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Abstract

Objectives: To translate and adapt the English version of QUAL-E (Quality of Life at the End of Life Measure) and
MVQOLI (Missoula Vitas Quality Of Life Index) into French, taking into account cultural differences.

Methods: The selected translation process for linguistic validation included independent translations to the target
language (French) performed by translators who were either native English speakers or French native speakers.
Then, the translations were confronted to obtain a reconciled version as close as possible to the original text. This
involved taking into account specific intercultural validity problems. To evaluate these translations, 30 patients tested
and commented on the French adaptations of the quality-of-life (QoL) questionnaires.

Results: Some modifications were made following patients’ comments. The QUAL-E and MVQOLI translations
were then finalized by the translation team. The prospective study (randomized multicentre cohort study) was then
initiated. The validation of psychometric properties in the end-of-life setting is planned. Almost all questions and
response options were well understood and accepted, no cultural barrier to the use of the questionnaires in palliative

care was detected.

Keywords: End of life; Cancer; Quality of life; translation; QUAL-E;
MVQOLI

Background

In 1993, the WHO (World Health Organisation) placed health in
a wider context. Health is not only related to disease or disability, but
also to physical, mental and social well-being [1]. As a result, clinicians
should not work on the disease alone but should also consider patient
multidimensionality. Health-related quality-of-life evaluation has
emerged as an endpoint and tool to assess this multidimensional
definition of health. It should at least include each of the following
dimensions: physical, social, psychological and symptomatic.

Currently, clinical cancer research requires ever larger sample
sizes in trials because expected overall survival improvements for
reference treatments are narrowing. Equivalence or non-inferiority
trials to control for toxicity and to assess deescalating doses are
increasingly required. This is why taking into account another patient-
centered outcome rather than tumor-centered endpoints seems a good
alternative [2]. Health-related quality-of-life (HRQL) has become the
second endpoint in clinical research in cancer to demonstrate clinical
benefits of new treatments for patients [3].

It can be also considered as a primary endpoint in cancer clinical
trials. This is especially true in a palliative setting when no benefits
in terms of overall survival can be expected [4]. Indeed, if symptom
management is sought, HRQL, particularly in palliative care, is
important for both patients and clinicians to validate the clinical benefits
of therapeutic strategies. It can help to address several important issues:
should chemotherapy be administered through terminal disease? Does
looking for a few additional months of life justify toxicities experienced

by the patient? What kind of supportive care should be proposed to
improve patient QoL until death [5-7]?

Thus, during the end-of-life phase, improving or conserving well-
being and patient QoL should remain a major concern and maybe
the ultimate goal. Given the profoundly personal concerns involved,
patient perceptions of the end of life, as well as their QoL, are difficult to
assess. Clinicians, nurses and paramedical staff are required to provide
individualized care adapted to the end oflife in order to improve patient
QoL and well-being [8,9]. To enable evaluation of therapeutic strategy
in this setting, it is crucial to use appropriate specific instruments to
evaluate patient needs and feelings in this terminal phase of life. In a
research context, a specific QoL questionnaire can be used to compare
results between studies or between treatments in a study. Some studies
have found that additional specific items may be required to take into
account the specific QoL concerns of the end of life [10-14]. Currently,
few questionnaires specifically adapted to the palliative cancer
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population are available in French. We can cite the QLQ-C15-PAL [15]
developed by the European Organization for Research and Treatment
of Cancer (EORTC) and the McGill Quality Of Life by Cohen et al.
[16].

The QLQ-C15-PAL is a short questionnaire; there are 15 questions.
Questions are focused on both autonomy and symptoms experienced
by the patient (diarrhea, pain, trouble sleeping, depression, loss of
appetite...) [15]. This QoL questionnaire is a reduction of the EORTC
QLQ-C30 [17]. To adapt this questionnaire to a palliative population,
the EORTC retained only the autonomy and symptoms items. This new
questionnaire enables the amount of missing data to be limited because
questions inappropriate for the palliative population were dropped.

Each question has response options on a five-point Likert
scale. However, specific domains related to the end of life are not
explored, such as Quality of care, Preparation for death, Spirituality or
Transcendence [10-14,18].

Another questionnaire specifically adapted to the palliative
population and adapted into French caught our attention; it was the
MQOL (McGill Quality Of Life questionnaire). The principal domains
of MQOL are Physical Symptoms, Psychological Symptoms, Outlook
on Life, and Meaningful Existence. It is composed of 3 parts: an
overall question (Part A), 16 questions that address the four domains
mentioned above (Part B) (all questions comprising response options
on a ten-point scale) and a last part where the patient lists or describes
the things which have an impact on his quality of life (Part C) [16].

Finally, neither the QLQ-C15-PAL nor the MQOL were chosen for
our study. The first does not explore specific domains related to the
end of life; the second uses open questions that cannot be reduced to a
score, it was not specifically adapted to the cancer population and the
use of a ten-point response scale complicates administration (patient
completion) and interpretation of the results [19].

In English language there are a lot of interesting questionnaires
specifically adapted to our population [20-22]. After a literature review,
we identified two questionnaires that take into account the specific
QoL concerns of the end of life: the Missoulas-Vitas Quality Of Life
Index (MVQOLI) and the QUAL-E (Quality of Life at the End of Life
Measure). At this time neither of the two tools have been developed or
culturally adapted in French. It therefore seemed relevant to perform
a cultural adaptation of these English language QoL questionnaires to
enable clinical trials in an end-of -life setting with a patient-oriented
primary endpoint.

For this purpose, we launched the cohort study CEOLE to perform a
cross-cultural validation of the MVQOLI and QUAL-E questionnaires
for advanced cancer patients in a palliative setting. This study aims to
enable us to validate these two questionnaires in two steps, culturally
and psychometrically.

We report here the first step of the study: the translation of QUAL-E
and MVQOLI QoL questionnaires and the assessment of their cultural
relevance and acceptability.

Material and Methods
Design

The French adaptation of the two questionnaires (MVQOLI and
QUAL-E) comprises two steps. The first step is the cultural adaptation,
and the second is the psychometric validation. The Protocol of the
study has been extensively described elsewhere [23].

This paper describes the first step: the cultural adaptation of the two
questionnaires: MVQOLI and QUAL-E in a French-language version.

Population

To be eligible, patients were to present with advanced cancer
(whatever the cancer location) and be treated or not with palliative
intent only (chemotherapy, analgesic radiotherapy, surgery without
curative intent). They were to have an ECOG (Eastern Cooperative
Oncology Group) or a WHO performance status 2, a life expectancy
>1 month and be older than 18 years.

Patients were to be informed about the palliative stage of the disease
and were to have been followed for at least one month by a palliative
caregiver to be included in the study.

The non-eligibility criteria were: a psychiatric disease compromising
understanding of the study objectives and/or informed consent, and/or
the ability of patients to meet the study requirements for psychological,
social, family or geographical reasons.

Written informed consent was required before inclusion.

Ten hospitals were contacted to participate in the first step of the
study. They were selected on the basis of the qualification of the medical
team in palliative care. Five of these hospitals account for the totality
of the sample (Integrated Center for Oncology Paul Papin - Angers,
Cancer Care Center Georges Francois Leclerc - Dijon, Cancer Care
Center Oscar Lambret - Lille, Angers University Hospital Center and
Cholet Hospital Center).

Protection of Human subjects

This project was reviewed by a national committee of patients
consulted in July 2009 and the project obtained the approval of the
local ethics committee (CPP Ouest II Angers) in April, 2010.

In 2011, the Project was funded by a grant (PHRC: Programme
Hospitalier de Recherche Clinique 2011) from the French national
cancer institute (INCa :Institut National du Cancer).

Assessment tools

Missoula Vitas Quality Of Life Index (MVQOLI): The Missoula-
Vitas Quality Of Life Index developed by Byock and Merriman was
specifically designed for the evaluation of the end of life [12]. This QoL
tool provides an exhaustive assessment of major dimensions in that
setting. The longer version includes 25 items, and the shortened version
includes only 15 items. Both investigate 5 dimensions: Symptoms,
Function, Interpersonal Relationships, Well-being and Transcendence
(12]

Every dimension is composed of three response modes: Assessment,
Satisfaction and Importance. Assessment has a score from -2 to +2,
Satisfaction a score from -4 to +4 and Importance from 1 to 5. A
scoring algorithm is applied to obtain a QoL score for each dimension
and for global quality-of-life [12,24].

The possible scoring range is -30 to 30 for each of the five sub-
scores (Symptoms, Function, Interpersonal Relationships, Well-being
and Transcendence), 0 to 30 for Total score and 1 to 5 for Global
score. When the sub-score is negative, quality-of -life is reduced while
positive sub-score imply an increasing quality of life.

The MVQOLI can be completed by the patient himself (self-
administered questionnaire) or with the help of a clinician, nurse or
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paramedical staff (interview) if required by the patient. A user guide
was created to administer the questionnaire.

The shortened version was used in the study.

Quality of Life at the End of Life measure (QUAL-E): The Quality
of Life at the End of Life measure was developed by Steinhauser and
colleagues. It was developed for various advanced illness trajectories,
including cancer. According to the authors, the QUAL-E can be
proposed to patients who may or may not define their health status as
terminal disease. The first version of QUAL-E contained 31 items and
investigated 5 domains: Life completion, Relations with the health care
system, Preparation for end of life, Symptom severity and Affective
social support and one question on the overall quality of life [18].

Each question in answered on a five-point Likert scale. The
QUAL-E is completed with a clinician’s help (interview).

The scoring algorithm is provided to obtain a score for four
dimensions: Life Completion (Q23, Q24, Q25, Q26, Q27, Q28, Q14),
Healthcare (Q7, Q8, Q9, Q10, Q11), Symptoms (Q1, Q2, Q3, Q4) and
Preparation (Q17, Q18, Q19, Q21). The totality of the 31 items was not
employed to the scoring process [25].

Ranges possible for sub-scores are 4 to 20 for Symptom Impact, 5
to 25 for Relationship with Healthcare System, 4 to 20 for Preparation,
7 to 35 for Life Completion. The Symptom impact and Preparation
sub-scales are reverse-scored. The analysis of the global score with the
sub-scales as a total score has not yet been developed [25].

Translation process (Phase I according EORTC)

The Food and Drug Administration (FDA) and the European
Organization for Research and Treatment of Cancer (EORTC) have
recommended forward-backward translation to adapt a HRQL
questionnaire into another language. Forward-backward translation
procedures can be divided into 4 steps: (1) a translation (Text 1) into
the target language (French) is made by one translator who is a native
English speaker; (2) a translation of text 1 into the source language
(English) is made by a translator who is a native French speaker (Text
2); (3) confrontation of the two translations and debriefing; (4) final
translation reconciliation. [26,27].

However, no study has demonstrated the superiority of this method
[26]. The use of the forward-backward translation method is based on a
consensus. Some studies have underlined that the backward translation
method could generate a “word for word” translation instead of fluent,
natural and appropriate language [28].

Another methodology to translate and adapt a questionnaire into
another language exists. It is the « Dual Panel Approach » (DPA) [28].
This alternative method showed advantages in terms of preference by
a target population, and complied with the psychometrics properties
[29]. The translation of the two HRQL questionnaires (MVQOLI and
QUAL-E) proposed in this trial is based on the DPA method including
3 stages: Translation, patient testing, and finalization of translation
(Figure 1).

Stage 1: Translation: An expert group was created to translate
the questionnaires from English into French The group included
varied profession (linguists, psychologists, methodologists). Some
of them were English native speakers, others French native speakers.
The concept and methodological requirements were presented by the
French National Platform of Quality of Life and Cancer in a workshop.

This Platform assembles experts from mathematics and statistics,

public health, epidemiology and psychology. The main topic is the
development of quality of life measurement and analysis methodology
[29].

Each of the 6 experts (Angela Swain-Verdier, Jean-Pierre Charpy,
Fabrice Kwiatkowski, Sébastien Montel, Mariette Mercier and Franck
Bonnetain) worked independently on the translation before face-to-
face meeting and/or teleconference. In the course of a working meeting,
the experts discussed the weight and meaning of the words. At the end,
they agreed on a translation.

Stage 2: Patient testing: Thirty patients, representative of the
target population, tested the two questionnaires. It was considered that
beyond thirty patients in number, there was no new information, and
empirical saturation occurred (see statistical analysis).

To assess the face validity and content validity of the questionnaire,
one-to-one interview is recommended. In the course of the interview,
patients indicated when they had not understood every part of the
questionnaires, identified disturbing words or response options and
highlighted subjects that were not relevant to their disease.

Stage 3: Finalization of the translation: The expert group met
again once all data from patient tests had been collected and analyzed.
Patients’ comments were used to modify the final translation as
required.

The final translation was agreed on under the supervision of the
national Quality of Life and Cancer clinical research platform (France).
This version will be retained for the psychometric validation.

Data collection

Questionnaires were completed only once after reading the
information letter and signing the informed consent. All questionnaires
were in paper version. A member of the medical team administered
the two QoL questionnaires to the patient. Our methodology for QoL
questionnaire administration complied with the users’ guide of the
two questionnaires [2,12]. Indeed, for QUAL-E, it was necessarily
a member of the medical team who interviewed and recorded the
patient’s responses. Ideally, for MVQOLI it was the patient himself who
completed the questionnaire, but the clinician could also administer
the MVQOLI as an interview and record the patient’s responses.

Data collected included: demographic data, education level, and
completion times. Patient opinions were collected via an evaluation
questionnaire: this included questionnaire length, complexity of
questions, disconcerting questions, relationship between topics and
their health situation, personal interest, their general comments.
Patients’ comments also highlighted other subjects they would like to
see in future questionnaires.

The Quality of Life questionnaires were completed only once at this
stage of the study.

Questionnaire completion or response times were recorded by a
member of the medical team (Start time — End time). Other collected
data included: clinical characteristics, demographic data and education
level.

Statistical analysis

The aim was to evaluate the translations in the targeted population:
the consensus recommends a sample size between 10 and 40 individuals
[27,28,30]. It was estimated that with a sample size of 30 patients,
empirical saturation is reached and no new information emerges.
Therefore, we retained the minimum requirement of 30 patients to test
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Figure 1: Translation methodology

the translations (reconciled versions) of the two questionnaires.

The primary aim was a descriptive approach. All data collected were
described. Continuous variables were presented by means (standard
deviation) or median [range]. Qualitative variables were described by
frequencies and percentages.

Ranges of dimensional subscores and total scores were calculated
according to manual scoring methods recommended by the Missoulas-
Vitas team for MVQOLI and Steinhauser team for QUAL-E. Each
score was presented and described using median, range and mean (SD)
and percentage of patients with a low score (negative score).

Missing data were presented using frequencies and percentages.

Statistical analysis was conducted with the SAS v9.2 (SAS Institute
Inc., Cary, NC, USA)

Results
Patient characteristics

Between December 15, 2010 and April 5, 2011 30 patients were
included in five centers and completed the two questionnaires.

The analysis was conducted on data from the 30 patients.
Demographic and medical history data are shown in Table 1.

The patients who completed the questionnaires represented a wide
range of ages (53-87) median 69 years. There was a slight predominance
of males (56.7%). The principal cancer locations were lung (26.7%),
breast (20.0%) and prostate (10.0%). Eleven patients (36.7%) had no
supportive care and 5 (16.7%) had psychological help only.

MVQOLI results
There were no missing answers to the MVQOLI questionnaire.

The median time to complete the questionnaire was estimated at
10 minutes (5,40). Only 5 patients (16.6%) found the questionnaire too
long.

26.7% of patients reported needing help to complete the MVQOLI.

Six questions were indicated as complicated (Q1, Q6, Q11, Q13,
Q14, Q15) and 5 as disturbing (Q7, Q10, Q11, Q12, Q15) by some
patients. Two questions were reported to be both complicated and
disturbing. We can note that all questions in the Well-being domain
were presented as disturbing at least once. Overall perceptions by the
patients are shown in Table 2.

The range for the Symptoms domain was (2 -24) and there were 4
patients with a negative sub-score (13.3%).

For the two domains Function and Transcendence, more than
20% of the patients had negative sub-scores and minimum scores
were respectively -25 and -12. For the Interpersonal and Well-Being
domains, respectively 36.7% and 33.3% of the patients reported
reduced quality of life. For the Well-being domain the minimum score
was reached (-30) (Table 3)

Some patients also proposed new topics, such as causes of the
disease linked to their background or lifestyle, health care relationships
and death.

QUAL-E results

The median time to complete the questionnaire was estimated at
20 minutes (10-40). Eight patients (66.6%) found the questionnaire too
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n (%)
Cancer Care Center Georges Francois Leclerc, Dijon, France 10(33.3)
: 3(10.0)
Cancer Care Center Oscar Lambret, Lille, France
I - ! 5(16.7)
Angers University Hospital Center, France
Cholet Hospital Center, France 10(33.3
’ 2(6.7)
Sex
Male 17 (56.7)
Female 13 (43.3)
Performance status
0 0(0)
1 0(0)
2 15 (62.5)
3 2(8.3)
4 3(12.5)
Not known 4(16.7)
Age in years
(18-60) 6 (20.0)
(60-90) 24 (80.0)
Median [Min ; Max] 69 (53 ; 87)
Cancer Location
Colon 1(3.3)
Rectum 1(3.3)
Lung 8 (26.7)
Melanoma 1(3.3)
Breast 6 (20.0)
Endometrium 1(3.3)
Ovary 1(3.3)
Prostate 3(10.0)
Kidney 2(6.7)
Brain 1(3.3)
Other 5(16.6)
Chemotherapy 13 (43.3)
Therapeuticradiotherapy 1(1.3)
Palliative radiotherapy 5(16.7)
Hormone therapy 4(13.3)
Supportive care
No specific treatment 11 (36.7)
Psychological help 5(16.7)
Social welfare officer 4 (13.3)
Management of pain 9 (30.0)
Nutrition 4(13.3)
Respiratoryphysiotherapy 1(1.3)
Not known 1(1.3)
Table 1: Patient characteristics (n=30)
N (%)
MVQOLI QUAL-E
Median time (Min; Max) (minutes) 10 (5 - 40) 20 (10 - 40)
Complicated item 3(10.0) 8(26.7)
Disturbingitem 2(6.7) 7 (23.3)
Questionnaire relevant 27 (90.0) 28 (93.3)
Needed help 8(26.7) 13 (43.3)

Table 2 : Duration of completion and patients’ comments on questionnaires (n=30)
long.

43.3% of the patients reported needing help to complete the
QUAL-E.

All patients completed the questionnaires (n=30) and there were
few missing items (3/21x30=0.4%).

Eight patients (26.7%) found some items complicated, and 7
(23.3%) found some items disturbing.

Nine questions were indicated as complicated (Q30, Q5, Q15, Q22,
Q7,Q11, Q26, Q27, Q29). Only the items Q30, Q5, Q15 and Q22 were
designated every time. Seven items were indicated as disturbing by

patients (Q20, Q10, Q17, Q5, Q18, Q19 and Q21).

More than 50% of the population reported positive feelings in two
domains: Relationship with Healthcare System and Life Completion.

The median sub-score for the Symptoms and Preparation domains
were respectively 15 (5-20) and 20.5 (10-33). A high sub-score in the
Symptoms domain demonstrates poor health status (pain, discomfort,
fatigue...) and a high sub-score on the Preparation domain indicates
worries (future, financial, dependence).

The median global score was 3 (2-5) (Table 4).

As for the MVQOLI, some patients proposed new topics such as
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the potential causes of the disease, health care relationships and death.
Translation results

Patients’ comments and results were used to modify the initial
translation. In the course of a working meeting, the experts discussed
the weight and meaning of the words.

For the MVQOLI, during the expert debriefing only 2 questions
were changed: Question Q6, belonging to the Function dimension and
the Importance category, and Q15 in the Transcendent dimension and
the Importance category.

The question Q15 was identified as complicated and disturbing
several times and Q6 seemed too negative compared to the original
English version and identified as complicated. The other items were
not moderated because the translations were the most adapted to the
English version.

More in detail, the words chosen in the first translation of Q6
implied a notion of a constant limitation of the patient’s activity, thus
a negative approach. The new version implies a dependence that is
occasional and not constant.

In Q15 (“It is important to me to feel that my life has meaning”),
the verb tense was switched from present subjunctive to present and
the wording was simplified slightly. The present of the subjunctive
underlined the hypothetical nature of the question, while the present
focuses on the actual state. In the item: “It is important to me to feel
that my life has meaning” the use of the present is important.

For QUAL-E, 6 items were modified: Q5, Q15, Q20, Q22, Q26 and
Q30. The other items reported to be disturbing (Q7, Q11, Q26, Q27,
Q28) or complicated (Q10, Q17, Q18, Q19, Q21 were not changed
because only 1 patient had difficulties with each of these items, and

Dimension Median Range
Symptoms

Iltem : Q1,Q02,Q3
Function

Iltem : Q4,Q5,Q6
Interpersonal

Iltem : Q7,Q8,Q9
Well-Being

Iltem : Q10,Q11,Q12
Transcendence
Iltem : Q13,Q14,Q15

Global Score 3

Total score
Sum of Weighted 19
Dimension Scores/10) + 15

10 (20 - 24)
4 (-25-12)
12 (-25 - 30)
6.5 (-30 - 30)

15.5 (-12-30)
(1-5)

(6.4 — 25.5)

Table 3: MVQOLI - Range of responses and means

Dimension Theoretical range Score

Symptoms

Item : Q1,Q2,Q3,Q4

Healthcare

Item : Q7,Q8,Q9,Q10,Q11
Preparation

Item : Q17,Q18,Q19,Q21

Life completion

Item :
Q23,Q24,Q25,Q26,Q27,Q28,Q14
Global score

Item : Q31

(4 -20) Reverse
(5-25)

(4 -20) Reverse

(7 - 35)

(1-9)

Table 4: QUAL-E - Range of responses and means

during the review the items seemed faithful to the original English
version and difficult to change in French.

More in detail, the response propositions were modified in Q5
because the responses were not adapted to the French question. In Q15,
Q20, Q22, Q26 there was just one word that was changed in each item
to specify or soften the meaning of them.

The final translation was agreed on by the QoL and Cancer
Platform.

Discussion

In France, research on palliative care has been slow to develop [31].
An indication of this is that the number of health-related quality-of-life
questionnaires available for French palliative practice is small [32]. For
this reason, it is important to develop adapted tools.

From the outset, it seemed better to adapt an existing tool created by
an expert team to the French environment, because developing a totally
new instrument would require much more work and time. Moreover it
would allow comparison of study results between countries. Therefore,
it was not thought desirable to create a new instrument, since tools
adapted to the palliative population existed. Besides, in a clinical
research context it is important to compare treatments and populations
using standardized tools.

We therefore decided to translate and evaluate existing foreign
end-of-life HRQL questionnaires. It will later be possible, if required,
to create a new questionnaire.

In palliative care, patients are often tired and in pain, with reduced
mobility; frequently, they are in the lying position, where it is not easy
to write; some patients can have visual disturbances. This is why, in this
context, administering the measure face to face with an interviewer is
often considered the best option [33]. But it is important to know who

Mean Standard deviation Negative score n (%)
9.4 9.6 4(13.3)
1.0 9.0 8(26.7)
74 16.1 11 (36.7)
45 14.5 10 (33.3)
10.5 14.1 7(23.3)
34 0.9 -
18.2 4.2 -
Median Range Mean Standard deviation
15 (5-20) 13.8 3.8
21 (11-25) 20.1 3.8
16 (4-20) 16.2 3.3
20.5 (10-33) 20.4 57
3 (2-5) 3.3 0.7
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the interviewer is and his role with the patient, to assess any possible
bias.

These questionnaires were not developed specifically for cancer
patients, but cancer patients participated in their validation: 68%
of the validation population were cancer patients for the MVQOLI
and 64% for the QUAL-E [12,21]. Thus as more than 2/3 of the two
validation populations were cancer patients, we hope that the two
QoL questionnaires are adapted to our specific population of cancer
patients.

Moreover, in the two questionnaires, the item response options
were all on a five-point Likert scale. This simplifies administration
(patient completion) and interpretation of the results [19].

We did not want to select only one of these tools because the
structure of the two questionnaires is different and we did not know
which was better suited to the French population. The results of the
cohort study will enable us to determine which the more adapted tool
is for patients with cancer at an advanced palliative stage.

In terms of content, the two questionnaires are quite similar.
Indeed, the two domains in the QUAL-E: Completion and Preparation
for end of life are equivalent to three domains in the MVQOLI:
Interpersonal, Well-being and Transcendence. However there are
differences in the amount of information attributed to the different
domains (Symptoms is more developed in QUAL-E) whereas two
other domains are covered by only one questionnaire (Healthcare in
QUAL-E, Function in MVQOLI).

The format of QUAL-E and MVQOLI are different. After perusal
of the two questionnaires, the feeling is substantially divergent. The
MVQOLI has a scientific style. All domains have the same structure
(3 questions for each dimension), questions are both short and direct.
Sometimes the negative form is employed. The QUAL-E is more
focused on the human aspect. Syntactically, sentences are longer;
perhaps more “positive” or at least the negative form is less frequently
used. We have the feeling that the QUAL-E team was at first primarily
interested in creating a questionnaire that could improve the patient's
actual well-being, while the Missoula-Vitas Team was mainly focused
on the production of a standardized psychometric tool.

Which is more important: the humanist aspect of a questionnaire
or its scientific usefulness?

In terms of methodology, translating a health-related quality-of-
life questionnaire with appropriate attention to the cultural adaptation
is hard work. It is necessary to be sure of the weight and meaning of
the words, and to take into account the cultural specificity of the target
population and medical team, especially concerning the subject of
Death. A dual panel (DP) approach was chosen to translate MVQOLI
and QUAL-E into French. Even if the forward-backward method is the
“gold standard” [26,27]. The DP approach respects the major focus that
was proposed by Acquadro et al. [34] i.e. a multistep approach. It is
important too, that all independent translators could discuss and were
agreed on one cultural adaptation before the pilot testing. DP enabled
the translator team to exchange views more easily and intensely on
both weight and meaning of the words.

The interviews with each of the patients who participated in the
pilot testing were conducted very carefully. Realized on the target
population, this step was very important to identify disturbing,
complicated questions and if the questionnaires were well accepted. It
was also necessary to take care to avoid disturbing medical teams with
particular words. The subject of death is still taboo in France [30]. The

quality of the future adaptation depends on that.

Indeed, if there is a disturbing word for the patient, the patient
can not completed (the question or the whole questionnaire if the
disturbing question is at the beginning), and if there is a disturbing
word for the medical team, the questionnaire cannot be offered to the
patient.

During the study, workers in the palliative unit accepted the use of
questionnaires. In fact, the questionnaires enabled them to establish
a more open dialogue with patients. They hoped that the use of these
questionnaires would enable them to improve patients‘quality of
life, and particularly the management of supportive care. Generally
speaking, clinicians need standardized tools to evaluate their practice.
Score and sub-score analysis confirmed this need.

The two questionnaires, QUAL-E and MVQOLI are not yet
validated in French (step 2 of the study), but we used their scoring
guidelines. For MVQOLI, the Symptoms dimension yielded good
results (only 13.3% of the patients had a negative score). For the
Function and Transcendence dimensions more than 20% of patients
had a negative sub-score (poor quality of life for these dimensions).
For the Interpersonal and Well-Being domains respectively 36.7% and
33.3% of patients reported reduced quality of life.

For QUAL-E, more than 50% of the population reported good
feelings in the two dimensions: Relationship with Healthcare System
and Life completion. A high sub-score on the Symptoms domain
reflects poor health status (pain, discomfort, fatigue...) and a high sub-
score in the Preparation domain demonstrates certain worries (future,
financial, dependence). The median sub-score for the Symptoms and
Preparation domains were respectively 15 (5-20) and 20.5 (10-33).

Thus, according to these results, some patients needed help
on several dimensions. The use of the two questionnaires enabled
caregivers to identify patient difficulties and to modify health care
(psychological and social support, pain...).

The two questionnaires were well accepted by the patients as well.
Indeed, few items were frequently classified as complicated and/or
disturbing. In general, patients were open to communicating with the
medical team about their QoL. Some of them even proposed new topics
such as elements in their background or personal history that could
have caused the disease, health care relationships and death. We believe
that via these new topics the patients were trying to obtain answers. For
factors contributing to causing the disease, the question for patients
was whether the environment, food, household products and other
products, or cosmetics could have caused their cancer. For Death, they
probably they needed as much information as possible in order not to
be afraid of the moment (feelings, pain, mental state...).

For the topic of health care relationships, addressed by the
QUAL-E questionnaire, we believe that patients wanted to talk about
their caregivers in more detail (nurses...).

This first step of the study highlighted the importance for patients
of being helped with reading or writing to complete the questionnaires.

These aspects confirmed that in palliative setting, face-to face-
interview seem the best option for the patient. Moreover these QoL
questionnaires could be used as a communication tool to facilitate
discussion about difficult subjects that the patient and/or the clinician
would not have discussed spontaneously [35]

From these results, a randomized multicentre cohort study is
underway for the psychometric validation of the French versions of
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QUAL-E and MVQOLI. The main criterion to assess the reliability of
the questionnaires is their reproducibility (test-retest method) using
intraclass correlation coefficients. Under the assumptions considered
and considering the number of dimensions for each questionnaire
for which intraclass correlation coefficients will be calculated, it is
necessary to include 372 patients. To conduct a complete psychometric
validation, other specific objectives such as sensitivity to change,
discriminant abilities and convergent validity are being investigated.

The cohort study has been underway since November, 2011

Conclusion

We found that the MVQOLI and QUAL-E questionnaires are both
valid and usable for assessment of palliative advanced cancer patient

Qol.

The two questionnaires in their French version were well accepted
by both patients and healthcare professionals, making it reasonable to
conclude that the questionnaires are culturally adapted for the French
environment. A cohort study will enable us to validate the psychometric
properties of these two questionnaires. This cohort study is underway.
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