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Adaptation and validation of an Italian version
of the Prostate Cancer Specific Quality
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Abstract. - OBJECTIVE: The Prostate Cancer
Specific Quality of Life Instrument (PROSQOLI)
is a measure of health-related quality of life
(HRQolL) in advanced hormone-resistant pros-
tate cancer. In this study, we aimed at perform-
ing a cross-cultural adaptation and validation of
the Italian version of the PROSQOLI.

PATIENTS AND METHODS: The original ver-
sion of the PROSQOLI underwent several turn-
arounds of translations. A total of 472 patients
treated with radical prostatectomy, radiotherapy
or medical therapy were enrolled for the valida-
tion of the questionnaire.

The PROSQOLI was administered together
with the SF-12. Reliability indexes were calculat-
ed by using Cronbach alpha. To evaluate the va-
lidity of the construct, relationships between
PROSQOLI and SF12 were assessed.

The ANOVA test was used to evaluate the dif-
ferences between groups of patients who had
received different treatments.

RESULTS: The reliability coefficient was 0.91.
Item-to-total correlation indices were in most

cases >0.70. The correlation between the scores
of the PROSQOLI and those of the SF-12 ques-
tionnaire was high (r=0.8139, p<0.0001). The
ANOVA test showed significant differences be-
tween groups (p<0.01) based on age, recurrence
risk and treatment.

CONCLUSIONS: The adaptation process
showed that the PROSQOLI Italian version has
high reliability and presents both convergent
and discriminant validity. This version of the tool
can be used to assess HRQoL in Italian men who
underwent radical treatment for advanced pros-
tate cancer.

Key Words: Prostate cancer, Health-related quality
of life, Patient-reported outcomes, Cross-cultural adap-
tation.

Introduction

Prostate cancer (PCa) is one of the most com-
monly diagnosed tumors representing about 20% of
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all newly-diagnosed cancers'. Between 1990 and
2002, the incidence of PCa increased in major Euro-
pean Countries (Germany, France, UK, Italy and
Spain), likely as a result of the widespread use of
Prostatic-Specific Antigen (PSA) testing and the
rising age of the general population. Italy and Spain
presented the greatest proportional increase in PCa
incidence (141% and 138%, respectively)**. Both
life duration and quality of life should be considered
when patients are treated for PCa, since current
treatment strategies — surgery, radiotherapy, andro-
gen deprivation therapy and chemotherapy — may all
be associated with side effects including urinary,
sexual and bowel dysfunctions, hot flashes, de-
creased sexual desire, and loss of bone density*?.
Therefore, patients’ self-reported health-related
quality of life (HRQOL) represents an increasing-
ly-important clinical endpoint in the management of
patients with PCa’"".

Several assessments tools have been developed
to specifically evaluate HRQoL in men with
PCa'*"; however, they are often not suitable for
use in clinical practice, particularly for elderly
and patients with severe comorbid conditions.

The Prostate Cancer Specific Quality of Life
Instrument (PROSQOLI) is a tool originally de-
veloped as an outcome measure for clinical trials
in advanced hormone-resistant PCa to assess
HRQOL"", The tool was adapted for use in other
languages and cultures'®"”, but not in Italy. This
study aimed at validating the PROSQOLI ques-
tionnaire for future use in Italy, in both in clinical
practice and the experimental setting.

Patients and Methods

Instruments

The PROSQOLI consists of 10 items assessing
the physical limitations in the perceived health
status of the patient (pain, physical activity, fa-
tigue, appetite, urinary problems, and constipa-
tion), their emotional state, their ability to enjoy
social relations and overall health (see' for a com-
plete description of this tool). It is structured in 9
linear analog self-assessment scales (LASA). A
6-point adjectival ordinal scale that assesses the
current intensity of pain is taken from the McGill
Pain Questionnaire's.,

The English version of the PROSQOLI was
translated into Italian and then back translation
was performed. The Italian version was evaluated
by a panel of specialists, including physicians and
psychologists, and by a panel of 10 patients
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recruited through an advocacy association. Minor
changes were implemented in the Italian version,
mostly consisting of a more straightforward
wording in a few items.

In order to assess convergent validity, the
12-Item Short-Form Health Survey (SF-12) was
used'*2.

Study Design

An observational, cross-sectional, multicenter
study was conducted in 21 centers in Italy select-
ed on the basis of the density of the population in
the concerned geographic area. The study was
approved by the Ethical Committee of each Hos-
pital and patients signed an informed consent be-
fore inclusion.

Patients with a diagnosis of locally-advanced
or advanced prostate carcinoma (TNM: T3-T4,
NO-N1, Nx-NO, M0-M1) were included. Exclusion
criteria were as follows: (i) inability to understand
the information given about the study, read and
complete the questionnaires, and give written in-
formed consent; (ii) non-PCa related severe med-
ical conditions.

The patients were enrolled during a routine
follow-up visit at their reference center. The par-
ticipants were asked to fill in the PROSQOLI and
SF-12 questionnaires and to record the time need-
ed to complete them.

The physician recorded, in a Clinical Report
Form, patient’s socio-demographic and clinical data
(duration of disease, urinary symptoms, digital rec-
tal examination results, PSA values and nadir, TNM
staging, Gleason score, treatment details — prosta-
tectomy, radiotherapy, medical therapy type and re-
lated relevant details) as well as pain medication in-
take in the previous 24 hours.

Data Analysis

Descriptive analyses were performed to assess
the percentage of unanswered items, as well as
ceiling and floor effect for each item and for the
entire questionnaire. Reliability was assessed by
calculating Cronbach’s alpha coefficient. Item-to-
total correlation and the exploratory factor analy-
sis of the responses to the individual items of the
questionnaire were performed to evaluate content
validity. Correlations between the PROSQOLI
and SF-12 scores were estimated to assess conver-
gent validity. Discriminant validity was estimated
by using correlations between the scores of the
PROSQOLI and clinical variables.

The total sample was divided into three subsets
based on primary treatment (prostatectomy, radiation
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therapy, medical therapy). Comparisons of the aver-
age scores of the PROSQOLI questionnaire were per- o -
formed for the three groups using ANOVA (Analysis e = T pa Sl bek 3
of Variance), with post-hoc Bonferroni’s correction, '8 £l as g E P % =
or Kruskal-Wallis (non-parametric equivalent), as ap-
propriate. A p-value <0.05 was considered statistical- -
ly significant 88%| gsSsg-g93se
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(BioMedical Data Program) version 8.1.
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of 10 items, the number of missing answers was less
than 1% and in the other + cases it was less than 3%.
Table II reports score distribution and ranges, the
percentage of missing responses, and floor and ceil-
ing effect for each item of the PROSQOLIL

Exploratory factor analysis showed that 56% of
the total variability could be due only to one fac-
tor. The internal consistency Cronbach’s alpha
coefficient was 0.91. Item-to-total correlation in-
dices were in most cases >(.70. The correlation of
the various items with the factor extract through
the analysis (sorted by the rotated factor loadings)
showed that 8 out of 10 items had a correlation
degree > 0.70; for the remaining two items, the
correlation degree was >0.50.

The correlation coefficients between the scores
of the PROSQOLI questionnaire and those of the
SF-12 were high (r=0.8139, p<0.0001).

The results of the ANOVA showed significant
differences between groups (p<0.01). Figure 1
reports PROSQOLI scores by item for each treat-
ment strategy.

The overall sample was analyzed according to
recurrence risk categories (as described by the
NCCN guidelines v.1.2010)*, age, and treatment
strategy (Figure 2). ANOVA showed significant
differences between groups (all p<0.01), thus
lending support to the discriminant ability of the

questionnaire.
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Discussion

The cultural adaptation of the Italian PROSQOLI
version was successfully performed and a sound
version was obtained showing good acceptability,
reliability, construct and discriminant validity.

The aim of the researchers who developed the
original version was to create a tool that could be
easily and repeatedly administered to elderly pa-
tients, often on substantial doses of narcotic anal-
gesics and potentially presenting with language
and intellectual limitations. Lengthy and complex
tools are not suitable in a clinical context due to
both physicians’ time/resources constraints and
patients’ health status and motivation'*!"”. The
adapted version of PROSQOLI resulted as an ef-
fective instrument for assessing HRQoL in men
with advanced prostate cancer in Italy.

An important consideration arising from the
analysis of the results of the study is related to the
time needed for the completion. The average time to
fill in the questionnaire was 316 seconds; this time
seems too long in particular if compared to the aver-
age time taken in Spain (109 seconds). This result
could be due to the fact that the majority of patients
had a low level of education®. This issue is relevant
given that that the questionnaire was developed to
reduce the time needed for completion of other ques-
tionnaires used to evaluate HRQoL in this setting.
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Figure 1. PROSQOLI scores by item for each treatment strategy. p<0.01 for all intra-item comparisons (with the exception of

Item 1, prostatectomy vs radiotherapy).
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Figure 2. Analysis according to recurrence risk categories®, age, and treatment strategy. The Y axis is reported on a
1000-point scale for the sake of clarity. p<0.01 for all comparisons.

The reliability of the Italian version of PROSQO-
LI was high. Unfortunately, the reliability coeffi-
cients of the original English version were never re-
ported; therefore, a comparison is not feasible.
Nonetheless, in our study, the reliability index was
very close to the findings reported in the Spanish
validation (Cronbach’s alpha = .94)'. Moreover,
from a statistical point of view, the lack of homoge-
neity between the original and Italian populations
may be misleading when comparing the psychomet-
ric characteristics of the two questionnaires. In fact,
the population of this study (locally-advanced or
advanced prostate cancer) is slightly different from
the population used in the original study (hormone
resistant/castration resistant and symptomatic dis-
seminated prostate cancer).

Conclusions

In short, the results of the study show the
reliability and validity of the Italian translation
of the PROSQOLI questionnaire, supporting its
use as a measure of the quality of life in pa-
tients with prostate cancer. This tool may find
its application in both clinical practice and na-
tional clinical trials.
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