RESPOSTA AO EDITOR E REVISORES

 RESPONSE TO THE EDITOR AND REVIEWERS

NOTAS DO EDITOR:


- com o objectivo de optimizar a legibilidade do seu artigo e assim
incrementar potencialmente as citações do mesmo, recomendamos que os
conteúdos redigidos em inglês sejam revistos por  um "native speaker",
tradutor qualificado ou empresa especializada em serviços de "language
polishing";
- o resumo e o abstract não deverão incluir abreviaturas;
- o resumo e o abstract deverão reflectir fielmente a estrutura do artigo,
pelo que é necessário que incluam um parágrafo independente relativo ao
capítulo "Discussão";
- as abreviaturas deverão ser enunciadas por extenso na primeira vez que
sejam referidas no corpo do manuscrito [ex: advanced maternal age ( AMA,)] e
não em nota de rodapé, no abstract/resumo, ou em listagem de abreviaturas;
- no idioma Inglês, as unidades devem ser separadas das casas decimais por
pontos e não por vírgulas - estas serão exclusivamente usadas nos
conteúdos redigidos em Português.

Resposta:

Muito agradecemos a cuidadosa leitura e revisão crítica do nosso manuscrito. 

Realizamos as alterações sugeridas, nomeadamente removemos as siglas desnecessárias do resumo, corrigimos a forma de introdução das siglas no texto, introduzimos um parágrafo com discussão no resumo e revimos o conteúdo linguístico.

Consideramos o nosso manuscrito consideravelmente melhorado e esperamos que possa ser publicado na revista Acta Médica Portuguesa.
Revisor A:
Artigo cumpre as normas de publicação e tem elevado interesse cientifico.

Resposta:  Agradecemos a leitura e revisão do nosso manuscrito.
Revisor B
Revisor B comentário 1: 

O tema do artigo é relevante para a prática clínica bem como para
medição de outcomes clínicos. Não está claro o que foi efectuado. Pelo título proposto, trata-se da tradução e validação de um teste para português, mas na metodologia do artigo, não aborda o método da tradução do teste para português, apenas se foca na validação do teste.

Durante o artigo aborda apenas a adaptação do teste em português.
Resposta: 
Agradecemos a revisão efetuada ao nosso manuscrito.

De forma a tornar mais percetível o processo de tradução do questionário para língua portuguesa, alteramos o primeiro parágrafo da metodologia, com a descrição mais detalhada da tradução, de acordo com as normas internacionais recomendadas.

Revisor B comentário 2: 
Faltam indicar referências no texto.

Resposta:  
As referências estão colocadas no final de cada frase, de modo numérico e sequencial, em posição superior à linha de texto.
Revisor D:

Thank you for the opportunity to review this manuscript. The manuscript
describes the cross-cultural adaptation of the "Eustachian Tube Dysfunction
Questionnaire-7" (ETDQ-7), into European Portuguese and the study of its
psychometric properties. The authors found the ETDQ-7 had good internal
consistency, adequate test-retest reliability, and discriminative, face and
content validity. Accordingly, the authors recommend the use of the ETDQ-7
as an assessment tool to evaluate the symptoms of ETD in the Portuguese
population.
 
Cross-cultural adaptation and psychometric validation are important issues
to address in order to judge the clinical or research utility of a
measurement tool when applied to a different context. Accordingly I think it
has potential to make an important contribution to the readers of ATA
MÉDICA. However, there are aspects of the study and its presentation in
which there is room for improvements, particularly in terms of adding to the
strength of the methods.
 
Reviewer D comment 1: 

• In the abstract (results) the authors stated that, “Face and content
validity were confirmed by similar internal consistency as the original
questionnaire for each item”. However, in the methods section of the
manuscript the authors explained that content validity was addressed with a
panel of 20 patients with ETD, which is the appropriate procedure to assess
face, content validity. Please correct.
Response: 

Thank you for revising our manuscript. We appreciated your careful review and constructive suggestions. 

We have corrected the above mentioned sentence of the results (abstract): " Face and content validity were confirmed and reliability testing revealed similar internal consistency for the entire instrument as the original questionnaire, and strong correlation between individual items and total score. "
Reviewer D comment 2: 

• Although the authors have mentioned in the abstract that the
cross-cultural adaptation was performed according to a standard validation
methodology, the information about the process or about the results of this
process is scarce. For example, there is no information about eventual
translation inconsistencies or about the pre-test (Were there any criteria
guiding the selection of patients for the pre-test? How was the pre-test
done? Did the authors use a cognitive debriefing approach or any other kind
of approach? What were the results and how did they inform the changes
incorporated in the Portuguese version of the questionnaire, if any?).
Response: 
In order to make the process of translation of the questionnaire into the Portuguese language clearer, we changed the first paragraph of the methodology, with a more detailed description of the methods, in accordance with the recommended international standards. After the pilot test of the preliminary version of the translated Portuguese version, there was no need for incorporating any modification.

Reviewer D comment 3: 

• For test – retest reliability the authors have chosen an interval of 2
weeks without any treatment. However no rational is provided to help the
reader better understand why the authors have chosen this period of time and
why they considered that no treatment was to be delivered in this period
(Page 7).
Response: The methodology was based on the original article of McCoul et al. The patients agreed not to receive treatment during this period, as most of them were waiting for surgical procedure or had previously tried the medical treatment without improvement. If patients were to receive medical treatment it would be difficult to evaluate the reliability of the questionnaire. Studies of test-retest reliability have used varying intervals between test administrations. The 2 week period was chosen in our study because we believed it would imply a reasonable compromise between recollection bias and unwanted clinical change.
Reviewer D comment 4: 

• In statistical analysis (pg. 9) the authors mentioned that “The
evaluation of the psychometric properties of the questionnaire included the
analysis of internal consistency, item - total score correlation,
test-retest reliability and responsiveness”. However the study design
inhibits any possibility to study responsiveness. Please remove.
Response: We performed the modification suggested.


Reviewer D comment 5: 
• Pearson or Spearman coefficients are not appropriate to access test-
retest reliability since systematic differences are not taken into account
(Please see Streiner DL, Norman GR. Health measurement scales. A practical
guide to their development and use. New York: Oxford University Press;
2003.; COSMIN Guidelines- please see references below] . The ICC is the most
suitable and most commonly used reliability parameter for continuous
measures. I strongly recommend the authors to change their statistical
approach to test-retest reliability;
Response:
We have changed our methods for analysing the test-retest reliability of our instrument according to your suggestion. Thank you very much for the literature provided.

Reviewer D comment 6: 

• Current recommendations (please see Mokkink et al. 2010, reference
below), requires that studies on discriminant validity should be based on
predefined hypotheses. When assessing differences between groups, whether
these differences are statistically significant (which depends on the sample
size) is less relevant than whether these differences have the expected
magnitude. This will enabled the readers to better judge the evidence that
the ETDQ-7 is able to differentiate something as expected. Please include a
statement/ hypothesis with the authors’ expected magnitude for the
difference between groups.
Response:

We have made a small introduction for the purpose of testing the differences between the control and test groups and we have added the effect size for the comparison which permits a better judgment of the impact  of the differences encountered.

Reviewer D comment 7: 
• In the results section (pg. 9)  information about the time the patients
needed to fulfil the ETDQ-7 questionnaire would be useful and should be
provided. This would support the authors’ statement that the ETDQ-7 is
quick to administer, provided in the discussion section of the manuscript.

Response:

Thank you for the suggestion. We have included in the results the average time of response. 

Reviewer D comment 8: 
• In the results section (pg. 9) the authors stated that “there was a
strong correlation between ….”. In order to make this type of statement,
a reference is needed.
Response:

We added the reference number 7.

Reviewer D comment 9: 

• In the same section, the authors have reported that, “There was no
statistical significant differences between the first and second evaluations
scores for each item of the questionnaire (p>0,05), except for Item 2”.
There is no other comment on this. Please clarify whether this difference is
relevant or irrelevant, and why;
Response: 

We have discussed this topic on page 11.


Reviewer D comment 10: 
• In the discussion section (pg 11) the authors stated that “The
questionnaire was easy and quick to administer.  All patients completed all
items of the questionnaire without difficulty.” This should be moved to
the results section. More details should be given to explain to the readers
how the authors came to these conclusions.
Response:

We have removed this information from the discussion.
 
 
 
Revisor E

Reviewer E comment 1: 
1- Abstract: The abstract should not include abbreviations and references. Nevertheless, if it is necessary to report references, it must be done in a correct way The section “material and methods”, the authors should include the psychometric properties analyzed. 
Response: 

Thank you for revising our manuscript. We appreciated your careful review and constructive suggestions.  We have specified the psychometric properties analyzed in the abstract. 
Reviewer E comment 2: 
2- Material and Methods - Questionnaire adaptation- Please correct the reference of the original scale 
Response: 

The reference of the original scale is correct. Permission to assess the validity and reliability of Portuguese version of ETDQ-7 was obtained from corresponding author of the original scale (Anand, V.). 
Reviewer E comment 3: 
- Psychometric studies and validation: a) the validation process take part from the psychometric properties. In this sense, the title should be change.

Response:

We have changed the title according to your suggestion.

Reviewer E comment 4: 
What is the name of the Local Ethics Committee? 
Response:

We have not included the name of our Ethics Committee in order to maintain the confidentiality of our hospital, according to the journal guidelines, for reviewing purposes.

Reviewer E comment 5:
- Sample and questionnaires a) although the sample size was the same of the scale design process, it is recommended that there be at least 5-15 subjects per item . 

Response:

Our sample size follows the current guidelines, with a total of 50 patients and an instrument with 7 items.

Reviewer E comment 6:
The authors should justify the two-weeks interval for the reliability assessment 
Response:

We have justified the two-weeks interval for the reliability assessment in the manuscript (page 7).  The 2 week period was chosen in our study because we believed it would imply a reasonable compromise between recollection bias and unwanted clinical change.
Reviewer E comment 7:
c) it’s not clear the role of a control group with a sample size of 25 participants . 
Response:

The size of the control group was based on the original scale design process. 

Reviewer E comment 8:
d) the psychometric properties assessment should be described in more detail. Only in the statistics analysis it’s possible to know the steps of this process - Statistical analysis 
Response:

We have provided a more detailed description of the psychometric properties assessment.
Reviewer E comment 9:
a) I’m not sure that this study is addressed to the responsiveness evaluation. The follow up period doesn’t allow evaluating this. b) On the other hand, there is no reference to this process either in statistics analysis or in the topic of results 
Response:

We have removed this sentence from the text.

Reviewer E comment 10:
3- Results a) The authors should describe in more detail the results. I believe that parts of these details are described in the discussion section. 
Response:

We have added important data to our results.

Reviewer E comment 11:
4- Discussion a) The authors should rewrite the results and the discussion in the light of these suggestions 
Reviewer E comment 12:
5- References a) The references are scares. The authors should report in the text and in the references topic the main guidelines that they follow to build the validation process.
Response:

We added more references important for the validation process.
