopausa
com fratura vertebral por osteoporose, por apresentar boas medidas psicométricas
de confiabilidade e validade. Observou-se que as mulheres com fratura vertebral
por osteoporose apresentam piores escores de qualidade de vida quando

comparadas a mulheres sem osteoporose.
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7. Anhexos

7.1. ANEXO 1 - Termo de Consentimento Livre e Esclarecido - Grupo

Osteoporose

TERMO DE CONSENTIMENTO LIVRE E ESCLARECIDO

Nome da participante:

ldade: HC:
RG: CPF:
Endereco: Tel:

Fui convidada a participar de um estudo que tem por objetivo traduzir para
o portugués um questionario e avaliar a qualidade de vida para mulheres que
apresentam fratura dos ossos da coluna por osteoporose. Isso é importante para
que os médicos e profissionais de saude conhegcam melhor os problemas que
essas mulheres apresentam e possam melhorar o atendimento para essas

mulheres.

Fui informada que para participar desse estudo responderei uma entrevista
onde serdo perguntados alguns dados sobre minha identidade e apds isso,
deverei responder dois questionarios que contém perguntas sobre minha dor,
minha capacidade de realizar atividades didrias, minhas atividades de lazer,
percepcao que eu tenho sobre minha salde e meus sentimentos. Tera uma
duracdo de no maximo 20 minutos. Além das perguntas, se nao tiver feito um
exame que avalia a estrutura do osso ou um Raio-x dos o0ssos nos ultimos 6
meses, deverei realizar-lo, sendo que a pesquisadora responsavel ira agenda-lo e
0 exame serd realizado no Setor de Radiologia do CAISM/UNICAMP, sem que eu
tenha custos com isso. Sei também que apds um (1) més apds deverei retornar

para responder novamente as mesmas perguntas.

Poderei me recusar a participar da pesquisa, sem que meu atendimento

seja prejudicado. Se eu aceitar participar do estudo, poderei desistir a qualquer
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momento, € da mesma forma, meu atendimento ndo serd prejudicado. Meus
dados permanecerao em sigilo, mesmo que essa pesquisa seja publicada em

congressos, artigos ou revistas.

Poderei fazer qualquer pergunta a pesquisadora responsavel, a
Fisioterapeuta Néville de Oliveira Ferreira durante o momento da entrevista ou de
2% a 62-feira de 8:00 as 12:00 horas por telefone pelo numero (19) 3521-9428.
Receberei uma ajuda de custo de R$15 (quinze reais) de para transporte para que
eu possa retornar um més apds a realizacdo da primeira entrevista. Se tiver
alguma divida ou reclamagao, poderei ligar para o Comité de Etica e Pesquisa da
Faculdade de Ciéncias Médicas da UNICAMP pelo telefone (19) 3521-8936, em

horario comercial.
Estou ciente de tudo isso e concordo em participar voluntariamente do estudo.

Campinas, de de20 .

Assinatura da participante

Assinatura da pesquisadora responsavel

101
Anexos



7.2. ANEXO 2 - Termo de Consentimento Livre e Esclarecido - Grupo
Controle

TERMO DE CONSENTIMENTO LIVRE E ESCLARECIDO

Nome da participante:

ldade: HC:
RG: CPF:
Endereco: Tel:

Fui convidada a participar de um estudo que tem por objetivo traduzir para
o portugués um questionario e avaliar a qualidade de vida para mulheres que
apresentam fratura dos ossos da coluna por osteoporose. Como sei que nao tenho
osteoporose, minha participacdo nesse estudo é importante para que os médicos
e profissionais de saude possam comparar minha qualidade de vida com a das
mulheres com osteoporose e conhecam melhor os problemas que essas mulheres

e eu apresentamos e possam melhorar o atendimento para essas mulheres.

Fui informada que para participar desse estudo responderei uma entrevista
onde serdo perguntados alguns dados sobre minha identidade e apds isso,
deverei responder dois questionarios que contém perguntas sobre minha dor,
minha capacidade de realizar atividades didrias, minhas atividades de lazer,
percepcao que eu tenho sobre minha salde e meus sentimentos. Tera uma

duracao de no maximo 20 minutos.

Sei também que apdés um (1) més apds deverei retornar para responder
novamente as mesmas perguntas. Poderei me recusar a participar da pesquisa,
sem que meu atendimento seja prejudicado. Se eu aceitar participar do estudo,
poderei desistir a qualquer momento, e da mesma forma, meu atendimento nao

sera prejudicado.

Meus dados permanecerdao em sigilo, mesmo que essa pesquisa seja
publicada em congressos, artigos ou revistas. Poderei fazer qualquer pergunta a
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pesquisadora responsavel, a Fisioterapeuta Néville de Oliveira Ferreira durante o
momento da entrevista ou de 22 a 62-feira de 8:00 as 12:00 horas por telefone pelo
namero (19) 3521-9428.

Receberei uma ajuda de custo de R$15 (quinze reais) para transporte para
que eu possa retornar um més apos a realizacdo da primeira entrevista. Se tiver
alguma divida ou reclamagao, poderei ligar para o Comité de Etica e Pesquisa da
Faculdade de Ciéncias Médicas da UNICAMP pelo telefone (19) 3521-8936, em

horario comercial.
Estou ciente de tudo isso e concordo em participar voluntariamente do estudo.

Campinas, de de20 .

Assinatura da participante

Assinatura da pesquisadora responsavel
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7.3. ANEXO 3 - Ficha de coleta de dados
1. Numero na pesquisa: [/ ]
2. Grupo: (1) Fratura vertebral ( 2 ) Grupo controle ( 3 ) Grupo osteoporose

3. Data de nascimento: [ /[ ]

4. |dade: [ ]anos

5. Cor da pele: (1) branca ( 2) nao branca
6.Peso:[_ ]kg7.Altura:[__ ]m8. IMC:[___ ]
9. Qual o seu grau de escolaridade?

(1 )Nenhum ( 2 )Até a 42 série ( 3 )52 a 82 série ( 4 )Até a 32 série do 22 grau (5)32

grau

10. Realiza trabalho remunerado? (1) Sim ( 2 ) Nao

11. Ocupacao: ( 1) trabalha ( 2 ) aposentada ( 3 ) dona de casa
12. Qual o seu estado marital?

(1) Solteira (2 ) Casada ( 3) Viuva ( 4 ) Separada ( 5 )Outros

13. Qual a sua situacao conjugal?
(1) Com companheiro (2 ) Sem companheiro

14. Vocé realiza exercicio fisico por mais de trés dias na semana? (1) Sim ( 2)

Nao
15. [dade da menopausa: anos
16. Tempo de menopausa: anos

17. Usa TRH atualmente? (1) Sim ( 2 ) Nao
18. Tempo de uso de TRH: meses
19. JAusou TRH: (1) sim(2) néo

20. Se sim, h& quanto tempo parou? meses
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21. Utiliza remédio para osteoporose? (1) sim (2 ) ndo

22. Se sim, qual? (1) Alendronato ( 2 ) Rizendronato ( 3 ) Raloxifeno

(4 ) Outros:

23. Ha quanto tempo usa?
24. Densitometria Ossea (DO): (1) L1-L4:

25. Outros valores de DO:

(1)L1:____ DP
(2)L2:____ DP
(3)L3:_____ DP
(4)L4:___ DP

27. Data do Raio-X: [
28. Numero de fraturas vertebrais:

(1)uma (2)duas (3)trés (4 ) mais que trés ( 5) nenhuma
29. Vértebra acometida: T=

30. Tipo de deformidade (fratura):

meses.

(1)triangular anterior (2)triangular posterior (3)compressao (4)colapso central

(5)nenhuma

Anexos
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7.4. ANEXO 4 - Avaliacao de fraturas
Para avaliacdo de fratura, apds a realizacdo da Radiografia da Coluna
Téraco Lombar de perfil, eram medidas as alturas anterior, posterior e central de

cada vertebra, desde T4 até L5, segundo figura abaixo.

Altura anterior
(A)

Altura
posterior (P)

Altura central
(O)

McCloskey, 1993
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Os valores foram medidos em milimetros, repassados para um banco de
dados elaborado pela pesquisadora e por um estatistico no programa Microsoft
Oficce Excel 2003, a partir dos critérios elaborados por McCloskey et al., 1993. De
acordo com os resultados inseridos, 0 programa comparava essas medidas com
os valores de referéncia da populacdo em geral (estabelecidos por McCloskey et
al., 1993). O programa classificava as FV em quatro tipos, baseados nas

seguintes expressdes matematicas abaixo.
Colapso central: C/P < (mC/P-3DP)
C/PP < (mC/P-3DP)
Triangular anterior: A/P < (mA/P-3DP)
A/PP < (mA/P-3DP)
Triangular posterior: P/PP<(mP/PP-3DP)
A/P>(mA/P-3DP)
Compressao (crush): P/PP < (m P/PP -3DP)
A/PP > (mA/P-3DP)
Legenda:
C = altura central
P = altura posterior
A = altura anterior
C/P = relacéao entre altura central e posterior das mulheres com osteoporose.

C/PP = relacdo entre a altura central e a altura posterior multiplicado pela altura
posterior das mulheres com osteoporose.

A/P = relacao entre altura anterior e posterior das mulheres com osteoporose.

A/PP = relacao entre a altura anterior e a altura posterior multiplicado pela altura
posterior das mulheres com osteoporose.
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P/PP = relacéo entre a altura posterior e a altura posterior multiplicado pela altura

posterior das mulheres com osteoporose.
m C/P = média da relagdo entre a altura central e posterior da populagdo em geral.

m A/P = média da relacdo entre a altura anterior e posterior da populagdo em

geral.

m P/PP = média da relacao entre a altura posterior e a altura posterior multiplicado

pela altura posterior da populacao em geral.
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7.5. ANEXO 5 - Carta de Autorizacao do QUALEFFO 41

Dear professor Costa Paiva,

The Portuguese/Brasil version of Qualeffo-41 has not been completely validated.
You may do so and you are allowed to use it. The questionnaire should not be
changed. Qualeffo-31 is not ready yet for validation in Brazil.

Kind regards
Paul Lips

Van: Néville de Oliveira Ferreira [mailto:nenitchu@hotmail.com]
Verzonden: dinsdag 18 april 2006 16:59

Aan: Lips, P.

Dear Professor Lips,

We are a research group from University of Campinas in Brazil. We work in the
field of osteoporosis and climateric, specifically with climateric women. We're
currently interested in applying your Qualeffo 41 questionnaire on our population,
and after a previous (initial) research it was found a translated version in
portuguese of questionnaire at IOF’s website. Although no validation of such
questionnaire to portuguese was found.

It’s the reason why we have some questions that we will be gratefull if you could
answer:

1) Is the Portuguese translated version of the questionnaire already validated?

2) Do Sr authorize for us to apply and to validate the questionnaire in Brazil and
what are the procedures to obtain this authorization?

3) Since the questionnaire reduced version (Qualeffo 31) is available, would it be
better for us to use the Qualeffo 31 or Qualeffo 417

Thank you for your attention

Best regards

Prof? Lucia Costa Paiva

Obstetric and Gynecology

Department of Tocogynecology of CAISM — UNICAMP
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7.6. ANEXO 6 - QUALEFFO 41

A) Dor

As 5 perguntas desta secao dizem respeito ao seu estado na ultima semana.
1. Com que freqUiéncia vocé teve dor nas costas na ultima semana?

(1) ndo tive dor nas costas (2) 1 dia/semana ou menos (3) 2-3 dias/semana
(4) 4-6 dias/semana (5) todos os dias

2. Se vocé teve dor nas costas, quanto tempo durou a sua dor nas costas durante
o dia?

(1) ndo tive dor (2) 1-2 horas (3) 3-5 horas (4) 6-10 horas (5) o dia inteiro
3. O quanto a sua dor nas costas foi forte em seu pior momento?

(1) ndo tive dor nas costas (2) leve (3) moderada (4) forte (5) insuportavel
4. Como foi a sua dor nas costas em outros momentos?

(1) ndo tive dor nas costas (2) leve (3) moderada (4) forte (5) insuportavel
5. A dor nas costas atrapalhou o seu sono na ultima semana?

(1) menos de 1 vez/semana (2) 1 vez/semana (3) 2 vezes/semana

(4) noite sim, noite ndo (5) todas as noites

Funcao Fisica:

B) Atividades do dia-a-dia

As préximas 4 perguntas dizem respeito aos seu estado atual.

6. Vocé tem dificuldade para se vestir?

(1) nenhuma dificuldade (2) um pouco de dificuldade (3) dificuldade média
(4) posso precisar de alguma ajuda (5) impossivel sem ajuda

7. Vocé tem dificuldade para tomar banho de banheira ou de chuveiro?

(1) nenhuma dificuldade (2) um pouco de dificuldade (3) dificuldade média
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(4) posso precisar de alguma ajuda (5) impossivel sem ajuda

8. Vocé tem dificuldade para andar até o banheiro ou dar descarga?

(1) nenhuma dificuldade (2) um pouco de dificuldade (3) dificuldade média

(4) posso precisar de alguma ajuda (5) impossivel sem ajuda

9. Vocé dorme bem?

(1) durmo sem problema (2) acordo algumas vezes (3) acordo com freqtiéncia
(4) as vezes fico acordada a noite (5) as vezes passo a noite em claro
Funcao Fisica:

C) Trabalhos domésticos

As préximas 5 perguntas dizem respeito ao seu estado atual. Se outra pessoa faz

essas coisas na sua casa, por favor, responda como se fosse vocé que as fizesse.
10. Vocé consegue limpar a casa?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade média
(4) com muita dificuldade (5) impossivel

11. Vocé consegue preparar refeicdes?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade média
(4) com muita dificuldade (5) impossivel

12. Vocé consegue lavar a louga?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade meédia
(4) com muita dificuldade (5) impossivel

13. Vocé consegue fazer as compras do dia-a-dia?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade média

(4) com muita dificuldade (5) impossivel
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14. Vocé consegue levantar um objeto pesado, de mais ou menos 10 quilos (por
exemplo, as compras de supermercado/feira, um engradado de refrigerante ou
uma crianca de 1 ano) e carrega-lo por pelo menos 10 metros?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade média
(4) com muita dificuldade (5) impossivel

Funcao Fisica:

D) Mobilidade

As proximas 8 perguntas dizem respeito ao seu estado atual.

15. Vocé consegue se levantar de uma cadeira?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade média
(4) com muita dificuldade (5) somente com ajuda

16. Vocé consegue se abaixar para pegar alguma coisa em uma mesa baixa ou no

chao?

(1) facilmente (2) com uma certa facilidade (3) com dificuldade média
(4) com muita dificuldade (5) impossivel

17. Vocé consegue se ajoelhar?

(1) facilmente (2) com uma certa facilidade (3) com dificuldade média
(4) com muita dificuldade (5) impossivel

18. Vocé consegue subir um andar pela escada?

(1) sem dificuldade (2) com um pouco de dificuldade (3) com dificuldade média
(4) com muita dificuldade (5) impossivel

19. Vocé consegue andar 100 metros (um quarteirdao)?

(1) rapidamente e sem parar (2) devagar porém sem parar

(3) devagar parando pelo menos 1 vez (4) somente com ajuda (5) impossivel
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20. Com que freqUéncia vocé saiu na ultima semana?
(1) todos os dias (2) 5-6 dias/semana (3) 3-4 dias/semana
(4) 1-2 dias/semana (5) menos de uma vez por semana

21. Vocé consegue usar os transportes coletivos (andar de 6nibus, trem, metré,

barca)?
(1) sem dificuldade (2) com um pouco de dificuldade
(3) com dificuldade média (4) com muita dificuldade (5) somente com ajuda

22. Vocé foi incomodada por mudangas na sua aparéncia devido a osteoporose
(por exemplo, perda de altura, aumento da cintura, mudanca da forma das suas

costas)?

(1) nem um pouco (2) um pouco (3) mais ou menos (4) bastante (5) muito
Funcao Social:

E) Lazer, atividades sociais

23. Vocé pratica algum esporte atualmente?

(1) sim (83) sim, porém com restricdes (5) ndo

24. Vocé pode jardinar?

(1) sim (3) sim, porém com restri¢cdes (5) nao (0) ndo se aplica
25. Vocé tem algum passatempo atualmente?

(1) sim (3) sim, porém com restricdes (5) ndo

26. Vocé pode ir ao cinema, ao teatro, etc,?

(1) sim (3) sim, porém com restricées (5) ndo (0) ndo ha cinema nem teatro

relativamente perto

27. Com que freqléncia vocé visitou amigos ou parentes durante os ultimos 3

meses?

(1) 1 vez/semana ou mais (1,3) 1ou 2 vezes/més (3,6) menos de uma 1/més (5)

nenhuma vez
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28. Com que frequéncia vocé participou de atividades sociais (clubes,
encontros/reunides sociais, atividades ligadas a igreja, caridade, etc.) durante os

ultimos 3 meses?
(1)1 x/semana ou mais (1,3)1 ou 2 x'més (3,6)menos 1 x/més (5) nenhuma vez

29. Sua dor nas costas ou outros problemas fisicos interferem em sua intimidade

(incluindo atividade sexual)?

(1) nem um pouco (1,3)um pouco (3,6) mais ou menos (5) muito (0) ndo se aplica

a0 meu caso

Percepcao Geral de Saude

F) Avaliacao da sua saude em geral

30. Para a sua idade, de um modo geral, vocé diria que a sua saude esta...
(1) excelente (2) boa (3) satisfatéria (4) nem boa, nem ruim (5) ruim

31. Como vocé avaliaria sua qualidade de vida durante a ultima semana?
(1) excelente (2) boa (3) satisfatéria (4) nem boa, nem ruim (5) ruim

32. Como vocé avaliaria sua qualidade de vida atual comparada a 10 anos atras?
(1) muito melhor agora (2) um pouco melhor agora (3) ndo mudou

(4) um pouco pior agora (5) muito pior agora

G) Funcao Mental

As préximas 9 perguntas dizem respeito ao seu estado na ultima semana.
33. Vocé tem tendéncia a se sentir cansada?

(5) de manha (4) a tarde (3) somente a noite (2) apdés uma atividade intensa (1)

quase nunca
34. Vocé se sente desanimada?
(5) quase todos os dias (4) 3-5 dias/semana (3) 1-2 dias/semana

(2) de vez em quando (1) quase nunca
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35. Vocé se sente sozinha?

(5) quase todos os dias (4) 3-5 dias/semana (3) 1-2 dias/semana

(2) de vez em quando (1) quase nunca

36. Vocé se sente cheia de energia?

(5) quase todos os dias (4) 3-5 dias/semana (3) 1-2 dias/semana

(2) de vez em quando (1) quase nunca

37. Vocé tem esperancas em relacdo ao seu futuro?

(5) ndo, nunca (4) raramente (3) as vezes (2) freqientemente (1)sempre
38. Vocé se aborrece com pequenas coisas?

(5) ndo, nunca (4) raramente (3) as vezes (2) freqientemente (1)sempre
39. Vocé acha facil se comunicar com outras pessoas?

(5) ndo, nunca (4) raramente (3) as vezes (2) freqientemente (1)sempre
40. Vocé esta de bom humor durante a maior parte da vida?

(5) ndo, nunca (4) raramente (3) as vezes (2) frequentemente (1)sempre
41. Vocé tem medo de se tornar totalmente dependente?

(5) ndo, nunca (4) raramente (3) as vezes (2) freqientemente (1)sempre

Anexos

115



7.7. ANEXO 7 - Escore do QUALEFFO 41
(feito em 31.10.05)

1. Todas as respostas foram padronizadas para que 1 represente o melhor e 5 (ou
3, ou 4) represente a pior qualidade de vida (escore inverso nas questdes 33,34,
35, 37, 39, 40).

2. Respostas das questdes com 3 opcdes de resposta (23-26):
- desconsiderar “nao se aplica” (questao 24) e “nao vou ao cinema...” (questao 26)

- escore 1 vale 1/2 vale 3/ 3 vale 5.

3. Respostas das questdes com 4 opcdes de resposta (27-28-29):
- desconsiderar “néo se aplica” (questao 29)

- escore 1 vale 1/ 2 vale 2.3/ 3 vale 3.6/ 4 vale 5.

4. Escores dos dominios sao calculados pela média de respostas de um dominio e
sao transformados para um valor de 0 a 100.

Escore total = (escore médio — menor escore possivel) x 100

namero de questdes — 1

Por exemplo: questbes de dor vao da questdo 1 a 5, entdo é feita a média dos
escores de 1 a 5 e ela é transformada em um escore de 0 a 100. Valores
(respostas) perdidos podem ser desconsiderados. E claro que, quando 30% ou
mais de questdes ndo forem respondidas, os célculos dos escores dos dominios e

o escore total se tornardo questionaveis.
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Ex.: Dominio dor
Questdes completas:
Q1=3/Q2=3/Q3 =4/Q4 =1/ Q5 = 3. Média dos escores 14/5 =2,8

Dor = (2.8-1) x 100 = 180 = 45
5-1 4

Alguma questéao perdida:
Q1 =3/Q2 =23/ Q3 =4/Q4 =1/ Q5 = perdido. Média dos escores 11/4 = 2,75

Dor = (2,75-1) x 100 = 175 = 43,75 (44)
4-1 3

5. O escore total € calculado pela somatéria de todas as respostas das questoes
de 1 a 41. O escore bruto da média total vai de 41 a 205 (ou menor quando

respostas sao perdidas) e por isso ele é transformado para um escore de 0 a 100.

(escore atual — menor escore possivel) x 100 = Escore total do QUALEFFO

namero de questdes x 4

Exemplos:
— No caso de nao perder respostas:

(escore atual —41) x 100
164

— No caso de se perder 5 respostas:

(escore atual - 36) x 100
144
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7.8. ANEXO 8 — Short Form Health Survey (SF-36)

Instrugdes: esta pesquisa questiona vocé sobre sua saude. Estas informacdes nos
manterao informados de como vocé se sente e quao bem vocé é capaz de realizar
suas atividades de vida diaria. Responda cada questdo marcando a resposta
como indicado. Caso vocé esteja inseguro de como responder, tente fazer melhor
que puder.

1. Em geral, vocé diria que a sua saude é:
(1) Excelente ( 2) Muito boa ( 3) Boa (4 ) Ruim ( 5) Muito Ruim

2. Comparada a uma semana atras, como vocé classificaria sua saude em geral,
agora?

( 1) Muito melhor agora do que um ano atras ( 2 ) Um pouco melhor agora do que
um ano atras ( 3 ) Quase a mesma de um ano atras ( 4 ) Um pouco pior do que
um ano atras ( 5 ) Muito pior agora do que um ano atras

3. Os seguintes itens sdo sobre atividades que vocé poderia fazer atualmente
durante um dia comum. Devido a sua saude, vocé tem dificuldade para fazer estas
atividades? Neste caso, quanto?

Sim, Sim, Nao, nao
Atividades dificulta dificulta dificulta de
muito pouco modo algum
A. atividades vigorosas, que exigem
muito esforco, tais como correr, levantar
objetos pesados, participar de esportes | 1 2 3
arduos.
B. atividades moderadas, tais como
mover uma mesa, passar aspirador de
pd, jogar bola, varrer a casa 1 2 3
C. levantar ou carregar mantimentos 1 2 3
D. subir varios lances de escadas 1 2 3
E. subir um lance de escada 1 2 3
F. Curvar-se, ajoelhar-se ou dobrar-se 1 2 3
G. andar mais que um quilémetro 1 2 3
H. andar varios quarteirdes 1 2 3
|. andar um quarteirao 1 2 3
J. tomar banho ou vestir-se 1 2 3
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4. Durante as ultimas 4 semanas vocé teve algum dos seguintes problemas com o
seu trabalho ou com alguma atividade diaria regular, como consequiéncia de sua
saude fisica?

Sim | Nao
A. Vocé diminuiu a quantidade de tempo que dedicava ao seu trabalho 1 5
ou a outras atividades?
B. Realizou menos tarefas do que gostaria? 1
C. Esteve limitado no seu tipo de trabalho ou em outras atividades? 1
D. Teve dificuldade de fazer seu trabalho ou outras atividades (por 1 5
exemplo, necessitou de um esforco extra)?

5. Durante as ultimas 4 semanas vocé teve algum dos seguintes problemas com o
seu trabalho ou outra atividade regular diaria, como conseqiéncia de algum
problema emocional (como sentir-se deprimido ou ansioso)?

Sim | Nao
A. Vocé diminuiu a quantidade de tempo que dedicava ao seu trabalho 1 5
ou a outras atividades?
B. Realizou menos do que vocé gostaria? 1 2
C. Nao trabalhou ou nao fez qualquer atividade com tanto cuidado 1 5
como geralmente faz?

6. Durante as ultimas 4 semanas de que maneira sua saude fisica ou problemas
emocionais interferiram nas suas atividades sociais normais, em relacédo a familia,
vizinhos, amigos ou em grupo?

(1) De forma nenhuma
( 2) Ligeiramente

( 3 ) Moderadamente
( 4 ) Bastante

( 5) Extremamente

uanta dor no corpo vocé teve durante as ultimas quatro semanas?

Nenhuma

1
2
3) Leve

4 ) Moderada
5) Grave

6

Gravissima

7.Q
(1)
( 2 ) Muito leve
(3)
(4)
(5)
(6)
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8. Durante as 4 ultimas semanas o quanto a sua dor interferiu em seu trabalho
(1)De maneira
nenhuma (2)Um pouco (3)Moderadamente (4)Bastante (5)Extremamente

normal?

9. Estas questdes sdo de como vocé se sente e como tudo tem acontecido com
vocé durante as Ultimas 4 semanas. Para cada questdo, dé uma resposta que
mais se aproxime da maneira como vocé se sente.

A maior Algum Uma
Todo parte U;r]{ae bgg aarte pequena Nunca
Tempo | do P P parte  do
tempo tempo do tempo
P tempo P
A. Quanto tempo vocé
tgm se se.ntldo cheio de 1 > 3 4 5 6
vigor, cheio de vontade,
cheio de forga?
B. Quanto tempo vocé
tem se sentido uma 1 2 3 4 5 6
pessoa muito nervosa?
C. Quanto tempo vocé
tem se sentido tao
deprimido que nada pode 1 2 3 4 S 6
anima-lo?
D. Quanto tempo vocé
tem se sentido calmo ou 1 2 3 4 5 6
tranqUilo?
E. Quanto tempo vocé
tem se sentido com muita 1 2 3 4 5 6
energia?
F. Quanto tempo vocé
tem se sentido 1 2 3 4 5 6
desanimado e abatido?
G. Quanto tempo vocé
tem se sentido esgotado? 1 2 3 4 5 6
H. Quanto tempo vocé
tem se sentido uma 1 2 3 4 5 6
pessoa feliz?
l. Quan.to tempo vocé tem 1 > 3 4 5 6
se sentido cansado?
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10. Durante as ultimas 4 semanas, quanto de seu tempo a sua saude fisica ou
problemas emocionais interferiram em suas atividades sociais (como visitar
amigos, parentes, etc.)?

(1) Todo tempo

(2)
(3)
(4)
(5)

A maior parte do tempo
Alguma parte do tempo

Nenhuma parte do tempo

Uma pequena parte do tempo

11. O quanto verdadeiro ou falso é cada uma das afirmacdes para vocé?

Definitivamente
verdadeiro

A maioria
das vezes
verdadeira

Nao
sei

Na maioria
das vezes
falsa

Definitivamente
falsa

A. Eu
costumo
adoecer um
pouco mais
facilmente
que as
outras
pessoas

B. Eu sou
tdo saudavel
quanto
qualquer
pessoa que
conheco

C. Eu acho
que a minha
saude vai
piorar

D. Minha
saude é
excelente
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7.9. ANEXO 9 — Aprovacdo do Comité de Etica e Pesquisa (CEP)

FACULDADE DE CIENCIAS MEDICAS
COMITE DE ETICA EM PESQUISA

% www . fem.unicamp.br/pesquisa/etica/index. html

CEP, 26/05/06.
(Grupo 11}

PARECER PROJETO: N° 548/2006 (Este n° deve ser citado nas correspondéncias referente a este projete)
CAAE: 0431.0.146.000-06

I-IDENTIFICACAO:

PROJETO: “VALIDACAO DA VERSAO PORTUGUESA DO QUALEFFO 41 E
AVALIACAO DA QUALIDADE DE VIDA DE MULHERES BRASILEIRAS COM
FRATURA YVERTEBRAL POR OSTEOPOROSE”.

PESQUISADOR RESPONSAVEL: Néville de Oliveira Ferreira

INSTITUICAO: CAISM/UNICAMP

APRESENTACAQ AO CEP: 12/09/2006

APRESENTAR RELATORIO EM: 26/09/07 {O formuldrio encontra-se no site acima)

I - OBJETIVOS

Validar o questionario qualeffo 41 para o portugués e avaliar a qualidade de vida de
mulheres brasileiras com fratura vertebral por osteoporose.

II1 - SUMARIO

O estudo de coorte de validagiio do questiondrio serd realizado com 120 mulheres, das
quais 60 apresentam fratura vertebral e as de mais nfio. A amostra serd selecionada no
Ambulatdrio de Menopausa do CAISM ou de Osteoporose do HC, ambos da UNICAMP. Serdo
utilizados testes paramétricos e nfio-paramétricos usuais para analise dos dados obtidos.

IV - COMENTARIOS DOS RELATORES

O estudo é bem justificado e ndo apresentas riscos para os individuos da amostra. Atende
as Resolugdes CNS. Recomendagiio: Como serfio recrutadas pacientes HC, € necessiria a
anuéneia do superintendente do Hospital e do responsavel pelo Ambulatorio de Osteoporose.

V- PARECER DO CEP

O Comité de Etica em Pesquisa da Faculdade de Ciéncias Médicas da UNICAMP, apés
acatar os pareceres dos membros-relatores previamente designados para o presente caso e
atendendo todos os dispositivos das Resolugdes 196/96 e complementares, resolve aprovar com
recomendacio 0 Protocolo de Pesquisa, bem como ter aprovado o Termo do Consentimento
Livre ¢ Esclarecido, assim como todos os anexos incluidos na Pesquisa supracitada.

Camith de Ftica pm Peygquisa - UNICAMP
Hun: Tessilia ¥iciva de Camargo. 126 FONE {31493 3788-8036
Cabva Postaf GLET EAN (919 ; i§7

0 e re sl B¢ RVEMENERS, S
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FACULDADE DE CIENCIAS MEDICAS
COMITE DE ETICA EM PESQUISA

®% www.fem. unicamp. br/pesquisa/etica/index.him)

O conteido e as conclusdes aqui apresentados sio de responsabilidade exclusiva do
CEP/FCM/UNICAMP e ndo representam a opinifio da Universidade Estadual de Campinas nem
a comprometem.

VI - INFORMACOES COMPLEMENTARES

O sujeito da pesquisa tem a lberdade de recusar-se a participar ou de retirar seu
consentimento em qualquer fase da pesquisa, sem penalizagfio alguma e sem prejuizo ao seu
cuidado (Res. CNS 196/96 — Item IV.1.f) ¢ deve receber uma copia do Terme de Consentimento
Livre e Esclarecido, na integra, por ele assinado {Item Iv.2.4).

Pesquisador deve desenvolver a pesquisa conforme delineada no ptotocolo aprovado e
descontinuar o estudo somente apés analise das razées da descontinuidade pelo CEP que o
aprovou (Res. CNS ftem T11.1.2), exceto quando perceber risco ou dano niio previsto ag sujeito
participante ou quando constatar a superioridade do regime oferecido a um dos grupos de
pesquisa (Ttem V.3.).

O CEP deve ser informado de todos os efeitos adversos ou fatos relevantes que alterem o
curso normal do estudo (Res. CNS Item V.4.). E papel do pesquisador assegurar medidas
imediatas adequadas frente a evento adverso grave ocorrido (mesmo que tenha side em outro
centro) e enviar notificagéio ao CEP ¢ 4 Agéneia Nacional de Vigilancia Sanitiria — ANVISA —
junto com seu posicionamento.

Eventuais modificagfes ou emendas ao protocelo devem ser apresentadas ao CEP de
forma clara e sucinta, identificanda a parte do protocolo a ser modificada e suas Justificativas.
Em caso de projeto do Grupo I ou 11 apresentados anteriormente & ANVISA, o pesquisador ou
patrocinador deve envid-las também a mesma junto com o parecer aprovatdrio do CEP, para
serem juntadas ao protocolo inicial (Res. 251/97, Ttem ll.2.e)

Relatorios parciais e final devem ser apresentados ao CEP, de acordo com os prazos
estabelecidos na Resolugiio CNS-MS 196/96.

VII - DATA DA REUNIAO

Homologado na IX Reunido Ordinaria do CEP/FCM, em 26 de setembro de 2006,

Prota. Di"/a."(i%%qen Sil’via Bertuzzo
PRESIDENTE DO COMITE DE ETICA EM PESQUISA

FCM / UNICAMP
Comité de Elica cm Pesqurisz - UNFCANDP?
Rna: Tessdlin Vieirs de Camargo, 126 FONE {019) 3788-8934
Caiva Posizat 4111 FAX {0193 3788-T187
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