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Abstract

Objective: To determine the psychometric properties of the Thai version of International Consultation on

Incontinence Questionaire - Vaginal Symptoms (ICIQ-VS).

Methods: This was a cross-sectional, observation study. Women who attended the urogynecology clinic,
whether or not they complained of vaginal symptoms, were enrolled. Participants completed the Thai
version of ICIQ-VS before being examined by the gynecologists according to the Pelvic Organ Prolapse
Quantification system. About 2 weeks later, the participants who had no treatment returned to the clinic

for completion of the retest questionnaire.

Results: Eighty-six women with a mean age of 54.4 years were recruited. The final Thai version of
ICIQ-VS was developed. It demonstrated good psychometric properties (validity and reliability). With
regard to the construct validity, there was statistically significant difference between the symptomatic
group (ICIQ-VS 5a > 0) and the asymptomatic group (ICIQ-VS 5a = 0) as assessed by vaginal symptom
score (VSS) (P < 0.001), sexual matter score (SMS) (P < 0.001) and quality of life (QoLS) (P < 0.001). The

test-retest reliability was considered moderate to excellent for all questions.

Conclusion: The Thai version of ICIQ-VS was successfully validated and could assess the severity of

pelvic organ prolapse according to the questionnaire score.

Keywords: ICIQ-VS questionnaire, pelvic organ prolapse, vaginal symptom

Corresponding Author: Manonai J, MD
Department of Obstetrics & Gynaecology, Faculty of Medicine Ramathibodi Hospital, Mahidol University,
Bangkok 10400, Thailand E-mail address: jittima.man@mahidol.ac.th Tel+662-2012167 Fax +662-2012579



&

Introduction

Pelvic organ prolapse is a common, distressing
and disabling condition affecting a general female
population all over the world"®. It has been found
that the prevalence of pelvic organ prolapse is 43.3%
and 70% among Thai women attending a menopause
clinic and elderly Thai women, respectively®®.

Pelvic organ prolapse often leads to a variety of
vaginal symptoms such as the feeling of pressure or
bulge, pain or painful intercourse, urinary and bowel
symptoms®. Many women with vaginal symptoms
hesitate, or are embarrassed to visit their doctors,
resulting in the delay in diagnosis and treatment.
Consequently, it decreases the quality of life of all
affected women. The use of a questionnaire seems
to be an appropriate method for symptom and quality
of life assessment in the primary and the secondary
care settings. The International Consultation on Incon-
tinence (ICl) has developed the International Consul-
tation on Incontinence Questionaire - Vaginal Symp-
toms (ICIQ-VS) for assessing the severity of pelvic
organ prolapse and vaginal symptoms. It has been
exhaustively tested and is ready to be used in origi-
nal English version”. Then, it was translated into the
Portuguese version® and the German version®.

To date, a fully validated vaginal symptoms
questionnaire is lacking in Thailand. The objective of
this study was to translate the ICIQ-VS from original
version into Thai version and cross culturally adapt
and validate to assess the severity of pelvic organ
prolapse and vaginal symptoms, sexual matters and

quality of life (QoL) among Thai women.

Material and Method
Study population, data collection and analysis
An observational, cross-sectional study was

conducted at the Faculty of Medicine Ramathibodi
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Hospital, Bangkok, Thailand from October 2009 to
February 2010. The inclusion criteria were women
older than 18 years who attended the urogynecology
clinic and gynecology clinic for any reasons. The
exclusion criteria were pregnancy, postpartum
period, and women who could not lie in supine litho-
tomy position and those who could not present
mental capacity to complete the questionnaire. The
protocol was approved by the Ethical clearance
committee on human rights related to researches
involving human subjects, Faculty of Medicine Rama-
thibodi Hospital, Mahidol University and all women
gave written informed consent before entering this
study.

At baseline, demographic and clinical data were
collected. The Thai version of ICIQ-VS was self-
administered by participants. All participants were
examined by the gynecologist according to the
Pelvic Organ Prolapse Quantification system (POP-
Q)"?. About 2 weeks later, the participants who had
no treatment with either medical or surgical method
returned to the clinic to complete the retest ICIQ-VS.
For the participants who could not read or write, their

relatives helped them to complete the questionnaire.

Questionnaire

The ICIQ-VS is a self-completed questionnaire
from the ICIQ modular questionnaires ICIQ Study
Group for comprehensive assessment of severity
and impact of vaginal symptoms with related sexual
matters in pelvic floor dysfunction. It is composed of
14 questions divided into three parts, each with an
independent score. The first part contains 8 items
related to vaginal symptoms, the vaginal symptom
score (VSS) has a possible minimum of 0 and maxi-
mum of 53. The second part contains 3 items related

to sexual matters; the sexual matter score (SMS) has
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a possible minimum of 0 and a maximum of 58. The
last part contains 1 item related to quality of life; the
quality of life score (QoLS) has a possible minimum
of 0 and maximum of 10. In general, vaginal symp-
tom and sexual matter items use 4- or 5-point
response frame and the problem sub question an
11-point scale. The score increases in relation to the

severity of the symptoms"”.

Translation and cultural adaptation

Two independent native Thai speakers, who
were fluent in English, made two Thai versions of
ICIQ-VS. After the most appropriate wording had been
selected in the common Thai version, another two
independent people who were proficient in English
and blinded to the aim of the study back translated
the reconciled Thai version into English. The back-
ward translation was reviewed by the ICIQ Research
group to ensure that the original content was re-
tained.

After the Thai version of ICIQ-VS was produced,
it was piloted by 10 people to ensure that the
wording was simple for the reader to understand.
Adjusted base on their feedback, while maintaining
the meaning and content of original items, the final
Thai version of ICIQ-VS was produced and ready to

be used for this study.

Psychometric testing

Sampling methods were employed to test and
evaluate the Thai version questionnaire. A sample
from urogynecology clinic attendees with varying
degree of pelvic organ prolapse and a randomly
selected hospital-base sample of women of varying
age from the gynecology clinic were recruited.

The patients were divided into 2 groups ac-

cording to vaginal symptom of pelvic organ prolapse

4

in question 5a (Are you aware of a lump or bulge
coming down in your vagina?) as symptomatic group
(ICIQ-VS 5a > 0) and asymptomatic group (ICIQ-VS
5a = 0)".

The following psychometric properties of ICIQ-

VS questionnaire were assessed.

Validity analysis""®

Content validity The assessment of whether
the questionnaire makes sense to being measured
and used in clinical area. The indicators were response
rates and level of missing data.

Construct validity The ability of the question-
naire to reflect the presenting symptoms and the theory
was examined. It was assessed by comparing symp-
tom scores between the two groups (Mann Whitney
U test).

Criterion validity The ability of the question-
naire to reflect the severity of objective vaginal exami-
nation (POP-Q stage) with the level of the vaginal symp-
toms was assessed by comparing the symptom score
from the questionnaire with POP-Q stage in the symp-

tomatic group (Spearmen’s rank correlation).

Reliability analysis

Internal consistency The correlation between
the items was assessed, the calculation of Cronbach’s
alpha coefficient of > 0.7 has been recommended as
acceptable™'?.

Stability The assessment of individual response
to questionnaire items over a period of time (using
2-week test- retest analysis) was performed using
the intraclass correlation coefficient. During this
period, all women in this study were untreated for
their pelvic floor symptoms.

The sample size was determined by difference

of means of 7.23 from the previous study” and set-
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Table 1 Demographic data of participants (n=86)
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Characteristics

Symptomatic

Asymptomatic

(n=43) (n=43)

Age (years), mean + SD 60.60 + 13.91 4828 + 12.23
BMI (kg/m®), mean + SD 2499 + 3.89 24.76 + 3.16
Parity, median (min, max) 2.00 (1,7) 2.00 (1,7)
POP-Q stage; N (%)

0 0 (0) 0 (0)

I 5 (11.6) 24 (55.8)

Il 7 (39.6) 19 (44.2)

Il and IV 21 (48.8) 0 (0)

BMI, body mass index; POP-Q, Pelvic Organ Prolapse Quantification system

ting an a (error type 1) of 5% and a § (error type Il)
of 0.10. Thus, a minimal sample size of 34 women
was obtained.

Descriptive analysis was performed by means
of the frequencies of the category variables. The data
analysis was performed using SPSS for Windows

version 11.5.

Results

Eighty-six women from urogynecology clinic and
gynecology clinic were enrolled. All women had had
sexual intercourse and were older than 18 years. There
were 43 women in symptomatic and 43 women in
asymptomatic groups (divided into 2 groups by score
of ICIQ-VS 5a > 0 and = 0). All of them completed
the retest questionnaire within 2 weeks. During this
period all participants were untreated for any pelvic
floor symptoms. There were 3 women who could not
read or write. Two of them were illiterate and the
other one had poor eyesight.

The demographic data are shown in Table 1.
For the symptomatic group, the mean age was 60.6
years, mean BMI was 24.99 kg/m®, median of parity

was 2 and number of forceps extraction was 1 (2.3%).

For the asymptomatic group, the mean age was 48.28
years, mean BMI was 24.76 kg/m’, median of parity
was 2, number of forceps extraction was 2 (4.7%)
and number of C/S was 4 (9.3%).

In the symptomatic group, 46.6% demonstrated
stage 3 and 4 on POP-Q exam while all patients in
the asymptomatic group were in stage 1 and 2. There

was no woman in stage O.

Psychometric testing

All of the women could understand all items in
the questionnaire and almost all of them could com-
plete the questionnaire by themselves except three
women who were illiterate or could not read or write
due to her visual problem. However, they could com-
plete the questionnaire after their relatives, who were
unfamiliar with the concept of this questionnaire, read
the questions for them.

Content validity The vaginal symptoms items
demonstrated a very low level of the missing data
(0.082% for only question 6). There were no missing
data in item of sexual matters in sexual active women
only (n= 46), but the QoL part had the highest miss-
ing rate (0.164%, 2 of the 86 women) (Table 2).
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Table 2 Content validity (n=86)

Question % of missing data
1 0
2 0
3 0
4 0
5 0
6 0.082
7 0
8 0
9 0
10 0
11 0
12 0
13 0
14 0.164

Table 3 Construct validity (n=86)

Symptomatic group

Asymptomatic group

Score P value
Mean (median) Mean (median)

VSS 24.47 (24.00) 7.53(7.00) < 0.001

SMS 29.67 (19.50) 10.57(0.00) < 0.001

QoLS 5.58 (5.00) 1.45(0.00) < 0.001

VSS, vaginal symptom score; SMS, sexual matter score; QoLS, quality of life score

t-test

Construct validity There was a statistically sig-
nificant difference between the symptomatic group
and asymptomatic group assessed by VSS (P < 0.001),
SMS (P < 0.001), and QoLS (P < 0.001) (Table 3).

Criterion validity Among symptomatic women,
there was a strong correlation between the score
of VSS, SMS and QolLS with the POP-Q stage,
(P < 0.05). In Table 4, women with advanced pelvic
organ prolapse had higher scores in all items.

Internal consistency The ICIQ-VS items con-

cerned with vaginal symptoms, sexual matters with

impact on QoL which were significantly correlated
with 8 items (Cronbach’s alpha coefficient) in VSS
(0.75) and 3 items in SMS (0.75), thus, showing good
internal consistency.

Stability The test-retest analysis was moderate
to excellent for all items. For items using 4- or 5-
point Likert response frames, the interclass correla-
tion coefficients (ICC) ranged from 0.61-0.99. For the
item using 11-point visual analog scale to reflect the
relation to the impact on QoL with ICC ranging from

0.77-0.97 as shown in Table 5. The mean of VSS for
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Table 4 Criterion validity (n=43)
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POP-Q stage
ICIQ-VS score 1 2 3+4 sce P value
median range median range median range
VSS 18.00 13-33 21.00 10-33 27.00 6-53 0.591 0.000
SMS 17.50 17-53 18.00 0-58 57.00 19-58 0.377 0.001
QoLS 2.00 0-5 4.00 0-10 9.00 2-10 0.603 0.000

VSS, vaginal symptom score; SMS, sexual matter score; QoLS, quality of life score; SCC, Spearman’ rank correlation coefficient

Table 5 Test-retest analysis (n=86)

Question ICC 95%ClI

ICIQ-VS1 0.63 0.30, 0.79
ICIQ-VS2 0.80 0.63, 0.89
ICIQ-VS3 0.61 0.28, 0.79
ICIQ-VS4 0.63 0.32, 0.80
ICIQ-VS5 0.73 0.50, 0.85
ICIQ-VS6 0.87 0.76, 0.93
ICIQ-VS7 0.84 0.71, 0.91
ICIQ-VS8 0.74 0.52, 0.86
ICIQ-VS9 0.77 0.65, 0.85
ICIQ-VS10 0.95 0.93, 0.97
ICIQ-VS11 0.94 0.84, 0.97
ICIQ-VS12 0.94 0.84, 0.98
ICIQ-VS13 0.98 0.96, 0.99
ICIQ-VS14 0.99 0.98, 0.99
VSS 0.83 0.68, 0.91
SMS 0.97 0.92, 0.98
QoLS 0.96 0.93, 0.98

VSS, vaginal symptom score; SMS, sexual matter score; QoLS, quality of life score; ICC, intraclass correlation coefficient

the 1* test was 16.00 (range 0-53) and the retest was
14.82 (range 0-44). The mean of SMS for the 1 test
was 18.04 (range 0-58) and the retest was 16.70 (range
0-58). The mean of QoLS for the 1% test was 3.59
(range 0-10) and the retest was 3.43 (range 0-10).

Discussion
The ICIQ-VS questionnaire is a simple, robust
and widely applicable self-completion questionnaire
to assess vaginal symptoms and sexual matters and

their impact on QolL, in particular those of pelvic
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organ prolapse. Even though English is the second
language and widely used among Thais, some of
them, especially the elderly cannot communicate in
English. Therefore, translation and validation of the
English original version of the ICIQ-VS for Thai women
is crucial. It might be of use in routine clinical prac-
tice for patient evaluation in the primary and secon-
dary care settings in Thailand.

Pelvic organ prolapse is a common condition
among Thai women, especially in menopausal and
elderly women™®. Generally, the diagnosis and seve-
rity of the condition must be assessed by physicians,
but the impacted patients are usually embarrassed
to see the doctor. As a result, it limits early detection
and treatment of pelvic organ prolapse including the
survey of prevalence in epidemiological research. The
International Consultation on Incontinence Research
Group has previously developed ICIQ-VS self-com-
plete questionnaires in its original English version.
This instrument aimed to evaluate the vaginal symp-
toms, sexual matters and the impact of this symptom
on the quality of life among women with this condi-
tion. It exhibits high criteria for validity, reliability and
sensitivity to change by demonstrating well to excel-
lent psychometric properties both in the original
English version, the Portuguese and German version”.
The Thai version of ICIQ-VS was also proved to be
easy to understand and answer in this study. More-
over, it can be used to assess a comprehensive range
of vaginal symptoms and sexual matters and their
impact on the QoL, in particular, those with pelvic
organ prolapse. This questionnaire can be helpful to
identify women with pelvic organ prolapse for early
treatment and to verify a general practitioner’s diag-
nosis of a prolapse.

The translation process had no issues of con-

cern; all forward and backward translations were con-

sistent with each other and with the original version.
To accomplish the research objectives in illiterate or
poorly eye-sighted women and to ensure reliable data
collection, a nurse or a relative provided some help
toward completing the questionnaire. This method
has been used in validation studies in developing
countries, where the illiteracy rate is higher than in
developed countries!*'®.

The construct validation distinguished differences
in ICIQ-VS scores between the symptomatic (ICIQ-
VS 5a > 0) and the asympmatic (ICIQ-VS 5a = 0)
women. The criterion validation showed strong and
positive correlation between the severity of VSS, SMS
and QoLS, and the vaginal examination findings, as
assessed by the POP-Q stage. Women with more
advanced stages of POP scored higher than did
women with minimal POP stage. Therefore, the Thai-
version ICIQ-VS questionnaire truly measures the both-
ersome vaginal and sexual symptoms including the
impairment on the QoL due to pelvic organ prolapse.
These results are different from the Portuguese ver-
sion, which does not show the correlation between
impairment of sexual symptoms and worsening of
POP stage®.

Internal consistency was > 0.7 for the vaginal
and sexual symptoms and was considered accept-
able. Interestingly, the test-retest coefficient in the
Thai version was higher than that in the Portuguese
version®. This disparity might be due to a difference
in the re-test interval, which was 3 weeks in the
Portugese version and 2 weeks in the Thai version.

One of the limitations of this study might be in
relation to the schooling of the sample population
from the hospital in the central region. The culture in
the central region is different from others (Eastern,
Northern, Northeastern and Southern regions). For

that reason the questionnaire should also be tested



in population in the different regions of Thailand for
wider use in Thailand. In addition, this study did not
include the estimate of the magnitude of the change
or sensitivity to change after surgical treatment
for pelvic organ prolapse. Further studies should be
performed to test sensitivity to change after treat-
ment in benefit for use the questionnaire to report on
the result of treatment.

In conclusion, we have shown that the Thai

version of ICIQ-VS questionnaire was successfully
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validated for Thai women. It can become a practical
instrument for assessing the severity of POP-Q stage
and vaginal symptom score, sexual matter score and
quality of life of women. It is available for use in
epidemiological research and clinical practice in

Thailand.
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