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Abstract

Introduction and hypothesis The Prolapse Quality of Life (P-
QOL) questionnaire is a specific health-related quality of life
(HRQL) instrument to assess the impact of POP on women. It
has been validated in English-speaking women and to date has
been translated into several other languages. However, cur-
rently there is no Spanish translation of the P-QOL question-
naire. The aim of this study was to translate the P-QOL
questionnaire into Spanish and to assess its feasibility, validity,
and reliability.

Methods Following a forward- and back-translation of the
original English P-QOL questionnaire into Spanish language,
the translated questionnaire was reviewed by a group of
patients as well as an expert panel to assess its
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comprehensibility. In this cross-sectional study women with
POP symptoms were recruited from a tertiary referral teaching
hospital. Women were defined as symptomatic if they report
feeling a lump/bulge/pressure in the vagina. The Spanish
translated P-QOL questionnaire was self-administered to all
women. Reliability, content, and construct validity were eval-
uated using the Cronbach’s alpha coefficient, ANOVA, and
Spearman’s correlation tests.

Results One hundred and twenty-eight women were studied.
There were no missing items. The Cronbach’s alpha ranged
from 0.626 to 0.866 across domains, demonstrating the good
reliability of the Spanish P-QOL. The severity of symptoms
was related to the worst quality of life, but the severity of POP
was not related to poorer QoL.
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Conclusions The Spanish translated version of the P-QOL is a
reliable, consistent and valid instrument to assess symptom
severity and QoL impact in Chilean women with POP.

Keywords Quality oflife - Pelvic organ prolapse -
Questionnaire - Validity - Reliability

Introduction

Pelvic organ prolapse (POP) prevalence is estimated in
2.04 per 1,000 women annually [1]. The risk of devel-
oping POP increases with age and parity [2—4], and the
lifetime probability of undergoing prolapse repair is
about 11 % [4]. POP symptoms and quality of life
(QoL) are key factors in treatment decision [5-7]. It
has been shown that POP may cause personal, physical
and role limitations in daily activities [8, 9]. Depres-
sion, poor self-image and an impairment to participate
in social activities have been also reported in women
with POP [8]. Bladder, bowel, and sexual symptoms
are often associated and a higher frequency of these
symptoms correlates with a worsened QoL [8, 10]. The
global impact of POP on QoL has been established as
moderate, regardless of the prolapse stage [11].

Several questionnaires are used to measure QoL in
women with pelvic floor dysfunction [12—15]. In a recent
review, Al-Badr [14] identified four instruments specifi-
cally designed or adapted to evaluate quality of life in
women with pelvic organ prolapse: the Pelvic Floor Dis-
tress Inventory (PFDI), the Pelvic Floor Impact Question-
naire (PFIQ) [16], the Prolapse Quality of Life (P-QOL)
[6], and the electronic Personal Assessment Questionnaire
Pelvic Floor (ePAQ-PF) [17]. These instruments focus
mainly on bowel and urogenital symptoms and their re-
lated burden (Table 1), with the exception of the P-QOL,
which is focused rather on general health, with nine
dimensions or domains measuring everything from phys-
ical limitation to emotions. It is also the shortest ques-
tionnaire, with 20 items.

The P-QOL was developed in 2005 specifically for
women with POP regardless of the stage of their dis-
ease. It has already been cross-culturally adapted and
validated in several languages [18-25]. Although ap-
proximately 406 million people worldwide speak Span-
ish, the P-QOL has not yet been validated in the
Spanish language. The aim of our study was to devel-
op a Spanish version of the P-QOL that proves con-
ceptual equivalence with the original version, and also
to assess its reliability and validity among Chilean
women.

@ Springer

Materials and methods
P-QOL

The P-QOL was designed to assess the severity of POP
symptoms and their impact on a woman’s QoL. It covers the
following nine domains: general health (1 item), prolapse
impact (1 item), role (2 items), physical (2 items) and social
limitations (3 items), personal relationships (2 items), emo-
tions (3 items), sleep/energy (2 items), and severity measure-
ment (4 items). The answers were categorized using a four-
point Likert scale: “none/not at all,” “slightly/a little,” “mod-
erately,” and “a lot.” A score was calculated for each domain
ranging from O to 100. A higher score indicates a greater
impairment of quality of life [6].

In addition to the QoL items, the P-QOL also includes 18
symptom questions: 11 urogenital (bladder, sexual) and 7
bowel. Response options are on a five-point Likert scale,
which includes the same four options as used for QoL items
plus a “not applicable” option if the women do not have the
symptom [6]. These symptom questions do not compose any
dimension or score.

Adaptation of the P-QOL into Spanish

A standard method [26] for the adaptation process was used,
following recommendations of the P-QOL developer. First,
the Spanish translation of the original English version of the P-
QOL was carried out separately by two nurse-midwifes, with
a high level of fluency in English. Second, a Spanish version
was approved by the two nurse-midwifes after assessing the
differences compared with the initial translation. Third, two
other bilingual English-Spanish nurses translated the consen-
sus Spanish version of the P-QOL questionnaire back into
English. The original and back-translated versions were then
checked for discrepancies by the researchers and referred to
the original developer of the P-QOL for review. Since no
changes were introduced by the original author, this version
was considered the first Spanish version.

Finally, this first Spanish version was reviewed by a mul-
tidisciplinary panel of ten Chilean experts in this field
(urogynecologists, nurses, midwifes, and psychologists),
who evaluated the suitability of the item content, applying
the Content Validity Index [27]. According to the panel’s
recommendation, the term “your prolapse” was replaced with
“the prolapse.” The mean of the Content Validity Index for the
whole instrument was 0.9. Only two items obtained an index
lower than 0.7, the standard proposed.

The second Spanish version of P-QOL was then interview-
administered to 10 women with symptomatic POP (aged 45—
70 years). All versions administered to the patients were
printed in large letters (16 points) to help women with poor
vision, as was done in the original version. The aim of the
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interview was to assess the understanding of questions and
response options. Women were encouraged to express any
difficulties experienced when completing the questionnaire.

Study design and participants

This was a cross-sectional observational study carried out at
the urogynecology unit of a Chilean University hospital be-
tween June and December 2011. Only women aged 18 years
old and older, who consented to participate in the study, and
who had been sexually active during the 6 months before
enrolment were included. Women with neurological diseases
and/or those who had undergone previous surgery for POP or
stress urinary incontinence were excluded. The protocol was
approved by the Institutional Review Board of the hospital
and the Nursing School of the Pontificia Universidad Catdlica
de Chile. All participants gave their written informed consent.

Clinical characteristics were obtained from medical re-
cords, including: comorbidities, onset of symptoms, parity,
mode of delivery, maximum newborn weight, and stage of
the disease according to the Pelvic Organ Prolapse Quantifi-
cation (POP-Q) system [28]. Women were asked to self-
complete socio-demographic characteristics and the Spanish
version of the P-QOL in private.

We classified the severity of symptoms according to the
responses to the 18 urogenital and bowel questions. “Mild”
describes a woman who answered “none” or “slightly” to all
questions; “moderate” describes a woman who answered
“moderately” to at least one question; and “severe” describes
a woman who answered “a lot” to at least one question.*

Statistical analyses

Socio-demographic and clinical characteristics of the sample
were measured using descriptive tests. The distribution of
scores for the P-QOL questionnaire was evaluated by calcu-
lating the following: mean (standard deviation [SD]); propor-
tion of patients with a missing item; observed range; and the
proportion of patients with the worst and the best possible
scores (floor and ceiling effect). The reliability was evaluated
by Cronbach’s alpha coefficient, which assessed internal con-
sistency. Adequate alpha values should be>0.70, and values>
0.80 were considered to be excellent [26].

Since construct validity is the extent to which scores dem-
onstrate expected logical relations with other variables, the
following two approaches were applied: first, to assess known
group patterns based on the severity of urogenital and bowel
symptoms, the mean scores of the P-QOL domains and 95 %
confidence intervals (95 % CI) for each severity group were
depicted on two separate bar charts; and second, another bar
chart was also constructed with mean P-QOL scores and 95 %
CI for POP-Q stages. Mean differences in the P-QOL among
these groups were tested by analysis of variance (ANOVA)
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and the magnitude of the difference between extreme groups
was measured by an effect size coefficient (difference in mean
scores between groups/pooled SD: content validity). Finally,
to follow the assessment procedure of the original question-
naire and other countries’ adaptations as closely as possible,
the Spearman’s correlation coefficients between POP-Q stage
and P-QOL scores were calculated (construct validity) and
compared with previously published results. Data were ana-
lyzed using SPSS 19.0 software and reliability using SAS 9.2
software.

Results

One hundred and twenty-eight patients met the inclusion
criteria and were included in the study. Mean age was
53.1 years (SD=9.8). POP symptoms onset had a median of
24 months. Socio-demographic and clinical characteristics are
shown in Table 2.

The distribution characteristics and reliability of the P-
QOL scores are shown in Table 3. There were no missing

Table 2 Socio-demographic and clinical characteristics (n=128)

Characteristic N=128
Age in years, = SD 53.1+£9.8
Educational level (%)
Elementary or without studies 78 (60.9)
Secondary 41 (32)
University 9(0.7)
Occupation (%)
Housewife 67 (52.3)
Employed 55(42.9)
Unemployed 5(3.9)
Other 1(0.7)
Partner (%)

Yes 117 (91.4)
No 11 (8.5)
Years of cohabitation, + SD 25.41+13

Parity, median (IQR) 32
Type of delivery, frequency (%) n=188
Vaginal 72 (61.7)
Forceps 41 (22.3)
Cesarean section 30 (15.9)
Maximum newborn weight, = SD 3.749+463 g
Prolapse stage (%)
0 1(0.8)
1 6 (4.7)
I 65 (50.8)
11 49 (38.3)
v 7(5.5)
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Table 3 Distribution and reliability of the Spanish P-QOL (n=128)

Scales Number of items ~ Mean  SD Observed range  Floor (%) ®  Ceiling (%) ®  Cronbach’s alpha
General Health Perceptions (GHP) 1 53.5 (22.3) 0-100 7.8 23 —
Prolapse Impact (PI) 1 75.5 (28.5) 0-100 51.6 1.6 -

Role Limitations (RL) 2 55.3 (38.0) 0-100 29.7 19.5 0.844
Physical Limitations (PL) 2 55.5 37.1) 0-100 23.4 20.3 0.781
Social Limitations (SL) 3 32.6 (33.6) 0-100 7.0 359 0.839
Personal Relationships (PR) 2 51.2 (37.0) 0-100 244 20.3 0.844
Emotions (E) 3 56.9 (34.3) 0-100 242 7.8 0.866
Sleep/Energy (S/E) 2 51.4 (32.6) 0-100 17.2 11.7 0.728
Severity Measures (SM) 4 47.1 (25.9) 0-100 39 3.1 0.626

SD standard deviation
 Proportion of patients with best (ceiling) and worst (floor) quality of life

items. The ceiling effect percentage was low in almost all
domains, but the floor effect percentage was higher than
20 % for 5 of the 9 domains: prolapse impact, role limitations,
physical limitations, social limitations, personal relationship,
and emotions. The reliability of the questionnaire achieved a
Cronbach’s alpha value greater than 0.7 in all domains except
for the severity measures domain (0.63).

The association between P-QOL domain score and urogen-
ital and bowel symptoms is shown in Figs. 1 and 2. Figure 1
shows the mean and 95 % CI for groups of “mild or moderate”
and “severe” urogenital symptoms. Owing to the low number
of women with mild urogenital symptoms (n=4), they were
combined with those reporting moderate symptoms. The
mean score for each P-QOL domain was significantly lower
(better QoL) for women with mild/moderate urogenital symp-
toms than for those with severe symptoms. Effect size coeffi-
cients of the severity groups ranged from 0.57 to 1.09.

The construct validity is shown in Fig. 3. It shows mean
scores of the P-QOL for each POP-Q stage. Mean interval
between POP-Q and P-QOL response was 3 months. Stage 0
was combined with stage I because there was only one woman
with this stage. Mean scores were above 50 in most of the

domains, regardless of the POP stage. Statistically significant
differences among stages were found for four domains: pro-
lapse impact, personal relationships, emotions, and severity
measures.

Spearman correlations (calculated with the whole sample)
between POP-Q stages and P-QOL domain scores ranged
from 0.01 to 0.19. The correlation coefficients reported by
the original P-QOL and other countries’ versions are also
shown in Fig. 3.

Discussion

A valid, reliable, and culturally adapted questionnaire to mea-
sure QoL is mandatory for the assessment and management of
women with POP symptoms in both clinical and research
practice [7]. This study supports the use of the Spanish P-
QOL to assess the impact of POP on QoL. It has proven to be
well accepted, reliable, and valid.

The absence of missing values suggests the easy comple-
tion and good acceptability of the Spanish P-QOL version
among Chilean women, in particular, thinking that the

Fig. 1 Health-related quality of
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Fig. 2 Health-related quality of life impairment according to the severity
ofthe bowel symptoms (n=128). Each bar shows the P-QOL mean scores
(95 % confidence interval) according to each group of severity symptoms.
Diagonal line represents mild symptoms, dotted bar represents moderate,

Hospital Sotero del Rio, which is the biggest hospital of the
south zone of Santiago de Chile, receives the low-income

and horizontal line bar represents severe symptoms. Below, ES to sever-
ity difference is shown. Asterisks indicate domains with statistically
significant differences

population of the metropolitan area, with a basic to medium
educational level, as patients. The good acceptability is also

Fig. 3 Distribution of P-QOL
score and Spearman’s coefficient
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Chile -0.06 -0.16 -0.08 -0.07 -0.18 -0.16 -0.07 -0.19 0.01 128
Australia 0.17 0.08 0.23 0.12 0.12 -0.36 0.08 0.28 0.21 45
Holland 0.04 0.09 -0.07 -0.01 -0.01 0.11 -0.02 0.01 0.12 155
Original 0.11 0.52 0.53 0.56 0.48 0.57 0.49 0.39 0.59 155
Brazil 0.02 0.49 0.39 0.31 0.35 0.35 0.36 0.37 0.41 98
Turkey 0.55 0.44 0.55 0.52 0.53 0.5 0.46 0.53 0.62 145
Italy 0.31 0.71 0.63 0.6 0.58 0.58 0.61 0.54 0.63 126
Iran 0.45 0.48 0.37 0.29 0.18 0.04 0.05 0.32 0.48 124
Slovakia 0.25 0.44 0.58 0.58 0.62 0.45 0.45 0.44 0.45 50
Thailand 0.27 0.57 0.39 0.43 0.4 0 0.39 0.26 0.53 155

r: Spearman Coefficient

* : Domains with statistically significant difference
n: sample used to calculate of Spearmarrelation
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supported by the expert panel evaluation, which considered it
highly relevant, with a content validity index mean of 0.9. The
two items with an index below the standard proposed of 0.7
(“Does your prolapse affect your sleep?” and “Do you use
tampons/pads/firm knickers to help your prolapse problem?”),
both ranked 0.67, were left in the Spanish version P-QOL for
consistency across translations.

The high internal consistency measured using the
Cronbach’s alpha coefficients indicates good reliability. These
coefficients ranged from 0.73 to 0.87, except for the severity
measures domain, which achieved a coefficient of 0.63. These
are very similar to the values over 0.8 reported for the original
P-QOL questionnaire [6] and other countries’ versions [18,
25, 29]. The Brazilian [21] and Thai [24] versions were the
only two reporting a lower Cronbach’s alpha coefficient for
the severity measures domain (0.7), which was close to our
result.

The pattern of P-QOL scores observed across severity
groups suggests that the questionnaire is useful for assessing
QoL in women with different symptom severity. The good
discrimination capability among urogenital and bowel symp-
tom severity groups supports its high construct validity. Effect
sizes were large in almost all domains for groups defined by
urogenital and bowel symptom severity. These results are in
line with differences reported between asymptomatic and
symptomatic women using the original P-QOL [6] and other
countries’ versions [18, 21-25]. Similar to the Brazilian and
Persian validations [21, 25], the general health perception
domain showed poor differences among groups based on
symptom severity, with moderate effect sizes (0.57 and
0.55). Since the general health perception is not specifically
focused on POP, it could be related to other pathological
conditions or life events.

Poor correlations between P-QOL domains and POP-Q
stages found in our sample merit a comment because these
correlations were stronger in the original P-QOL study [6],
ranging from 0.11 to 0.59, as well as in most studies with other
countries’ versions [19, 22, 25]. However, results from the
Australian (range —0.36, 0.28), Dutch (range —0.07, 0.12), and
Persian (range 0.04, 0.32) P-QOL were similar to ours. Pre-
vious studies showed contradictory findings regarding the
relationship between POP stage and QoL using other ques-
tionnaires. Some authors report worse QoL in patients with
more severe POP [23, 30], while others report the opposite [5,
11]. Further research analyzing factors that help to understand
this relationship is needed.

The results of this study should be interpreted taking into
account some limitations. First, all women in our sample were
symptomatic for POP, which differs from other validations
[21-25] that included asymptomatic women as a control
group. We do not have an asymptomatic group because all
women were referring to treatment decisions; however, we use
symptom severity to compare mean differences on P-QOL.

Secondly, POP-Q was no carried out by the research team at
the same moment of the P-QOL completion. It was extracted
from the medical records, but only in a few cases was there
more than a 6-month interval between the P-QOL and the
POP-Q (mean 3 months). This may partly explain the poor
correlation between QoL domains and POP-Q. Finally, we
need to remark that the cross-sectional design of the study did
not allow reproducibility, responsiveness or reliability to be
assessed in terms of test—retest. Future longitudinal studies of
the Spanish version to test stability and sensitivity to change
over time are needed.

In conclusion, these results provide considerable support to
the appropriate metric properties of the Spanish P-QOL. It is
easy to understand and self-administer by literate women. At
the same time, comparison with the original English version
shows that it is similarly reliable and valid, suggesting that the
adaptation method followed might have yielded an equivalent
version. Moreover, findings support the P-QOL as an appro-
priate and valuable tool for assessing QoL in Chilean patients
within the whole severity range. The fact that it has been
possible to adapt it for several countries reinforces the scope
of P-QOL use in international studies.
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