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RESUMO

Objetivo: Comparar a qualidade de vida de pacientes com cancer avangado de
laringe asubmetidos a laringectomia total (LT) ou a preservacédo de 6rgaos

(PO).

Métodos: Trara-se de estudo prospectivo e randomizado. Quatorze pacientes
(13 homens e 1 mulher) com 55,86 idade média (46-62 anos) foram incluidos e
responderam ao Questionario de Qualidade de Vida da Universidade de
Washington (UW-QOL) em momentos selecionados: pré-tratamento, 1, 3, 6, 12
e 24 meses apdés o tratamento. Pacientes com condigbes neuroldgicas
associadas, cirurgia prévia de cabega e pescog¢o ou neoplasia prévia em outra
parte do corpo foram excluidos. A analise estatistica foi realizada pelo teste
exato de Fisher para variaveis categoricas, teste de Mann-Whitney para
comparar idade e tempo de inicio do tratamento e modelos ANOVA para

comparar grupos e tempos em relagéo a qualidade de vida.

Resultados: O UW-QOL foi respondido por 14 pacientes sobreviventes (7 TL e
7 OP). Os topicos de qualidade de vida que apresentaram diferencas
estatisticamente significativas foram: atividade (p = 0,0429), recreacédo (p =
0,0418), degluticdo (p = 0,0007), mastigacédo (p = 0,077), fala (p <0,0001),
paladar (p = 0,0239), humor (p = 0,0132) e qualidade de vida global (p =
0,0149). Com excegao do topico fala, o grupo OP apresentou os piores escores

de qualidade de vida do UW-QOL ao longo dos dois anos de tratamento.

Concluséao: O seguimento em longo prazo de pacientes com cancer de laringe

avancgado demonstrou que o maior impacto na qualidade de vida ocorre apds o



tratamento de preservagédo de 6rgéos e, principalmente, nos meses préximos

ao término do tratamento.

Palavras-chaves: cancer de laringe, quimioradioterapia, laringectomia total,

qualidade de vida, preservagao de 6rgaos.



ABSTRACT

Purpose: To compare the quality of life of patients with advanced laryngeal
cancer who were submitted to total laryngectomy (TL) or to organ preservation
(OP).

Methods: It was a prospective and randomized study. Fourteen patients (15
male and 1 female) with 55,86 mean age (46-62 years) were included and
answered the University of Washington Quality of Life Questionnaire (UW-QOL)
at selected times: pretreatment, 1, 3, 6, 12, and 24 months post-treatment.
Patients with associated neurological conditions, previous head and neck
surgery or previous neoplasia in another part of the body were excluded.
Statistical analysis was performed by the Fisher's exact test for categorical
variables, Mann-Whitney test to compare age and time of treatment start, and

ANOVA models to compare groups and times in relation to quality of life.

Results: UW QOL was completed by 14 surviving patients (7 TL and 7 OP).
The topics of quality of life significant statistical differences related to activity (p
= 0.0429), recreation (p = 0.0418), swallowing (p = 0.0007), chewing (p =
0.077), speech (p < 0.0001), taste (p = 0.0239), mood (p = 0.0132) and global
quality of life (p = 0.0149). With the exception of the speech topic, the OP group
presented the worst quality of life scores of UW-QOL over the two years of

treatment.

Conclusion: The long-term follow-up of patients with advanced laryngeal cancer
showed that the greatest impact on quality of life occurs after organ
preservation treatment and especially in the months close to the end of

treatment.



Keywords: larynx cancer, chemoradiotherapy, total laryngectomy, quality of

life, organ preservation.
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INTRODUGAO

O conceito de qualidade de vida, ainda sem consenso, baseia-se em
trés aspectos fundamentais: (1) subjetividade; (2) multidimensionalidade; (3)
presencga de dimensodes positivas e negativas. A partir destes elementos, em
1994, a instituicdo World Health Organization — Quality of Life Group
(WHOQOL) [1], definiu esse termo como sendo “a percepgao do individuo de
sua posigcao na vida, no contexto da cultura e sistemas de valores nos quais
ele vive e com relagcdo aos seus objetivos, expectativas, padrbes e
preocupacgdes”. O reconhecimento da multidimensionalidade do termo fez
que tal instituicdo propusesse, em 1997, a avaliacdo da qualidade de vida
pautada em seis dimensdes: (I) saude fisica; (Il) saude psicologica; (lIl) nivel
de independéncia; relagdes sociais; (V) meio ambiente e (VI)

aspectos espirituais/religiao/crengas [2].

O crescente interesse em avaliar a qualidade de vida se deu em todas
as esferas nas quais o sujeito se insere e atua. Dentro das ciéncias humanas
e bioldgicas refere-se a um movimento no sentido de valorizar aspectos mais
amplos que o controle da doenca, a diminuicdo da mortalidade ou o aumento

da expectativa de vida. Na area da saude,

“a oncologia, foi a especialidade que, por exceléncia, se
viu confrontada com a necessidade de avaliar as
condicbes de vida dos pacientes que tinham sua
sobrevida aumentada devido aos tratamentos
realizados, ja que, muitas vezes, na busca de
acrescentar anos a vida, era deixada de lado a
necessidade de acrescentar vida aos anos" [3].

Sendo assim, os estudos na area de Cirurgia de Cabecga e Pescogo
tém valorizado cada vez mais a qualidade de vida do paciente no pds-
tratamento [4-8], fato que mobiliza ndo apenas a equipe meédica, mas
também as equipes de suporte (enfermeiras e técnicos de enfermagem) e de
reabilitacdo (fonoaudidlogos, psicologos, fisioterapeutas, terapeutas

ocupacionais e nutricionistas).
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O cancer de laringe é uma das neoplasias malignas mais frequentes
gue acomete a via aérea superior. Somente nos EUA, estimou-se para 2017
o aparecimento de aproximadamente 13360 novos casos, com 3660
numeros de obitos. No Brasil, o cancer de laringe representa 2% de todas as
doencas malignas, com estimativa de 7 350 novos casos em 2016, sendo a
causa de 4141 6bitos [9-10]. Incide principalmente em homens entre os 50 e
70 anos que séo tabagistas e etilistas crénicos, porém outras etiologias como
HPV, refluxo laringo-faringo-esofagico e riscos ocupacionais também tem
sido descritos [11- 14]. Quanto a histopatologia, 95% correspondem ao
carcinoma espinocelular ou escamoso de origem epitelial (CEC), seguido dos
carcinomas de glandulas salivares menores e dos sarcomas. A ocorréncia
pode ser em uma das trés por¢cdes em que se divide o érgao — supraglote,
glote e subglote — sendo que de 60% a 70% sao gloticos, 20% a 30% séo

supragloticos e 5% sao sub-gloticos [15-16]

Durante muitos anos o tratamento padrao para o cancer avangado de
laringe consistia na remocéo total do érgao, laringectomia total (LT), seguida
ou n&o por radioterapia. Essa abordagem, ainda utilizada, mostra bom
controle local da doenga, porém com impacto negativo na qualidade de vida
do sujeito devido a presenga permanente de um estoma além da perda da
voz laringea com consequente dificuldade de comunicagéao [17].

Com o intuito de minimizar sequelas e melhorar a qualidade de vida,
tratamentos de preservagcao de o6rgados (PO) — cirurgias conservadoras,
radioterapia seguida por cirurgias, radioterapia exclusiva e quimioradioterapia
exclusivos — foram propostos.

Estudos [18-24], na década de 1990 , mostraram o potencial da
quimioterapia no tratamento do cancer avangado de laringe e sugeriram uma
possivel associagdo entre quimioterapia e radioterapia como abordagem
terapéutica. Entretanto, a difusdo dessa modalidade ocorreu, mais
enfaticamente, apds a publicacdo de dois estudos [25-26] prospectivos
e randomizados em pacientes com cancer de laringe nos estagios Ill ou IV,
submetidos a quimioterapia (cisplatina e fluoracil) seguida por radioterapia.

Os resultados desses estudos mostraram que a quimioterapia de
inducdo seguida por radioterapia ndo comprometia a sobrevida do paciente,
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porém o tratamento inicial com quimioradioterapia concomitante evidenciou
maiores taxas de preservagao do 6rgao e controle local da doenga similar ao
da abordagem cirurgica. Entretanto, tais estudos ndo mencionam os efeitos
toxicos da radioterapia, potencializados pela quimioterapia, sobre a
funcionalidade da laringe (voz e degluticado), fato que tera influéncia direta na
qualidade de vida do paciente.

Dado o papel fundamental que a laringe desempenha na comunicagao
humana e na fungdo de degluticdo, determinar a melhor condugéo
terapéutica do cancer avangado de laringe envolve considerar tanto a taxa de
sobrevivéncia quanto as sequelas funcionais préprias de cada abordagem.

Para tumores em estagios avancados (T3 e T4) ndo existem
marcadores validados capazes de prever consistentemente a eficacia do
tratamento de preservacgéao laringea. Para isso, em 2006, a American Society
of Clinical Oncology (ASCOQO) organizou, por meio de um consenso de
especialistas na area de cabecga e pescoco, diretrizes de pratica clinica para
0 uso de estratégias de preservagdo laringea no tratamento do cancer
avangado de laringe. Sabe-se que para pacientes com tumores que invadem
tecido mole através da cartilagem, a resposta ao tratamento de preservagao
€ muito baixa, devendo, portanto, optar-se pelo procedimento cirurgico de
retirada total do 6rgdo. Sendo assim, apesar do consenso da ASCO, a
decisdo da escolha terapéutica — cirurgia ou preservagao de 6rgaos — a ser
adotada em casos de tumores avangados ocorre, atualmente, mediante
critérios clinicos, médicos e da equipe multidisciplinar que acompanha o
paciente e/ou opcdo do paciente e familia que, em ambos os casos,
preconiza a cura da doenga, funcionalidade do érgéo e melhor qualidade de
vida [27].

Independente da escolha, o tratamento para o cancer avancado de
laringe acarretara em mudancgas que afetam nao apenas o sujeito em si, mas

toda a dindmica ao seu redor.

Entender como se encontra a qualidade de vida do paciente que teve
cancer avancado de laringe pode influenciar diretamente a escolha da
abordagem terapéutica, por parte da equipe médica, bem como o processo

de reabilitacao.
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Este estudo se justifica devido ao fato de que ndo ainda nao ha
publicacbes de estudos prospectivos e randomizados que compararem a

qualidade de vida desses pacientes ao longo do tratamento [28].
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OBJETIVOS

Objetivo Geral:

Avaliar por meio do questionario de qualidade de vida da Universidade
de Washington (UW-QOL) como se encontra a qualidade de vida do paciente
com cancer avangado de laringe antes e depois dos tratamentos ao longo de

dois anos de seguimento.

Objetivos Especificos:

1) Avaliar como se encontra, ao longo de dois anos, a qualidade de
vida do paciente com cancer avangado de laringe submetido a LT e compara-
lo com os tratados através da PO, por meio do questionario UW-QOL.

2) Analisar e comparar os dominios do questionario UW-QOL entre os
pacientes com céncer avangado de laringe submetidos a LT e os tratados
através da PO.

3) Analisar e comparar as questdes gerais de qualidade de vida do
questionario UW-QOL entre os pacientes com cancer avangado de laringe

submetidos a LT e os tratados através da PO.
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METODOLOGIA

Tipo de estudo

Trata-se de um estudo prospectivo randomizado controlado, de carater
quantitativo, submetido e aprovado sob numero CAAE 0461.0.146.000-11 pelo
Comité de Etica em Pesquisa da Universidade Estadual de Campinas

(Unicamp).

Selegao dos sujeitos

Foram acompanhados pacientes com diagnodsticos de cancer de
laringe avangado (T3 ou T4) provenientes do Ambulatério de Cabega e
Pescogo da Disciplina de Otorrinolaringologia — Cabega e Pescogo do

Hospital de Clinicas da Unicamp.

Critérios de inclusao: pacientes com cancer avangado de laringe (T3

ou T4) candidatos a LT como tratamento curativo.

Critérios de exclusao: pacientes com cancer avancado de laringe
candidatos a tratamento paliativo; com metastase regional ou a distancia;
com histéria prévia de tratamento oncoldgico para cabega e pescogo e/ou

outro 6rgdo; com comprometimento neurolégico.

Randomizagao: os pacientes tiveram seus nomes inseridos em uma
tabela aleatéria de tipo de tratamento gerada no Excel. Apds isso os nomes
foram divididos em dois grupos:

- Grupo A: individuos que foram tratados por meio da LT.

- Grupo B: individuos que foram tratados por meio da PO, sendo que

no caso deste estudo especifico o tratamento foi por meio da

quimioradioterapia exclusivos.

Todos os pacientes que aceitaram participar da pesquisa assinaram o
termo de consentimento livre e esclarecido - TCLE. (Anexo 1)



Variaveis independentes

1)

2)
3)

4)

5)

6)

7)
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Avaliacado dos seguintes dados da anamnese:

Género:

Idade

Origem do tumor:

Extensdo extra laringe:

Estadio T:

Estadio N:

Tratamento realizado:

- feminine

- masculine

- glote

- supraglote

- ausente

- presente

- T3 - Tumor limitado a laringe com fixagdo de
hemilaringe ou minima infiltracdo de cartilagem ou

espaco paraglético infiltrado

- T4a - Tumor estendendo-se para tecido adjacente

a laringe ou cartilagem e tireoide

- T4b —-Invasao de espagco pré-vertebral, artéria

carétida, mediastino

- Nx - Nao possivel de avaliagao

- NO - Auséncia de nddulos metastaticos

- N1 - Metdstase para um linfonodo ipsilateral até 3
cm de diametro

- N2 - Linfonodo com mais de 3 cm e até 6cm

- N2a - Metastase para um linfonodo ipsilateral

- N2b - Metastase para varios linfonodo ipsilaterais

- N2c - Metastases bilaterais ou contralaterais

- N3 - Linfonodos maiores que 6cm

- laringectomia total (LT) + radioterapia

- quimioradioterapia exclusivos (PO)
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Variaveis dependentes

Escore da avaliacdo de qualidade de vida realizada por meio do
questionario do UW-QOL, versao atual, traduzida e validada para o portugués.
[29].

O UW-QOL é um questionario doenca-especifico que avalia a qualidade
de vida dos pacientes com cancer de cabeca e pescogo. E composto por doze
dominios: dor, aparéncia, atividade, recreagao, degluticdo, mastigacéao, fala,
funcdo do ombro, paladar, saliva, humor e ansiedade. Cada dominio
apresenta de trés a cinco categorias de resposta com escore variando de 0
(pior) a 100 (melhor). Pode-se calcular um “escore composto” que representa
a média dos 12 dominios e fornece uma visdo geral da qualidade de vida do
paciente, onde um escore mais alto indica uma melhor qualidade de vida.
Além disso, no questionario UW-QOL, ha trés questdes globais de qualidade
de vida que n&o sao incluidas no escore composto e podem ser analisadas

separadamente. (Anexo 2)

Procedimentos
Apos aceitarem em participar da pesquisa, 0os pacientes assinaram o
TCLE, foram randomizados, divididos em grupos e responderam o UW-QOL

em seis momentos:
1°: no pré-tratamento,
2°: em um més apds a cirurgia ou apos a ultima dose de radioterapia;

3° em trés meses apds a cirurgia ou apos a Uultima dose de

radioterapia;

4°. em seis meses apOs a cirurgia ou apos a Uultima dose de

radioterapia;
5°: em um ano apos a cirurgia ou apoés a ultima dose de radioterapia;

6°: em dois anos apods a cirurgia ou apos a ultima dose de radioterapia.
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Em cada momento de aplicagdo do questionario, 0 mesmo foi entregue
ao paciente e a este foi solicitado que o respondesse em uma sala reservada.
A pesquisadora ficou disponivel para esclarecimentos, caso houvesse
alguma dificuldade no preenchimento do questionario, quando relacionada
apenas as instrucoes e leitura das questdes, sem, contudo interferir nas

respostas.

3.6 Analise estatistica

Foi realizada analise exploratéria de dados através de medidas
resumo (média, desvio padrao, minimo, mediana, maximo, frequéncia e
porcentagem). A comparagao entre os grupos nas variaveis categéricas foi
realizada através do teste exato de Fisher. A comparagdo entre os grupos
para idade e tempo entre o diagndstico e inicio de tratamento foi através do
teste de Mann-Whitney. Para comparar os grupos e tempos em relagdo a
qualidade de vida foram usados modelos de ANOVA para medidas repetidas

com as variaveis respostas transformadas em postos.

O nivel de significancia adotado foi de 5%.
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ABSTRACT

Purpose: To compare the quality of life of patients with advanced laryngeal

cancer who underwent total laryngectomy (TL) or organ preservation (OP).

Methods: This was a prospective randomized study. Fourteen patients (13
males and one female) of mean age 55.86 years (range 46-62) were included.
They answered the University of Washington Quality of Life (UW-QOL)
questionnaire at selected times: pretreatment and 1, 3, 6, 12 and 24 months
post-treatment. Patients with associated neurological conditions, previous head
and neck surgery or previous neoplasia in another part of the body were
excluded. Statistical analysis was performed using Fisher's exact test for
categorical variables, Mann-Whitney test to compare age and time of treatment
start and ANOVA models to compare groups and times in relation to quality of

life.

Results: The UW QOL questionnaire was answered by 14 surviving patients (7
TL and 7 OP). The TL group presented statistically significantly better UW-QOL
scores in relation to activity (p = 0.0429), recreation (p = 0.0418), swallowing (p
= 0.0007), chewing (p = 0.077), speech (p < 0.0001), taste (p = 0.0239), mood
(p = 0.0132) and overall quality of life (p = 0.0149). With the exception of
speech, the OP group presented worse UW-QOL scores over the two years of

treatment.
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Conclusion: The long-term follow-up on patients with advanced laryngeal
cancer showed that the greatest impact on quality of life occurs after organ
preservation treatment and especially in the months close to the end of

treatment.

Keywords: laryngeal cancer, chemoradiotherapy, total laryngectomy, quality of

life, organ preservation.



25

INTRODUCTION

Laryngeal cancer is one of the most frequent malignancies affecting the
upper airway, accounting for approximately 20% of all cases, and for more than
40% of patients presenting with advanced disease at the time of diagnosis [1,2].
In 2017, the estimated incidence of laryngeal cancer in the United States was

13,360 cases, with 3360 deaths [3].

For many years, the standard treatment for advanced laryngeal cancer
has consisted of total laryngectomy (TL), with postoperative radiotherapy. TL is
associated with significant patient disfiguration, including permanent
tracheostomy and loss of a natural speaking voice. This affects these patients’

quality of life [4].

To minimize treatment sequelae and improve quality of life, organ
preservation (OP) treatments, e.g. radiotherapy (RT) and chemoradiotherapy
(CRT), were proposed in the 1990s. CRT proved to be effective, with high rates
of survival and organ preservation. However, studies on OP treatments do not
mention the toxic effects of radiotherapy, potentiated by chemotherapy, on the
functionality of the larynx (mainly in relation to voice and swallowing). These

effects will have a direct influence on the patients’ quality of life. [5,6].

In 2017, the American Society of Clinical Oncology (ASCO) updated its
guideline recommendations on the use of larynx-preservation strategies in
relation to treatments for laryngeal cancer. For patients with locally advanced
disease (T3 or T4), organ-preservation treatment or CTR or RT offer the

potential for larynx preservation without compromising overall survival. For
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patients with extensive T3 or large T4a lesions and/or poor pretreatment
laryngeal function, better survival rates and quality of life may be achieved

through total laryngectomy [7].

There are divergences of opinion regarding what the proper treatment for
advanced laryngeal cancer should be. Physicians rely on their clinical

experience to make their decisions.

Thus, we conducted this study to compare the quality of life of patients
with advanced laryngeal cancer who underwent total laryngectomy (TL) or
organ preservation (OP), from before to after their treatment, over two years of
follow-up. This is the length of time over which physicians and other team

members can best conduct the treatment and rehabilitation of these patients.

MATERIALS AND METHODS

This was a randomized and controlled prospective study of quantitative
nature. Its subjects were 14 patients with a diagnosis of advanced laryngeal
cancer (T3 or T4) who were seen at the head and neck outpatient clinic of lhe
Department of Otorhinolaryngology - Head and Neck of the University Hospital

of Unicamp.

The inclusion criteria were that the patients needed to present advanced
laryngeal cancer (T3 or T4); be candidates for curative treatment; be free from
regional or distant metastasis; be without any previous history of oncological
treatment for the head and neck and/or other organs; and be free from

neurological impairment.
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The randomization was done by means of the Random Number
Generator Pro software and, following this, the patients were divided into two

groups:
- Group A: treatment with TL.
- Group B: treatment with OP.

The OP strategy was performed with conventional fractionated
radiotherapy with 2 Gy/day with a total dose of 64 to 68 Gy excluding weekends
and holidays. A radiosensitive chemotherapy with cisplatin was given on days 1,
22 and 43 of treatment at a dose of 100 mgrs/mz. In TL group, patients were
treated with surgery and bilateral selective neck dissection through levels Il to
IV when N status were NO, N1 or N2b and radical modified neck dissection to
N2a. Adjuvant treatment was radiation therapy with conventional fractionation
with at least 50 Gy and combined to chemotherapy with cisplatin with positive

margins or extracapsular spread in lymphatic metastases.

The independent variables, i.e. sex, age, tumor origin, extralaryngeal
extension, T stage, N stage and treatment, were obtained through the initial

interview and from analysis on the patients’ medical records.

The independent variable, i.e. quality of life, was obtained from the
patients’ scores in the University of Washington Quality of Life (UW-QOL)
questionnaire. This questionnaire had previously been translated and validated

for use in Portuguese [8].

UW-QOL is a disease-specific questionnaire that assesses the quality of
life of patients with head and neck cancer. It is composed of 12 domains: pain,

appearance, activity, recreation, swallowing, chewing, speech, shoulder
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function, taste, saliva, mood and anxiety. Each domain has three to five
response categories, with scores ranging from 0 (worst) to 100 (best). A
“‘composite score” can be calculated, representing the mean of the 12 domains,
and this provides a general view of the patient’s quality of life. Higher scores
indicate better quality of life. In addition, there are three questions on overall
quality of life that are not included in the composite score and can be analyzed

separately (Annex 1).

Procedures

After patients had agreed to participate in the study, they signed a free
and informed consent statement. They were then randomized regarding the
type of treatment and they gave responses to the UW-QOL questionnaire at six
times: before treatment; one month after surgery or after the last dose of
radiotherapy; three months after these times; six months after these times; one

year after these times; and two years after these times.

On each occasion when the questionnaire was applied, it was brought to
the patient and he or she was asked to give responses in a room that had been
set aside for this purpose. The researcher was nearby to clarify any doubts
regarding how to fill out the questionnaire, but without interfering in the

responses.
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Statistical analysis

The exploratory analysis on the data was conducted through using
summary measurements (mean, standard deviation, minimum, median,
maximum, frequency and percentage). Comparisons between the groups in
relation to the categorical variables were made using Fisher's exact test.
Comparisons between the groups regarding age and the time that had elapsed
between making the diagnosis and starting the treatment were made using the
Mann-Whitney test. To compare the groups and times at which the
questionnaire was answered in relation to quality of life, ANOVA models for
repeated measurements were used, with the response variables transformed

into ranks.

The significance level used was 5%.

RESULTS

Sample characterization

Between July 2011 and January 2016, 23 patients fulfilled the inclusion

criteria and were randomized regarding the type of treatment.

Among these, six patients then underwent a type of treatment that
differed from what was proposed for the present study (two underwent partial
surgery and four received palliative care) and one patient refused to undergo
any type of intervention. These patients were therefore excluded from the
study. Among the 16 patients thus included in the study, two died before the

treatment could be started. Hence, in the end, the study sample was
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composed of 14 patients, among whom seven underwent TL and seven

underwent OP.

Only one of these patients was female, and she was in the TL group. The
mean age in the TL group was 55.86 years, while in the OP group it was 62.57
years. The mean length of time that elapsed between the time when the
diagnosis was made and the time when the treatment started was 2.0 months

for the TL group and 2.36 months for the OP group.

Regarding the origin of the primary tumor, in the TL group 71.43%
originated in the glottis, while in the OP group 85.71% originated in the
supraglottis. Comparison between the groups according to extralaryngeal
extension showed that it occurred more frequently in the TL group than in the
OP group (85.71% versus 57.14%), but this difference was not statistically

significant.

Regarding T stage, T4 was most prevalent in both groups. Regarding N
staging, NO predominated in the TL group (57.15%), while N2 predominated in
the OP group (42.86%). This difference also lacked statistical significance

(Table 1).
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- Group

Characteristics TL OP P-value
Gender

Female 1 0 *

Male 6 7
Age

Mean 55.86 62.57 0.0960"
Diag/IT

Mean 2 2.36 0.4392"
Tumour subsite

Supraglottic

Glottic 5 1

2 6 0.1026@

Extra Laryngeal
Extension

No 1 4

Yes 6 3 0.2657?
T stage

T3 3 2

T4 4 5 1.000®@
N stage

NO 4 2

N1 2 2

N2 1 3 0.7902?

Legend: Diag/TB - Time between diagnosis and initiation of treatment; * analysis not
performed due to lack of variability of data; (1) P value — Mann-Whitney Test; (2) P value —

Fisher’s exact test

Quality-of-life assessment through UW-QOL questionnaire

Completed questionnaires were obtained from all 14 patients up to the

six-month post-treatment follow-up. After this time, there were six deaths

(42.8%), among which two were in the TL group and four in the OP group.

Two analyses were performed on the dependent variables of the UW-

QOL questionnaire: one on the evaluation times up to six months after the

treatment and the other on the evaluation times of 12 and 24 months after the

treatment (in relation to before the treatment), given that there were fewer
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patients at the times of these last two evaluations. Only the patients who gave
responses at all times were considered in the longitudinal analysis. ANOVA

models were used for these analyses.

For the domains of the UW-QOL questionnaire relating to pain,
appearance and the shoulder, there were no statistically significant differences
between the groups, between the times or in group-versus-time comparisons,
both in the analysis on data up to six months after the treatment and in the

analysis on data up to 24 months after the treatment.

The anxiety domain presented a tendency towards significance (p =
0.0519) in the analysis comparing the groups up to six months after the
treatment, such that the OP group presented lower scores than those of the TL
group.

The saliva domain of the UW-QOL questionnaire could not be compared
between the groups, between the times or in group-versus-time comparisons,
because of lack of variation in the scores of the OP group, which remained at

zero at the evaluation times of one, three and six months after the treatment.

In the activity domain of the UW-QOL questionnaire, the analysis on
evaluation times showed that the time of one month after the treatment was
worse in both groups, with a statistically significant difference (p = 0.0429) in

relation to the pretreatment evaluation.

The analysis on the recreation domain up to six months after the

treatment showed that the scores were higher in the TL group (p = 0.0418).

In relation to the swallowing domain, the analysis up to six months after

the treatment showed that the scores for the TL group were higher than those



33

for the OP group. This difference between the groups was statistically
significant (p = 0.0043). Regarding the times at which the questionnaire was
answered, the quality of life was better before the treatment, in both groups (p
= 0.0005). The interaction between group and time was also significant (p =
0.0007), which led to performing separate analyses (Figure 1). Analysis
between the times of before the treatment and 24 months afterwards, there
was a statistically significant difference (p = 0.0240), such that the quality of life

24 months after the treatment was better in both groups.

Figure 1: Separate analysis of the interaction group X time up to 6 months of
analysis for the swallowing domain
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Legend: (1) - p value between groups, (2) - p value between times for LT

The chewing domain presented scores from three months after the
treatment that were higher than those from one month after the treatment,
independent of the group, and this was a statistically significant difference (p =

0.0077).

The analysis on the speech domain showed that there was a statistically
significant difference (p < 0.0001) in comparing the quality of life regarding the

times of before the treatment and six months afterwards, such that it was best
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before the treatment and was worse one month after the treatment than it was
three and six months afterwards. There was a trend towards significance in the
interaction between time and group (p = 0.0526), in the analysis up to six

months after the treatment.

In relation to the taste domain, the analysis up to six months after the
treatment showed that the scores for the TL group were greater than those for
the OP group, and this difference between the groups was statistically
significant (p = 0.0115). The difference between the times was significant (p =
0.0167), as was also the interaction between time and group (p = 0.0239). This

led to performing separate analyses (Figure 2).

Figure 2: Separate analysis of the interaction group X time up to 6 months of analysis
for the taste domain
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Legend: (1) - p value between groups, (2) - p value between times for LT

The analysis on the mood domain showed that the scores for the TL
group were greater than those for the OP group, independent of time, and this

difference was statistically significant (p = 0.0132).

The analysis on the general quality-of-life score of the UW-QOL



35

questionnaire up to six months after the treatment showed that the TL group
presented results that were better than those of the OP group. There were
statistically significant differences in the comparisons between the groups (p =
0.0122), between the times (p < 0.0001) and in the interaction between group
and time (p = 0.0149). Therefore, the analyses were performed separately
(Figure 3). The analysis over the period from before the treatment to 24
months afterwards showed that there was a statistically significant difference
between these times (p < 0.0001), such that the quality of life was better 24
months after the treatment, independent of the group.

Figure 3: Separate analysis of the interaction group X time up to 6 months of
the analysis for the general UW-QOL score
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In general question 1, patients were asked to compare their health-
related quality of life over the last seven days with their quality of life in the
month prior to the initial symptoms of cancer. The analysis on their responses
showed that there were statistically significant differences over the period up to
six months after the treatment (p = 0.0033) and over the period from before the

treatment to 24 months afterwards (p = 0.0064), such that the situation before
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the treatment was always worse.

In general question 2, patients were asked to classify their health-related
quality of life over the last seven days. This analysis showed that there were no
statistically significant differences between the groups, between the times or in
the interaction between group and time, over the period up to six months after
the treatment and over the period from before the treatment to 12 months

afterwards.

In general question 2, patients were asked to classify their general quality
of life over the last seven days. However, no statistical analysis was done on

this question because of the low variability of the responses.

Table 2 shows the means os all domains of the UW-QOL questionnaire

in the 6 analysis times in both groups.
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Table 2: Comparison between the UW-QOL questionnaire in the different groups and treatment periods.

Pre M Post treatment (month) P-value
Domain / Group 1) 3™ 6 | 120 | 24@
Mean | Mean | Mean | Mean | Mean | Mean | Group Time G;'(i)rlrj\F; X
PAIN TL | 8214 7143 9286 8571 95.00 95.0 0.19(38“’ 0.3384"7  0.1349"

OP | 8571 6429 6071 57.14 100 100

TL | 92.86 53,57 6429 67.86 75.00 7500 0.5435" 0.9026" 0.0850"

APPEARANCE o5 | 9585 7500 6429 6071 100 100 2)

TL 100 7157 7157 66.71 66.80 66.80 0.9574" 0.4435"  1.000"

SHOULDER  op | 100 7171 7171 66.86 6667 66.67 1.0000?

ANXIETY  JL | 6214 6686 7154 6671 86.80 88.00 0.0519" 081337 0.8264"
OP | 42.86 4871 4286 3343 100 100 *@)

TL 100 7629 66.86 7143 8020 92.86 (M

SALVA  ©5p| 400 000 000 000 000 3300  *@
ACTIVITY Tk | 7857 6071 7500 7143 8000 8525 0.1465" 0.0429" 0.3532"
OP | 7143 5714 50.00 46.43 83.33 83.33 0.7965% 0.8889“¥  0.8889%?
TL | 7857 6429 8214 8214 8500 100 0.0418" 0.1266" 0,1398"
RECREATION  op | 7146 5714 5317 5000 8333 8333 073542 060702 03828%
TL | 43.00 957 8114 8571 9340 9340 0.0043" 0.0005" 0.0007"
SWALLOWING 55| 4757 1414 1886 23.86 89.00 89.00 0.8028% 0.0240? 0.5114@
CHEWING 'L | 9286 741 7857 7857 90.00 9286 0.1223" 0.0077V 0.1563"
OP | 100 2143 4286 4286 100 100 *@)
SPEECH TL | 8114 471 4771 6200 66.80 8333 0.2016" <0.0001" 0.0526'"
OP | 85.86 5243 5243 5243 89.00 89.00 0.1287% 0.9006¥ 0.9006%
TASTE TL | 100.00 4.71 7143 7143 80.00 9500 0.0115" 0.0167" 0.0239""
OP | 9529 2371 2357 2871 67.00 67.00 *@)
MOOD TL | 7143 75.00 8214 7500 90.00 100 0.0132" 0.8420"" 0.7015'"
OP | 4286 3929 3929 3214 9167 9167 047959 0.0921® 0.5169%9
Global TL | 7912 4715 7377 7377 8246 8996 0.0122"" <0.0001" 0.0149"

UW-QOL OP | 77.33 4375 4335 4114 8358 8358 0.4788% <0.0001“ 0.8637%

Question1 1| 200 271 343 343 360 3.60 0.1004"  0.0033'"  0.1145')
OP| 171 243 243 183 300 3.00 04818 0.0064“ 0.9732%

TL | 3.14 357 400 400 480 4.80 0.0616" 0.0804"" 0.3249"

Question2  op | 271 314 314 257 467 467 027919 02371% 086817

Question 3 TL | 4.00 4.00 414 4.29 4.80 4.80 *(’1)
OP | 4.00 4.14 3.86 3.71 5.00 5.00 *(2)

Note: (1) follow up until post 6 months with N = 14; (2) follow-up between post 12 and post 24 months with N =
8; * analysis not performed due to lack of variability of scores; bolded values indicate p <0,05 - ANOVA



38

DISCUSSION

The larynx has important functions, including breathing, voice and
swallowing, and therefore laryngeal cancer and both TL and OP treatment may
significantly affect quality of life.

Many studies comparing quality of life among patients who have
undergone TL and OP have been conducted, using standardized
questionnaires. However, these were all retrospective and assessed patients at
different times after the treatment [9-17]. Among these studies, only one [13]
used the UW-QOL questionnaire as a quality-of-life assessment instrument.
The results from that study showed that the OP group experienced more
problems with pain, swallowing and chewing, whereas the TL patients reported
lower QOL relating to speech and shoulder function. However, both groups
experienced good overall QOL.

Our study showed results that differed from those found in the study by
LoTempio [13], as will be discussed below.

In our clinical practice, the tendency towards anxiety in the OP group
during the pretreatment period can be explained by the expectations of the final
results from the treatment. While there is the possibility of preservation of the
organ, there is fear regarding the possibility of needing salvage surgery and
regarding the side effects inherent to the therapeutic method. At the post-
treatment times of one, three and six months, the great anxiety seen in the OP
group was due to the sequelae of the treatment, especially in relation to the
xerostomia and the presence of a nasoenteral tube feeding and a
tracheostomy.

The issue of salivation led to major complaints in the OP group. Over the

period from one to six months after the treatment, all of these patients said that
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they did not have any saliva and that their mouth and oropharyngeal region
were always dry, which caused a sensation of suffocation. Radiation doses of
as little as 10-15 Gy are sufficient to cause a reduction in parotid gland function,
and doses greater than 40 Gy make this reduction severe, with little evidence of
recovery of salivatory function [18]. In our study, the patients in both treatment
groups were subjected to radiation doses ranging from 50 to 60 Gy. However, in
the OP group, the effects of the radiotherapy were boosted through
chemotherapy, while in the TL group only two patients needed this. In addition,
in the OP group, only one patient did not make use of a nasoenteral probe.
These probes accentuate the saliva and xerostomia problem, given that
patients using them are unable to hydrate the oral and pharyngeal mucosa
through drinking water or to stimulate glands through eating foods with different
flavors.

In our study, we observed that the patients in both groups had lower
levels of daily activities one month after the treatment, in comparison with the
other months. We observed that the TL group presented this behavior because
the postoperative period for these patients required greater care and
adaptations regarding the presence of a stoma and the ways used to
communicate. Moreover, the patients in the OP group needed to reduce their
activities at this time because of the presence of greater pain in the neck and
intraoral regions and the presence of the nasoenteral probe. Because of these
circumstances, the recreational activities of individuals in the OP group
continued to be diminished in comparison with those in the TL group up to the
assessment six months after the treatment. What the OP patients were doing as

recreation was mostly to stay at home and watch television, while the TL
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patients returned to their habitual recreational activities, especially because they
had acquired some method of communication after the loss of their laryngeal
voice.

Because swallowing is a vital function, it was source of doubts and
anxieties among all the patients, starting in the pretreatment period, considering
that the question that they most frequently asked was whether they would suffer
any losses in this regard. The OP group presented worse results in this domain
and our view regarding this is that it was due to the damage to the muscle
tissue that was caused by the radiotherapy. This tissue became burnt from
inside to outside, in a continuous manner that was boosted by the
chemotherapy. The effect was to stiffen, alter and even damage the closure,
elevation, anteriorization and sustentation of the laryngeal complex, which in
normal circumstances enable safe swallowing. Up to the follow-up six months
after the treatment, only one patient in the OP group had not made use of a
nasoenteral probe, despite discharges of liquid consistency via tracheostomy.
From the 12-month follow-up onwards, only one patient continued to make use
of an alternative feeding method, and this patient subsequently died. The other
patients fed orally, in association with use of maneuvers to protect the airway,
especially in relation to liquids. At 24 months after the treatment, there were no
changes to the swallowing pattern. Rather, we observed that the patients had
become adapted to the maneuvers.

In the TL group, in which the larynx was removed and consequently the
airways became disconnected from the digestive tract, there were fewer
complications regarding swallowing that related to airway protection. The

possibility of occurrences of fistulas that could lead to inhalation problems is
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known, but we did not observe this in our group of patients. Stenosis impairing
the passage of food through the neopharynx may also occur and would likely
require medical intervention, but in our study group none of the patients had
swallowing complaints that reached this point. What we observed in our group
was voluntary restriction of foods of solid or dry consistency or the need for
liquid while ingesting such food because of the narrowing of the passage
inherent to the surgical procedure and/or reduction of the motility of the
musculature consequent to the radiotherapy.

In relation to the chewing domain, it was seen that starting from three
months after the treatment, there was improvement of functioning in both
groups. However, the scores in the OP group were worse than those in the TL
group and, in our study, this was due to use of a nasoenteral tube feeding in the
OP group and to the fact that starting from one month after the treatment, the
TL group entered the phase of reintroduction of an oral diet but initially without
ingestion of food of solid consistency.

Regarding taste, in the OP group we encountered two issues that have
been discussed previously: diminution of saliva and presence of a nasoenteral
probe. It is known that saliva is important both for protection of the buccal
mucosa and for its hydration, thereby allowing the taste buds to function
properly. Our OP group reported that in attempting to try out some foods or
during training for food swallowing, they either were unable to taste the food or
felt that it all tasted the same, for example all tasting very salty or metallic. For
this reason, we observed that the scores for this group were low until six
months after the treatment, in comparison with the TL group, which experienced

alterations to the sense of taste at lower intensities and only during and
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immediately after radiotherapy. As the OP group returned to oral feeding and
received more stimulation of the taste buds, the scores in the taste domain
improved.

Another matter that was a source of doubts starting from the
pretreatment period was in relation to speech. This was especially so in the TL
group, in which there were always queries regarding how it would be possible to
communicate after removal of the larynx. Thus, we observed that there was a
tendency towards significantly worse quality of life in relation to speech in this
group in comparison with the OP group. Other studies [19] have shown that the
quality of life of patients who underwent total laryngectomy was related to the
degree of return to laryngeal communication. In our study, we observed that as
this group redefined its method of communication and acquired a non-laryngeal
means, the scores for this domain in this group increased. The results from the
statistical analysis showed that in both groups, the scores relating to speech
were worse at the follow-up one month after the treatment than they were either
before the treatment or three or six months after the treatment. This was
because at the time of one month after the treatment, the TL group had not yet
defined a non-laryngeal method of communication and the OP group had
difficulty regarding voice production due to the acute effects of the radiotherapy,
which diminished the vibration of the vocal cords and their closure during the
phonatory cycle.

The mood among the patients who underwent TL was better than the
mood among those who underwent OP, over the first six months after the
treatment. We observed in our study that, despite the disfiguration in the head

and neck region, the patients were not making use of a nasoenteral probe and
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were not feeling pain in the neck region or in swallowing, and the issue of lack
of saliva was not causing such discomfort. Hence, this group of patients was
less depressed regarding their disease than were the patients in the OP group
who were experiencing these issues.

In analyzing the overall quality of life of the two groups, we observed that
this was better in the TL group over the period up to six months after the
treatment, and that from 12 months after the treatment, the two groups
presented similar quality of life. From this, we perceived that with increasing
length of time after the treatment, the patients became better adapted to the
new condition, considering that the patients in the OP group did not stop
reporting having little salivation and continued to use maneuvers to protect the
airway. Moreover, in objective examinations on two patients in this group, we
observed that they presented silent inhalation of liquids and syrups.
Nonetheless, upon reaching a time of two years after the treatment and after all
the initial difficulties, the patients’ understanding that the disease would not
recur gave rise to feelings of relief and gratitude. This was seen in both groups.
Throughout the study, the patients always reported that their quality of life
before the treatment was worse than at any other time.

Conclusion

We are aware that our study presents limitations, given the small sample
of patients. However, these preliminary data show that the patients who
underwent OP treatment had worse scores relating to anxiety, saliva,
recreation, swallowing, taste, mood and overall quality of life up to six months
after the treatment. From 12 months post-treatment, the scores in these

domains became greater and became similar to those among the patients who
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underwent TL. Nonetheless, we emphasize that the functional sequelae relating
to swallowing and salivation in the OP group continued up to 24 months after
the treatment, although they became better tolerated. Because of the
continuous effect of radiotherapy boosted by chemotherapy, and also because
alterations to patients’ clinical state might cause this continuous effect to be
intensified, thereby particularly worsening the functioning of swallowing and
impairing the safety of nutrition and hydration, these patients need to be
followed up regularly.
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DISCUSSAO GERAL

O tratamento do cancer avangado de laringe, seja por meio da cirurgia
ou através da preservagdo de orgaos, ira acarretar sequelas funcionais que
alterarao a qualidade de vida do sujeito.

Os pacientes que sao tratados através da cirurgia mostram-se muito
apreensivos no pré-tratamento quando a questao fala/comunicagao é abordada
e isto se estende ao pos-cirurgico recente quando, geralmente, ainda nao se
estabeleceu o meio de comunicacdo alaringea. A medida que acontece a
escolha do meio de comunicagao e a progressao da terapia fonoaudiolégica, os
pacientes tendem a aceitar melhor sua nova condi¢do fisica e passam a
enfrentar o tratamento e suas sequelas de modo mais positivo. A interagcdo com
a familia e circulo social se reestabelece e o paciente retoma suas atividades e
rotinas de lazer e recregcdo. Observamos em nossa pratica clinica, que esses
pacientes apresentam menos queixa de xerostomia e de degluticdo, garantindo
ainda mais sua reinsercao na comunidade.

Em contrapartida temos os pacientes tratados através da preservacao
de o6rgaos e seu dificil “primeiro ano” pds-tratamento. As sequelas causadas
pela rediaoterapia e potencializadas pela quimioterapia fazem com que os
pacientes tenham mais alteracbes em cavidade oral (mucosite e xerostomia
intensas), regido laringea (alteracdes de fechamento laringeo e de elevagao e
sustentacdo do complexo hiolaringeo) e regidao cervical (limitagdo de
movimentos cervicais e enrijecimento da musculatura). Tais alteragdes fazem
com que o grande objetivo desse tipo de terapéutica — preservagao funcional
do 6rgéo - ndo seja plenamente alcangado. O reflexo disso se traduz no
frequente e prolongado (quando ndo permamente) uso de via alternativa de
alimentacao e desconforto exacerbado que a xerostomia causa, ndo s6 para a
degluticdo, mas também para a articulagéo e fala. O desénimo e a depressao
nesse grupo de pacientes sdo maiores e faz com que o modo de encarar a
doencga, seu tatamento e sequelas sejam piores do que o grupo que faz
cirurgia. Apés um ano de tratamento observamos que ha acomodagao das

sequelas e adaptacado do paciente para com as mesmas, fazendo com que as
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queixas se tornem menos intensas e referidas fato que, em nossa percepcao,
faz com que a qualidade de vida global desse grupo fique proxima ao do grupo
cirurgico. Contudo, a funcionalidade do o6rgdo ndo se reestabelece por
completo e continuamos a observar presenca, principalmente, de xerostomia e
alteragdes da degluticdo com aspiragdoes predominantemente silentes apés
dois anos de tratamento, mesmo todos tendo sido submetidos a terapia

fonoaudioldgica.
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CONCLUSAO GERAL

Nosso estudo mostrou que a qualidade de vida do paciente com cancer
avangado de laringe tratado através da preservacao de 6rgaos € pior nos seis
primieros meses pos-tratatamento. A medida se que distancia do final do
tratamento a qualidade de vida se mostra semelhante nos grupos cirurgicos e
de preservacdo de orgédos, sendo que nesse a funcionalidade laringea

permanece alterada independente do tempo pés-tratamento.
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ANEXOS

ANEXO 1

TERMO DE CONSENTIMENTO LIVRE E ESCLARECIDO
Nome:

RG:
Pesquisadore
s: Instituicdo:
Endereco:
O estudo “Andlise da qualidade de vida do paciente com cancer avancado
de laringe: cirurgia versus radioquimioterapia” tem como objetivo contribuir para

avaliacao e tratamento do cancer avangado de laringe.

Responderei ao questionario de Qualidade de Vida da Universidade de
Washington em seis momentos diferentes ao longo de dois anos de tratamento. Nao

existem riscos associados ao estudo.

Compreendo que nao serei remunerado(a) financeiramente por minha
participacdo neste estudo. Entretanto, entendo que os resultados obtidos podem
auxiliar os pesquisadores e terapeutas na avaliacdo e tratamento do cancer
avancado de laringe.

Entendo que posso retirar meu consentimento, em qualquer momento, sem
necessidade de justificativa.

Nao havera prejuizo do tratamento em caso de recusa em participar do
estudo ou mesmo que eu desista a qualquer momento.

Tenho assegurado pelos avaliadores que, em nenhuma hipdtese, minha
identidade sera revelada. Autorizo que os resultados deste estudo poderdo ser
publicados em revistas cientificas ou congressos.

Eu compreendo os meus direitos e voluntariamente aceito participar deste
estudo. Compreendo sobre o que, como e porque este estudo estasendo feito.
Receberei uma copia deste formulario deconsentimento.

Qualquer esclarecimento ou necessidade de contato com os pesquisadores
ligar para a pesquisadora: Juliana Lopes de Moraes (19) 3521.7524 ou para o
Comité de Etica (19) 3521.8936.

Campinas, de de 20

Assinatura do entrevistado Assinatura do pesquisador



54

ANEXO 2

Nome: Data:

Questionario de qualidade de vida da Universidade

de Washington

Este questionario pergunta sobre sua saude e qualidade de vida durante os
ultimos sete dias. Por favor, responda a todas as questdes marcando uma
alternativa para cada questao.

1. Dor (marque uma alternativa)

100[ ] Eu n&o tenho dor

75[ ] Ha dor leve n&o necessitando de medicagéo
50[ ] Eu tenho dor moderada, requerendo uso de medicagao regularmente
25[ ] Eu tenho dor severa controlada somente com medicamentos

controlados 0 [ ] Eu tenho dor severa, ndo controlada por medicagao

2. Aparéncia (marque uma alternativa)

100[ ] Nao ha mudanga na minha aparéncia

75[ ] A mudanga na minha aparéncia é

minima

50[ ] Minha aparéncia me incomoda, mas eu permaneco ativo

25[ ] Eu me sinto desfigurado significativamente e limito minhas
atividades devido a minha aparéncia

0[ ] Eu ndo posso estar com outras pessoas devido a minha aparéncia
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3. Atividade (marque uma alternativa)

100[ ] Eu estou tao ativo quanto sempre estive

75[ ] Existem vezes em que ndo posso manter meu ritmo antigo, mas nao
frequentemente

50[ ] Eu estou frequentemente cansado e tenho diminuido minhas
atividades embora eu ainda saia de casa

25[ ] Eu nao saio de casa porque eu nao tenho forga

O[ ] Eu geralmente fico na cama ou na cadeira e ndo saio de casa

4. Recreagao (marque uma alternativa)
100[ ] Nao ha limitagdes para recreagdo em casa ou fora de casa

75[ ] Ha poucas coisas que eu ndo posso fazer, mas eu ainda saio de
casa para me divertir

50[ ] Ha muitas vezes que eu gostaria de sair mais de casa, mas eu n&o
estou bem para isso

25[ ] Ha limitagcao severa para o que eu posso fazer, geralmente eu fico
em casa e assisto TV

0[ ] Eu ndo posso fazer nada agradavel

5.Degluticdo (marque uma alternativa)

100[ ] Eu posso engolir tdo bem como sempre
67[ ] Eu ndo posso engolir algumas comidas
sélidas 33[ ] Eu posso engolir somente comidas
liquidas

O[ ] Eu ndo posso engolir porque desce errado e me sufoca



6.Mastigagao (marque uma alternativa)
100[ ] Eu posso mastigar tdo bem como sempre

50[ ] Eu posso comer alimentos sélidos leves mas n&o consigo
mastigar algumas comidas

O[ ] Eu n&o posso mastigar nem mesmo alimentos leves

"6. Fala (marque uma alternativa)
100[ ] Minha fala € a mesma de sempre

67[ ] Eu tenho dificuldade para dizer algumas palavras mas eu posso
ser entendido mesmo ao telefone

33[ ] Somente minha familia e amigos podem me

entender O] ] Eu n&o sou entendido pelos outros

7. Ombro (marque uma alternativa)

100[ ] Eu n&o tenho problemas com meu ombro

67[ ] Meu ombro é endurecido mas isto ndo afeta minha atividade ou
forca 33[ ] Dor ou fraqueza em meu ombro me fizeram mudar meu
trabalho

0[ ] Eu ndo posso trabalhar devido problemas com meu ombro

8. Paladar (marque uma alternativa)

100[ ] Eu sinto sabor da comida normalmente

67[ ] Eu sinto o sabor da maioria das comidas
normalmente 33[ ] Eu posso sentir o sabor de algumas
comidas

O[ ] Eu n&o sinto o sabor de nenhuma comida
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9. Saliva (marque uma alternativa)

100[ ] Minha saliva é de consisténcia normal

67[ ] Eu tenho menos saliva que o normal, mas ainda € o
suficiente 33[ ] Eu tenho muito pouca saliva

O[ ] Eu n&o tenho saliva

10. Humor (marque uma alternativa)

100[ ] Meu humor é excelente e nao foi afetado por causa do meu cancer

75[ ] Meu humor é geralmente bom e é somente afetado por causa do
meu cancer ocasionalmente

50[ ] Eu ndo estou nem com bom humor nem deprimido por causa do
meu cancer

25[ ] Eu estou um pouco deprimido por causa do meu cancer

0[ ] Eu estou extremamente deprimido por causa do meu cancer

11. Ansiedade (marque uma alternativa)

100[ ] Eu ndo estou ansioso por causa do meu cancer
67[ ] Eu estou um pouco ansioso por causa do meu
cancer 33[ ] Eu estou ansioso por causa do meu cancer

0[ ] Eu estou muito ansioso por causa do meu cancer

Quais problemas tem sido os mais importantes para vocé durante os
ultimos 7 dias? Marque até 3 alternativas

[1Dor [ ]Degluticdo [ ] Paladar [ ] Aparéncia [ ] Mastigacdo [ ]
Saliva [ ] Atividade [ JFala[ ] Humor [ ] Recreacdo [ ] Ombro|[ ]

Ansiedade
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Questoes gerais

Comparado com o més antes de vocé desenvolver o cancer, como vocé
classificaria sua qualidade de vida relacionada a saude (marque uma
alternativa):

[ ] Muito melhor

[ 1 Um pouco melhor

[ 1 Mais ou menos 0 mesmo
[ 1 Um pouco pior

[ 1 Muito pior

Em geral, vocé poderia dizer que sua qualidade de vida relacionada a saude
nos ultimos 7 dias tem sido: (marque uma alternativa)

[ ] Excelente
[ ] Muito boa
[]Boa

[ ] Média

[ ] Ruim

[ ] Muito ruim

De um modo geral a qualidade de vida inclui ndo somente saude fisica e
mental, mas também muitos outros fatores, tais como familia, amigos,
espiritualidade, atividades de lazer pessoal que sdo importantes para
sua satisfagdo com a vida. Considerando tudo em sua vida que
contribui para seu bem-estar pessoal, classifique a sua qualidade de
vida em geral durante os ultimos 7 dias. (marque uma alternativa)

[ ] Excelente

[ ] Muito boa

[]Boa

[ ] Média

[ ] Ruim

[ ] Muito ruim
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Por favor, descreva quaisquer outros problemas (médicos ou néo
meédicos) que sao importantes para sua qualidade de vida e que n&o
tenham sido adequadamente mencionados pelas nossas perguntas

(vocé pode anexar folhas adicionais, se necessario).
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II - OBJETIVOS.

Avaliar, durante dois anos, a qualidade de vida de pacientes com cancer de laringe
avancado antes e depois do tratamento, comparando pacientes tratados cirurgicamente e
pacientes submetidos a tratamento quimioradioterapico.
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IV - COMENTARIOS DOS RELATORES.
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cumprir as exigéncias da Resolugdo 196/96 e suas complementares. O trabalho esta elaborado
dentro das normas ¢ticas e cientificas. O Termo de Consentimento Livre e Esclarecido ¢
adequado.

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
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estabelecidos na Resolugdo CNS-MS 196/96.

VII - DATA DA REUNIAO.
Homologado na VI Reunido Ordindria do CEP/FCM, em 28 de junho de 2011.
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(PARECER CEP: N° 530/2011)

PARECER

1 - IDENTIFICACAO:

PROJETO: “ANALISE DA QUALIDADE DE VIDA DO PACIENTE COM CANCER
AVANCADO DE LARINGE: CIRURGIA VERSUS RADIOQUIMIOTERAPIA”.

PESQUISADOR RESPONSAVEL: Juliana Lopes de Moraes

II - PARECER DO CEP.

O Comité de Etica em Pesquisa da Faculdade de Ciéncias Médicas da UNICAMP
tomou ciéncia e aprova o adendo que inclui trés autores: Profa. Dra. Carmen Silvia Passos
Lima, Prof. Dr. José Barreto Campello Carvalheira e Dr. Eduardo Baldon Pereira, referente
ao protocolo de pesquisa supracitado.

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

III - DATA DA REUNIAO.

Homologado na VIII Reunido Ordinaria do CEP/FCM, em 28 de agosto de 2012,
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