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Symptoms of incontinence are common, particularly
amongst older people, and, at any age, incontinence
can have a severe impact on the quality of life of
some individuals. A number of treatments for incon-
tinence are available, most of which aim to reduce
the occurrence of incontinent episodes or to limit the
impact of the disorder on everyday life. In research
and clinical practice it is essential that the symptoms
and impact of incontinence can be properly assessed
and recorded. Symptoms of incontinence and their
impact on patients’ quality of life can be assessed in
a number of ways, but the only valid way of measu-
ring the patient’s perspective of their predicament is
through the use of psychometrically robust self-com-
pletion questionnaires. 

In the reports from the First and Second International
Consultations on Incontinence, the impact of incon-
tinence on quality of life and methods of measuring
these factors were described, and a number of ques-
tionnaires with acceptable levels of psychometric
testing were recommended for use in research and
clinical practice. [1] [2] This chapter will summarise
the major findings from those reviews, extend these
with an up-dated systematic review of the literature,
and provide new recommendations for question-
naires developed for use in clinical practice and
research.

In addition, the ICIQ modular questionnaires (sup-
ported by the International Consultation) are presen-
ted in detail and their use evaluated.

A number of different electronic databases were
searched, limited to adults over the age of 18 years
and human studies from January 2001 to June 2004,
including Pub-Med, Medline, PsychInfo, the LOCA-
TORplus database for books, serial titles and audio-
visuals, the Cochrane Library for randomised
controlled trials, and the NLM Gateway database.
The following keywords were used separately and/or
in combination: “urinary incontinence”, “incontinen-
ce”, “questionnaire”, “epidemiology”, “prostate”,
“prolapse”, “fecal”, “faecal”, “bowel”, “anal” and
“quality of life”, “sexual” and “health utilities”.
Questionnaires identified in previous ICI reports
were also searched in PubMed and Medline. A syste-
matic Medline search from 1966 – April 2003 using
the keywords “faecal”, “fecal”, “anal” or “bowel”
with “questionnaire”, “instrument”, “quality of life”,
or “measure” found 58 references. Of these, only six
described questionnaires for use in subjects with fae-
cal incontinence. 

LITERATURE SEARCHING 
STRATEGYBACKGROUND

521

Symptom and Quality of Life Assessment

J. DONOVAN, R. BOSCH

M. GOTOH, S. JACKSON, M. NAUGHTON, S. RADLEY, L. VALIQUETTE

J. E. BATISTA, K. AVERY



Symptoms of incontinence and/or its impact on qua-
lity of life can be assessed in a number of ways. Tra-
ditionally, the clinical history has been used to gain a
summary view of the symptoms of incontinence
experienced by patients and their impact on their
lives. Increasingly, patient-completed methods of
measuring incontinence are being used, including
voiding diaries and questionnaires. A detailed justifi-
cation for the use of questionnaires was provided in
the Second Consultation chapter. [2] In summary,
questionnaires provide a method for the standardised
collection of data from patients relating to inconti-
nence and lower urinary tract symptoms. It is essen-
tial to collect such data from patients as clinicians’
assessments of patients’ quality of life have often
been show to underestimate the degree of interferen-
ce perceived by patients, and to focus on issues of
lesser importance to patients. [3] [4] [5] [6] Voiding
diaries (also known as frequency-volume charts or
urinary diaries) are widely used to assess a limited
number of symptoms such as frequency, nocturia and
incontinent episodes. For a full assessment of the
symptoms of incontinence and their impact on quali-
ty of life, questionnaires completed by patients them-
selves and which have been shown to be valid and
reliable are recommended (see below for details of
recommended questionnaires). 

Questionnaires can be used to record the presence
and severity of urinary symptoms including inconti-
nence, as well as the impact of incontinence on eve-
ryday activities and quality of life. They are tools to
measure ‘subjective’ phenomena such as symptoms
and impact on quality of life in an objective way.
Questionnaire design and utilisation is not a simple
process. In order to have confidence that the ques-
tionnaire is measuring what it is supposed to measu-
re, that it does this reliably, and is appropriate for use
in the patient or population group under investiga-
tion, a number of studies have to be conducted.
There are increasing numbers of validated question-
naires recommended for use in incontinence. When

designed and tested thoroughly, questionnaires can
have levels of precision which equal or exceed clini-
cal measures. Of particular importance is the preci-
sion and accuracy of measures - more commonly
referred to as psychometric properties.

1. PSYCHOMETRIC PROPERTIES

Empirical evidence is required to show that a ques-
tionnaire is measuring what is intended – its validity,
reliability and responsiveness to change: 

a) Validity

The validity of a questionnaire is simply whether it
measures what is intended, and has three major
aspects. Content/face validity is the assessment of
whether the questionnaire makes sense to those
being measured and to experts in the clinical area,
and also whether all the important or relevant
domains are included. [7] Questions should be
understandable and unambiguous to the patient and
clinically appropriate. Construct validity relates to
the relationships between the questionnaire and
underlying theories. This requires a number of stu-
dies to examine the ability of the questionnaire to
differentiate between patient groups - for example
clinic attendees compared with individuals in the
community, or clinic attendees with a particular dia-
gnosis compared with those with another. This
includes ‘convergent’ and ‘discriminant’ validity -
how closely a new questionnaire is related to other
measures of the same construct or the absence of
relationships between constructs that are postulated
to be independent. Criterion validity describes how
well the questionnaire correlates with a ‘gold stan-
dard’ measure that already exists, such as a clinical
or other validated measure.  

b) Reliability

The reliability of a questionnaire refers to its ability
to measure in a reproducible fashion. [7] This
includes internal consistency - the extent to which
items within the questionnaire are related to each
other, measured by item-total correlation or Cronba-
ch’s alpha coefficient; and reproducibility - the varia-
bility between and within observers (inter- and intra-
rater reliability). Particularly important for question-
naires used to examine outcome is the concept of sta-
bility - whether the questionnaire measures the same
sorts of things in the same person over a period of
time. Stability is commonly assessed by a test-retest
analysis, where the questionnaire is given to the
same set of respondents twice, usually with an inter-
val of two to six weeks. 
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c) Responsiveness

It is important that questionnaires to assess outcome
can show that they are responsive to change in
appropriate ways. Where a questionnaire has a
simple score, treatment effects can be assessed by
examining pre- and post-treatment differences bet-
ween the intervention and control group by unpaired
t-tests, repeated measures analysis of variance or
effect sizes. [8] [9] [10] [11]  Changes may be found
to be statistically significant, but this does not neces-
sarily mean that they are of clinical significance. [12] 

2. MEASURING QUALITY OF LIFE

As indicated in the previous report, the term quality
of life is used widely in research, often without any
clear definition. It is linked to the World Health
Organisation definition of health which refers to a
state of physical, emotional and social well-being,
and not just the absence of disease or infirmity. [13]
‘Health-related quality of life’ (HRQL) has been
defined as including: “those attributes valued by
patients including their resultant comfort or sense of
well-being; the extent to which they were able to
maintain reasonable physical, emotional, and intel-
lectual function; the degree to which they retain their
ability to participate in valued activities within the
family, in the workplace and in the community”
(Wenger and Furberg, quoted in. [14] This definition
is long, but helps to emphasise the multidimensional
nature of quality of life and the importance of consi-
dering each individual’s perception of their own
situation in the context of non-health related aspects
such as jobs, family and other life circumstances.
[15] Quality of life measures are being increasingly
used with a wide variety of patients and in many dif-
ferent studies, and their use has increased signifi-
cantly since the last Consultation. 

The investigation of many studies in the previous
report demonstrated urinary incontinence to reduce
social relationships and activities, be associated with
poor self-rated health, impair emotional and psycho-
logical well being, and jeopardize sexual relation-
ships. Incontinence causes practical inconvenience,
and for many requires often elaborate planning to
conceal or prepare for incontinent episodes, and may
cause financial hardship. Feelings of embarrassment
or negative self-perception are common. 

Questionnaires to assess the impact of incontinence
need to encompass symptoms and impact on every-
day quality of life. In the previous Consultation,
questionnaires concerned with these aspects were

dealt with separately. [2] in this report, the question-
naires are considered within the broad clinical grou-
pings of urinary incontinence and lower urinary tract
symptoms, faecal incontinence and pelvic organ pro-
lapse. Increasingly, questionnaires are attempting to
cover aspects of symptoms, bothersomeness, impact
on general health, specific impact of symptoms and,
sometimes, impact on specific activities such as sex
life. These aspects are noted and commented on
below.

Individualised measures of quality of life allow
patients to identify for themselves the most impor-
tant aspects of their lives, which constitute their
appraisal of their overall quality of life.  Individuali-
sed measures have not yet been used widely in the
assessment of incontinence or lower urinary tract
symptoms, although it is likely that measures such as
the SEIQOL[16] may be useful.

3. INTERNATIONAL IMPLEMENTATION

Increasingly, questionnaires are required to be used
in a number of different populations and settings, but
psychometric properties are not necessarily transfe-
rable. There are particular problems with the inter-
pretation of symptoms and aspects of quality of life
in different population groups as these are likely to
be influenced by cultural factors. [17] [18] Authors
have suggested a number of steps that should be
taken to ensure that questionnaires may be used by
different cultural groups:[19] [20] or from the MAPI
Research Trust at pduc@mapi.fr.

4. SUITABILITY/FEASIBILITY

A further issue of importance in research and clinical
practice is that the questionnaire should be suitable
for its purpose and feasible to be used. There is
always a tension in research between having a ques-
tionnaire that encompasses all possible aspects of the
condition and the necessity to avoid respondent bur-
den and to make the instrument simple and easy to
use. Increasingly, short and long versions of ques-
tionnaires are being produced to allow detailed
research as well as rapid evaluation for research and
clinical practice. 

5. RELATIONSHIPS BETWEEN CLINICAL MEA-
SURES/TEST RESULTS AND SCORES FROM

SYMPTOM AND QUALITY OF LIFE QUESTION-
NAIRES

The severity of urinary symptoms is often used as a
measure of the impact of lower urinary tract dys-
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function in both clinical practice and clinical trials.
However, symptoms alone do not adequately assess
the impact of urinary incontinence on an individual’s
life - this requires the use of symptom and
generic/condition-specific quality of life question-
naires. Measuring the magnitude of symptoms is
relatively straight forward but offers little insight
into their impact. For example, do fewer incontinen-
ce episodes improve quality of life or is it the volu-
me of an incontinent episode that is of most concern
to patients? Incontinent patients find that many
aspects of their lives are affected by the condition,
including social, psychological, occupational,
domestic, physical, and sexual aspects. Although it is
of value to measure the bother caused by individual
symptoms, it is important to appreciate that the
majority of patients present with many different
symptoms. These may change as a result of time and
adaptive change, or as a result of treatment. 

Relationships between clinical measures/test results
and scores from symptom and quality of life ques-
tionnaires were assessed. Following detailed literatu-
re searchers, all papers describing the use of inconti-
nence symptom questionnaires and/or quality of life
questionnaires AND objective measures i.e. pad tes-
ting and / or urodynamic parameters were read
(n=21).

Hunskaar et al used the Sickness Impact Profile to
evaluate the quality of life impact of incontinence in
women with stress or urge incontinence. [21] Mean
scores on the SIP were low for both groups, but the
study concluded that the impact of incontinence on
quality of life was both age and symptom dependent.
[21] Grimby et al compared the Nottingham Health
Profile scores for women divided into three groups
according to pad tests, a urinary diary, a cough pro-
vocation test and clinical history: urge incontinence,
stress incontinence, or both. [22] A significantly
higher level of emotional impairment and social iso-
lation was found amongst those with urge and mixed
incontinence than those with stress incontinence.
[22]

The relationships between the results of clinical mea-
sures/tests and scores from symptom and quality of
life questionnaires are complex. Each has an impor-
tant role to play in the assessment of patients with
urinary incontinence. 

Several studies have looked at the value of history or
questionnaires in the prediction of the type of urina-
ry incontinence as determined by urological or
gynaecological assessment. Bergman and Bader eva-

luated 122 incontinent patients and found that a
detailed urinary symptoms questionnaire had a posi-
tive predictive value of 80% for genuine stress
incontinence, and only 25% for detrusor instability.
[23] Versi et al, using an analysis of symptoms for
the prediction of genuine stress incontinence in 252
patients found that such a system achieved a correct
classification of 81% with a false positive rate of
16%. [24] Lagro Janssen et al showed that symptoms
of stress incontinence in the absence of symptoms of
urge incontinence had a sensitivity of 78%, specifici-
ty of 84% and a positive predictive value of 87%.
[25] Kaupalla and Kujansuu tried to solve the pro-
blem of differentiating between women with detru-
sor instability and stress incontinence by using an
urgency score composed of responses to ten structu-
red questions. [26] They found that 81% of patients
with stress incontinence had an urgency score of less
than 6 compared to 26% of patients with detrusor
instability. [26] 

It is tempting to postulate that symptom scores and
clinical measures are somehow correlated. To exami-
ne this hypothesis we reviewed papers that have used
validated questionnaires and that report the correla-
tion between questionnaires scores and various clini-
cal tests such as frequency volume charts, pad tests
and urodynamic parameters. There were 21 papers
(12 published after the year 2000) that reported on
correlation or agreement between questionnaire
scores and objective measurement of urine loss
and/or urodynamic parameters. An additional paper
correlated responses to UDI and IIQ to incontinence
severity questions administered in a telephone inter-
view. 

The UDI-6 (Urogenital Distress Inventory) question-
naire[27] was correlated with urodynamic parame-
ters in 5, pad test weights in 3 and voiding-inconti-
nence diary parameters in 1 paper. The IIQ-7 (Incon-
tinence Impact Questionnaire) [27] was correlated
with urodynamic parameters, pad test weights and
voiding-incontinence diary parameters in 3, 4 and 1
paper, respectively. The I-QOL (Incontinence Quali-
ty Of Life) questionnaire [28] was correlated with
urodynamic parameters in 1, pad test weights in 2
and voiding-incontinence diary parameters in 3
papers. The UISS (Urinary Incontinence Severity
Score) questionnaire [29] was correlated with urody-
namic parameters, pad test weights and voiding-
incontinence diary parameters in 1, 2 and 1 paper,
respectively. The KHQ (King’s Health Questionnai-
re)[30] the Q-section of the SEAPI QMM [31]
SGUIS (St George Urinary Incontinence Score), [32]
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ICIQ-SF (International Consultation on Incontinence
– Short Form), [33] the ISI (Incontinence Severity
Score), [34] and various VAS (Visual Analogue
Scale) scores and miscellaneous questionnaires were
evaluated in single papers. 

a) Questionnaire data compared with frequency
volume chart and/or voiding-incontinence diary
parameters

In an observational validation study conducted in a
population of 162 patients, voiding-incontinence
diary parameters were correlated with IIQ-7 and
UDI-6 scores [27]. In this study, statistically signifi-
cant correlation coefficients between the number of
incontinence-episodes and IIQ-7 and UDI-6 scores
were 0.33 and 0.27, respectively. Furthermore, sta-
tistically significant correlation coefficients between
the treatment related change in number of inconti-
nence-episodes and the change in IIQ-7 and UDI-6
scores were 0.43 and 0.47, respectively. In contrast
to these findings Stach-Lempinen et al noted no cor-
relation between the UISS (urinary incontinence
severity score) and any parameter from the FV-chart
in an observational study performed before and after
treatment for urinary incontinence in 82 patients.
[35]

In another observational study of 435 older adults
with urinary incontinence, Dugan et al found a signi-
ficant correlation between the IIQ (r=0.40) as well as
the UDI score (r=0.44) and the frequency of inconti-
nence episodes. [36] Instead of a formal voiding-
incontinence diary these authors used an interview to
determine the frequency of incontinence episodes.

In a placebo controlled randomised study of duloxe-
tine in female patients with stress (n=141) and mixed
incontinence (n=147), I-QOL scores worsened signi-
ficantly with an increasing number of incontinence
episodes [37]. I-QOL scores were also significantly
different for women who reported mild incontinence
from those who reported moderate or severe inconti-
nence. A 25% or greater decrease in the number of
incontinence episodes was associated with a 5-point
improvement in I-QOL score compared with the
group who remained the same.

In another placebo controlled double-blind randomi-
sed study of duloxetine in female patients with stress
(n=141) and mixed incontinence (n=553), the I-QOL
scores at baseline were significantly worse in women
with symptoms of mixed incontinence as compared
to those with SUI symptoms only [38].

The I-QOL score was also correlated with voiding-

incontinence diary parameters in an observational
study of 114 patients undergoing sacral neuromodu-
lation implantation for urge incontinence. [39] Addi-
tionally, a significant correlation between the I-QOL
and the number of incontinence episodes was noted
in this patient population (r = -0.76; p<0.001).

The correlation between the number of leaks per
week on the frequency-volume chart and the St
George urinary incontinence score (SGUIS) was stu-
died by Blackwell et al[32] in 207 women with uri-
nary incontinence (stress, urge or mixed). The
SGUIS correlated moderately well (r=0.610;
p<0.001) with the number of leaks per week on the
frequency-volume chart. In women who had been
treated surgically for genuine stress urinary inconti-
nence (about a third of the total population), the cor-
relation between change in the number of SGUIS-
points and change in the number of leaks per week
was good (r=0.74; p<0.001). 

Filbeck et al used a non-validated own QoL ques-
tionnaire. [40] Continent patients as well as patients
who still had a certain degree of incontinence after
an operation for stress urinary incontinence, had
improved QoL scores. These scores were in the
“satisfactory” range for both groups. The authors
conclude that QoL can improve significantly in spite
of sub-optimal (objective) treatment results.

In general, the correlation between voiding-inconti-
nence diary parameters and incontinence question-
naire scores is weak. This is particularly true for the
UISS, UDI-6 and IIQ-7. The correlation between
change diary parameters and change in questionnai-
re score may be somewhat better. In spite of this, the
questionnaire scores were worse if the number of
incontinence episodes was higher in some studies
using the I-QOL. The type of incontinence (i.e. stress
versus mixed or urge incontinence) seems to influen-
ce the questionnaire score with those who have pure
stress incontinence exhibiting the lower scores.

b) Questionnaire data compared with pad test
results

Fraser et al showed a poor correlation between the
subjective degree of incontinence measured by a
visual analogue scale and leakage as measured by
pad testing. [41]

In a study of 255 women with stress incontinence,
Slack et al graded incontinence in three severity cate-
gories according to the 24-hr pad test weight (in
grams). [42] The categories were as follows: mild (0-
8 gram), moderate (8.1-30 gram) and severe (>30
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gram). Median values of the total scores of the I-
QOL (p<0.001), UISS (p<0.001), and a visual ana-
logue scale (VAS) score (p<0.001) showed a statisti-
cally significant worsening with increasing severity.

Wyman et al, using the IIQ, showed that women with
detrusor instability experienced greater psychosocial
dysfunction as a result of their urinary symptoms
than women with genuine stress incontinence,
although no relationship was found between the
questionnaire score and urinary diary or pad test
results. [43]

In an observational validation study conducted in a
population of 162 patients, pad test weights were
correlated with IIQ-7 and UDI-6 scores. [27] In this
study, statistically significant correlation coefficients
between the pad test weights and IIQ-7 and UDI-6
scores were 0.27 and 0.24, respectively. No report
was given on treatment-related change in pad test
volume and the change in questionnaire scores.

The IIQ was also evaluated in a setting involving
male patients. [44] In a prospective randomised
study of the treatment of post-radical prostatectomy
incontinence 21 men were assigned to a control
group, 18 to a group undergoing pelvic floor muscle
exercises [PFME] and 19 to a group undergoing
PFME in combination with electrical stimulation
[ES]. Pearson correlation coefficients between the
24-hour pad test weight and the IIQ-7 score, were
0.34 (P<0.05) and 0.51 (p<0.05), respectively at 12
weeks and 24 weeks of follow-up. The EORTC QLQ
C30 score showed no relationship with urine loss.

Van Kampen et al also studied men with post-radical
prostatectomy incontinence. In a prospective rando-
mised study of the treatment of post-radical prosta-
tectomy incontinence, the men were divided in a
control group (n=52) and a group receiving
PFME+ES (n=50). [45] A Spearman correlation
coefficient of 0.85 (P<0.05) between urine loss (24-
hr pad test) and VAS score of the degree of inconti-
nence was found at 1 month post-operatively.

In a clinical trial of a urethral device in women with
stress-incontinence who had not undergone a urody-
namic evaluation, Harvey et al found no correlation
between the result of the 1-hr pad test and IIQ-7 or
UDI-6. [46] In a placebo controlled randomised
study of duloxetine in stress (n=141) and mixed
incontinence (n=147), I-QOL scores significantly
worsened with increasing pad weight [37]. A 25% or
greater decrease in pad weight was associated with a
2-point improvement in I-QOL score compared to
the group without changes in pad weight. 

In an observational study of pre- and post treatment
parameters in 82 patients Stach-Lempinen et al
found that greater leakage in the 48-hr pad test pre-
dicted poorer QOL on the UISS (urinary incontinen-
ce severity score) (beta 0.25; p= 0.034). [35] A visual
analogue scale (VAS) score of the degree of bother
from incontinence, significantly correlated with pad
weight (r=0.46; p<0.05). The change in urine leaka-
ge after treatment best predicted the change in UISS
(beta 0.30; p=0.024) and the change in the VAS (beta
0.48; p=0.001). In an observational study of 52
female patients, Nager et al found a significant cor-
relation between pad weight and QoL as measured
with the Q-section of the SEAPI QMM score
(r=0.46; p=0.001). [47] However, the Stamey incon-
tinence grade had a low correlation with pad weight
(r=0.23; p=0.05).

In Norway, Kulseng-Hanssen et al have developed
the “Stress and urge incontinence and Quality of Life
questionnaire”. [48] This questionnaire yields 3
indexes: a SI-Index, an UI-Index and a QoL-Index.
In an observational study using this questionnaire in
628 women, they found a significant correlation bet-
ween the 24-hr pad test weights and the SI-Index and
UI-Index scores of 0.23 (p=0.01) and 0.30 (p=0.01),
respectively. The result of the SI-Index score and the
result of the stress test were also significantly corre-
lated (r=0.31; p=0.01).

Sandvik et al., [34] in search of a valid instrument for
assessing the severity of incontinence in large epide-
miological studies, found that a four-level severity
index that is derived from the ISI questionnaire cor-
relates moderately with the results of the 48-hour pad
weighing test (r=0.54, p<0.01).

The correlation between the 1-hour pad weighing
test and the St George urinary incontinence score
(SGUIS) was studied by Blackwell et al in 207
women with urinary incontinence (stress, urge or
mixed). [32] A poor correlation (r=0.257; p=0.002)
was found between the SGUIS and the 1-hour pad
weight. In women who had been treated surgically
for genuine stress urinary incontinence (about a third
of the total population), the correlation between
change in the number of SGUIS-points and change
in 1-hour pad weight was moderate (r=0.53;
p<0.001. 

The International Consultation on Incontinence –
Short form (ICIQ-SF) score was compared with 24-
hour pad weight results in 80 women with urodyna-
mically proven stress urinary incontinence. [33] A
moderate correlation was found (0.458, p=0.000).
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The 24-hour pad weight correlated significantly with
all 3 components of the ICIQ-SF, with the question
“how much do you thinks you usually leak” showing
the best but still moderate correlation (r=0.583,
p=0.000). Interestingly, there was no correlation bet-
ween the score and the 24-hour pad test in women
with genuine stress incontinence who had already
been treated surgically.

The UDI-6 and IIQ-7 are studied best. In general the
correlation between questionnaire scores and pad
test results is weak to moderate: the shorter the dura-
tion of the pad test, the poorer the correlation. In men
with post-radical prostatectomy incontinence, the
correlations appear to be slightly better. There is
some evidence that visual analogue scale scores of
the degree of incontinence and the I-QOL correlate
somewhat better with pad test weights than UDI-6
and IIQ-7 scores. 

c) Questionnaire data compared with urodynamic
parameters

The predictive value of UDI-6 scores for urodynamic
outcomes was analysed in a retrospective observatio-
nal study of 174 female patients by Lemack and
Zimmern. [49] No group of items from the UDI-6,
either alone or in combination with a history of pre-
vious incontinence surgery, was able to predict
patients with a coexistence of the conditions stress
urinary incontinence (SUI) and detrusor instability
(DI). The authors used a combination of high res-
ponse (moderately or greatly bothersome problem)
to question 3 which deals with leakage related to
physical activity, and a history of previous anti-
incontinence surgery for further evaluation. If these
criteria had been used to indicate the necessity to
perform urodynamic testing then this would have
resulted in the identification of 91% of all critical
urodynamic diagnoses. “Critical” urodynamic dia-
gnoses as defined by the authors were: 1] SUI + DI
or 2] VLPP < 60 cmH2O or 3] DI without SUI in
those suspected of having SUI.

In another retrospective observational study of 128
female patients, the same authors found that a high
response to question 3 of the UDI-6 was correlated to
the urodynamic condition SUI (r=0.51). [50] Howe-
ver, the response to this question could not differen-
tiate ISD (intrinsic sphincter deficiency) from non-
ISD. A high response to question 2 of the UDI-6
which deals with leakage related to urgency, was cor-
related to condition detrusor instability (r=0.38).

In a placebo controlled double-blind randomised
study of duloxetine in stress incontinence (n=141)

and mixed incontinence (n=553), urodynamic stu-
dies were performed in a subset of 86 patients. [38]
Urodynamic evidence of detrusor overactivity did
not lead to an increased I-QOL score as compared to
those with urodynamic stress incontinence only. The
authors concluded that incontinence severity and not
the presence of the urodynamic condition of detrusor
overactivity, was the driver of mixed symptoms.

FitzGerald and Brubaker found that the degree of
bother caused by urinary leakage with activity and
the subsequent diagnosis of GSI were significantly
associated in an observational study of 82 patients.
[51] Of those who reported to be greatly bothered by
urinary leakage with activity, 89% had GSI on uro-
dynamics. However, the scores were not useful in
detecting which patients would meet urodynamic
criteria for ISD. Questions dealing with urinary fre-
quency (46% of patients had confirmed detrusor ove-
ractivity if the patients were greatly bothered by fre-
quency) and urge leakage (44% of the patients had
confirmed detrusor overactivity if the patients were
greatly bothered by urge leakage) were not predicti-
ve of detrusor overactivity on urodynamics. In this
study, the UDI-6 and IIQ-7 scores could not be used
as a substitute for urodynamic testing.

No correlation was noted between the UISS (urinary
incontinence severity score) and any urodynamic
finding in an observational pre- and post treatment
study of 82 patients. [35] Interestingly, the score on
a visual analogue scale (VAS) of the degree of bother
from incontinence, significantly but weakly correla-
ted with the maximal urethral closure pressure
(MUCP; r=-0.29), first sensation (r=-0.26) and maxi-
mal detrusor pressure (r=0.30).

In an observational study of 75 women with stress
incontinence, Theofrastous et al found no correlation
between any of the studied urodynamic measures
(i.e. dynamic Pressure Transmission Ratio, passive
MUCP, VLPP and the scores of the UDI and IIQ
scales. [52] In another observational study of 52
patients, QoL as measured with the Q-section of the
SEAPI QMM score was not correlated with Q-tip
angle, VLPP or MUCP. [47]  FitzGerald et al noted
that patients with stress incontinence who were uro-
dynamically cured of GSI had lower UDI-6 scores
than women who were not objectively cured. [53]
Bidmead et al saw an objective urodynamic cure
after Burch colposuspension in 92% of women
undergoing a primary Burch for stress incontinence.
QoL as measured by the Kings Health Questionnai-
re, improved in 95% of the patients. [54]

527



Incontinence questionnaires can not be used to select
patients for urodynamic studies. The correlation bet-
ween incontinence questionnaires and urodynamic
parameters that are related to the diagnosis of genui-
ne stress incontinence has been studied best. Overall,
the scores on incontinence questionnaires and visual
analogue scales correlate poorly with urodynamic
parameters. However, patients who indicate that they
are greatly bothered by urinary leakage with activity,
will have GSI on urodynamics in the majority of
cases. Significant bother due to urge or urge leakage
is not more predictive of urodynamic detrusor ove-
ractivity than not having the symptom.

d) Conclusion

Overall there is only a weak relationship between
symptomatic, QoL and objective clinical or urodyna-
mic assessment of patients with urinary incontinence.
The type, severity or number of symptoms, or the
results of urodynamic or clinical investigations can-
not predict the level of impairment. It is perhaps not
surprising that what is demonstrated clinically is dis-
tinct and different from what is perceived by patients
in their everyday lives to be troublesome: clinical
measures and validated questionnaires probably mea-
sure different but related aspects of incontinence.

6. QUESTIONNAIRE DEVELOPMENT AND TES-
TING - A CONCLUSION

Self-completed questionnaires are the most suitable
method for assessing the patient’s perspective of
their incontinence and its impact on their quality of
life. [55]  Questionnaires may be long and detailed
for use in research, but need to be short and easy to
use to be relevant for clinical practice. In addition to
being valid and reliable, they need to be easy to com-
plete, and, if they are being used to measure outco-
me, sensitive to change. Developing a new question-
naire and testing it thoroughly takes a great deal of
time and is only necessary if there is not an existing
instrument available. There are many questionnaires
available for assessing incontinence and its impact
on quality of life, and these are described below with
recommendations from the Committee for their use.

A detailed review of recommended questionnaires
was provided in the First Consultation chapter. [1] At
the Second Consultation, the Committee developed
standardised grades of recommendation for ques-
tionnaires which attempted to reflect the Oxford
Centre for Evidence Based Medicine’s Levels of
Evidence. These were applied to evaluate question-
naires concerned with urinary incontinence. [2] At
this Third Consultation, these grades have been revi-
sed and updated to take into account the increasing
numbers of published questionnaires concerned with
LUTS and incontinence, and also the broadening of
the field to include pelvic organ prolapse (POP) and
faecal incontinence (FI) as well as LUTS and urina-
ry incontinence (UI). The grades are explained
(Table 1,2) and the recommended questionnaires are
described below. 

At the Second Consultation, the Committee devised
three grades of recommendation:[2] 

• Questionnaires were ‘highly recommended’ and
given a Grade A if the Committee found “Publi-
shed data indicating that the questionnaire is valid,
reliable and responsive to change following stan-
dard psychometric testing. Evidence must be
published on all three aspects and questionnaires
must be relevant for use with persons with urina-
ry incontinence.” 

• Questionnaires were “recommended” and given a
Grade B if the Committee found “Published data
indicating that the questionnaire is valid and
reliable following standard psychometric testing.
Evidence must be published on two of the three
main aspects (usually validity and reliability).”

• Questionnaires were considered to have “poten-
tial” and give Grade C if the Committee found
“Published data (including abstracts) indicating
that the questionnaire is valid or reliable or res-
ponsive to change following standard psychome-
tric testing.”

The development and publication of questionnaires
has proceeded apace since the Second Consultation,
particularly in the area of urinary incontinence. The
Committee required evidence published (or in press)

I. GRADES OF RECOMMENDATION
FOR QUESTIONNAIRES 2004

B. RECOMMENDED 
QUESTIONNAIRES 
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in peer-reviewed journal articles or book chapters to
reach its decision about the grade of recommenda-
tion in 2001. The Committee decided that evidence
published in abstracts or posters could be used to
indicate a developing questionnaire’s potential, but
was not sufficiently peer-reviewed to provide the
basis for a stronger recommendation. 

During the review of literature published between
2001 and 2004, the Committee noted that there were
a number of interesting and important developments:

• The Committee noted that the quality of evidence
presented for the psychometric properties of ques-
tionnaires varied, and the Committee believed it
should consider the quality of evidence as well as
its existence in 2004

• It was noted that it was possible for evidence of
validity, reliability and responsiveness to be publi-
shed in one publication based on one sample
population. The Committee considered that the
investigation of the questionnaire’s properties in
other patient groups would provide more robust
evidence, and this should be noted

• The development of questionnaires for urinary
incontinence and LUTS had increased rapidly and
the Committee felt it should focus on those inclu-
ding assessment of urinary incontinence 

• Questionnaires in the areas of POP and FI were
poorly developed to date and required encourage-
ment and different criteria for recommendation
than UI

• Several questionnaires labelled ‘with potential’ at
the previous consultation had not had further

publications, indicating limited usefulness. The
Committee felt that this should be noted and
reflected in the grade of recommendation.

In light of these findings, the Committee developed
new grades of recommendation for questionnaires in
this Third Consultation – for UI, UI/LUTS (Table 1)
and POP and FI (Table 2).  

For UI and UI/LUTS, the Committee examined the
quality of the psychometric evidence. Only where
published data were scientifically sound was the
label ‘with rigour’ allowed. Where the Committee
had concerns about the quality of evidence, this is
noted in the descriptions of the questionnaires below.
Two grades of recommendation only were establi-
shed, so that only questionnaires with recent data and
evidence of use in the area are recommended. The
Committee considered that the number of high qua-
lity questionnaires for UI means that there are now
sufficient questionnaires for most purposes and it is
not necessary to encourage the development of new
questionnaires, except for particular patient groups
(see below).  By the next Consultation, it is expected
that Grade Anew questionnaires will either be promo-
ted to Grade A because of further high quality publi-
cations or relegated to Grade B if further develop-
ment does not occur.

The Committee felt that the development of ques-
tionnaires in the areas of POP and FI was at a much
earlier and lower level. This necessitated a slightly
different set of grades of recommendation so that
researchers are encouraged to continue to work to
produce questionnaires with the highest levels of
evidence (see Table 2).
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Table 1. Criteria for recommendation of questionnaires for UI and UI/LUTS at the Third Consultation 

Grade of recommendation Evidence required (published) 

Highly recommended (Grade A) Validity, reliability and responsiveness established with rigour in 
several data sets.

Highly recommended (Grade Anew) Validity, reliability and responsiveness indicated with rigour in one 
data set. 

Recommended (Grade B) Validity, reliability and responsiveness indicated but not with rigour.
Validity and reliability established with rigour in several data sets. 

Table 2 . Criteria for recommendation of questionnaires for POP and FI at the Third Consultation 

Grade of recommendation Evidence required (published) 

Highly recommended (Grade A) Validity, reliability and responsiveness established with rigour. 

Recommended (Grade B) Validity and reliability established with rigour, or validity, reliability
and responsiveness indicated. 

With potential (Grade C) Early development – further work required and encouraged 



1. NEW DEVELOPMENTS

At the Second Consultation, it was noted that many
questionnaires for UI were developed for men or
women separately, and that many included assess-
ment of LUTS as well as UI. Many more question-
naires were published and available for evaluation at
the Third Consultation, and several of the ‘A’, ‘B’
and ‘C’ grade questionnaires at the previous Consul-
tation had developed to include other groups or
aspects or more rigorous data. In some cases, these
developments did not reach the highest level of
rigour. In this chapter, only Grade A questionnaires
are reported in detail, with Grade B questionnaires
reported briefly; other instruments not reaching these
levels of evidence are listed below.

One trend that has become more apparent since the
previous Consultation is the modification of more
established urinary incontinence questionnaires for
use in selected patient groups (e.g., pelvic organ pro-
lapse; males; different cultural/language groups).
Several of the main questionnaires to be discussed
below have now had modified versions published in
the literature. The Committee’s view is that although
it may be appropriate to modify established ques-
tionnaires for use with some populations, it is advi-
sable to keep such modifications to a minimum, and
to use the original versions whenever possible. Any
modifications of established questionnaires may
result in changes (sometimes substantial) in the psy-
chometric performance of the instrument, and thus
all modified instruments should be subjected to the
same psychometric testing as that employed in deve-
loping a completely new instrument. Specifically,
modified instruments should report information
regarding the instrument’s construct validity, reliabi-
lity, and test-re-test reliability, at a minimum, and
sensitivity to change, in intervention studies. 

For some of the more widely used instruments listed
below (e.g., Incontinence Impact Questionnaire,
Urogential Distress Inventory, King’s Health Ques-
tionnaire), several modified versions have been
published.  Information regarding the modified ver-
sions is provided under the original source versions
of the questionnaires, but the modified versions are

evaluated and graded separately, based on the avai-
lable information regarding their psychometric pro-
perties and performance. 

Another development has been the establishment of
the concept of over-active bladder (OAB) – a syn-
drome comprising urinary urgency, with or without
urge incontinence, and usually with increased urina-
ry frequency and nocturia. [56] This particular clus-
ter of symptoms appears to be amenable to drug
treatment. These LUTS are relatively common and
are included in most of the established question-
naires and so could be evaluated by them. However,
there has been a considerable drive to develop ques-
tionnaires that focus particularly on this syndrome.
The first of these to reach the highest levels of evi-
dence (OAB-q) is considered in more detail below.

2. HIGHLY RECOMMENDED (GRADE A) QUES-
TIONNAIRES

Table 3 shows the highly recommended (Grade A)
questionnaires for the assessment of UI alone or in
the presence of LUTS, including OAB.

Table 3. Recommended questionnaires for the evaluation
of UI and UI/LUTS/OAB – Grade A unless stated

Combined symptoms and quality of life impact of UI

Men and women ICIQ (Grade Anew) [33] 

Women Bristol Female LUTS-SF [57]

SUIQQ (Grade Anew) [48] 

Men ICSmaleSF[58] 

Combined symptoms and quality of life impact of OAB

Men and women OAB-q (Grade Anew) [56] 

Symptoms of UI  

Women Urogenital Distress Inventory [59] 
UDI-6 [27]
Incontinence Severity Index [34] 
BFLUTS[60]  

Men [ICSmale – LUTS primarily] [61] 
[DAN-PSS – LUTS primarily] [62]  

Quality of life impact of UI 

Men and women Quality of life in persons with UI 
(I-QOL[28] [37]
SEAPI-QMM[63] 

Women King’s Health Questionnaire [30] 
Incontinence Impact Questionnaire 
(IIQ) [64] 
IIQ-7 [27]
Urinary Incontinence Severity 

Score (UISS) (Grade Anew)[35]

CONTILIFE (Grade Anew) [65]
Men None 

II. QUESTIONNAIRES TO ASSESS
SYMPTOMS AND QUALITY OF LIFE

IMPACT OF URINARY
INCONTINENCE AND LOWER 
URINARY TRACT SYMPTOMS
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The following table 4 indicates characteristics that
may be important for choosing an instrument for a
study or patient population:

a) ICIQ – Grade Anew

The ICIQ short form for incontinence has recently
been subject to considerable psychometric testing.
[33] A developmental version of the questionnaire
was produced following systematic literature review
and views of the ICI subcommittee on symptoms and
quality of life. Several parallel studies were underta-
ken to investigate the psychometric properties of the
questionnaire, including its content, construct and
convergent validity; reliability; and responsive-
ness/sensitivity to change. The ICIQ was easily com-
pleted with low levels of missing data. It was able to
discriminate between different patient groups, indi-
cating good construct validity. Convergent validity
was acceptable, with moderate to strong agreement
with Grade A questionnaires. Reliability was shown
by moderate to very good stability in test-retest ana-
lysis and Cronbach’s alpha of 0.95. Items identified
significant reductions in symptoms and quality of
life impact following surgical and conservative treat-
ment. [33] Item reduction techniques were then used

to determine the final version and scoring scheme.
The final version comprises three scored items
(assessment of the frequency, severity and perceived
impact of incontinence) and an unscored self-dia-
gnostic item. 

The questionnaire is now available for general use. It
is a brief and robust questionnaire that is of use in
outcomes and epidemiological research as well as
routine clinical practice. It is receiving further eva-
luation in the UK and internationally. [2] Resear-
chers and clinicians in the field of incontinence are
encouraged to consider the further development and
evaluation of the questionnaire and its scoring sys-
tem for a number of uses and in a variety of different
settings, populations and cultures and, in particular,
to examine its applicability and potential adaptation
to other patient groups.

The ICIQ has been translated into a number of lan-
guages for use in non-UK-English speaking coun-
tries (by mid 2004, completed in 27 languages inclu-
ding Afrikaans, Arabic, Australian-English, Brazi-
lian-Portuguese, Bulgarian, Czech, Dutch, Estonian,
French, German, Greek, Hungarian, Icelandic, Ita-
lian, Japanese, New Zealand-English, Norwegian,

531

Table 4 . Major characteristics of highly recommended questionnaires

Questionnaire Men Women UI symptoms UI QoL OAB symptoms OAB QoL

*ICIQ ✔ ✔ ✔ ✔

I-QOL ✔ ✔ ✔

*SEAPI-QMM ✔ ✔ ✔

BFLUTS-SF ✔ ✔ ✔ ✔

ICSmaleSF ✔ ✔ ✔ ✔

KHQ ✔ ✔ ✔

UDI/UDI-6 ✔ ✔ ✔

IIQ/IIQ-7 ✔ ✔

ISI ✔ ✔

*SUIQQ ✔ ✔ ✔

*UISS ✔ ✔

*CONTILIFE ✔ ✔

*OAB-q ✔ ✔ ✔ ✔

BFLUTS ✔ ✔ ✔

DAN-PSS ✔ ✔ ✔

ICSmale ✔ ✔ ✔

* New 



Polish, Romanian, Russian, Slovakian, South Afri-
can-English, Spanish, Swedish, Turkish, Ukrainian,
US-English) using standard methods.

The Japanese ICIQ has been administered to conse-
cutive male and female patients with incontinence
attending a urology clinic. The relationship between
the ICIQ and the King’s Health Questionnaire (Japa-
nese version) has been investigated. In a preliminary
sample of 68 patients (54 females, 14 males), agree-
ment between ICIQ item concerned with impact on
everyday life and several similar items in the KHQ
(impact on life, interference with household tasks or
job/daily activities) were fair (kappa 0.38, 0.24 and
0.42). Agreements between the ICIQ items on social
life and sex life were fair to moderate. Agreement
between the two questionnaires on the frequent use
of protection was very good (kappa 0.81).

In order to further assess responsiveness, patients
proceeding to treatment for incontinence according
to normal clinical practice were asked to complete a
second questionnaire approximately three months
after treatment with surgical or medical intervention,
insertion of anti-incontinence devices or conservati-
ve management. The relationship between the ICIQ
and objective parameters of incontinence including
the ICS pad test, abdominal leak point pressure
(ALPP) and pathogenesis (including intrinsic
sphincter deficiency, detrusor instability, hypermobi-
lity and so on) has been investigated in patients cli-
nically diagnosed with stress incontinence. 500
women who consulted at an UI-specialised unit
responded to the questionnaire. A urodynamic study
was carried out. The mean time of administration
was 3.5 (1.5) minutes. All patients answered all the
items of the ICIQ-SF. According to the clinical dia-
gnosis, patients with UI scored 11.6 (5.9) and
patients without UI scored 4.5 (6.3) (p < 0.001).
According to the urodynamic diagnosis, UI patients
scored 11.1 (6.3) vs 6.2 (6.5) (p <0.001). In patients
with an urodynamic diagnosis of stress UI, a higher
degree of severity was associated with a higher score
on the ICIQ-SF. [66]

The ICIQ is a brief and robust questionnaire that can
potentially be used with a wide range of people and
patients. It is recommended to be included in rando-
mised controlled trials and epidemiological studies
as a brief measure which may be supplemented by
other questionnaires for more detailed assessment of
LUTS, UI and quality of life impact.

b) I-QOL

This questionnaire was designed to be used in clini-

cal trials to measure the impact of incontinence on
men and women. [28] Psychometric information on
translated versions of the I-QOL have been reported
for French, Spanish, Swedish, and German language
versions. [37] In all countries, the use of three sub-
scales, and an overall summary score was confirmed
to be useful. In all countries, the internal consistency
(alpha=0.87-0.93) and reproducibility coefficients
(intraclass correlations=0.92-0.95) were high. I-Qol
scores were found to be significantly worse in all
countries as perceived severity of incontinence, use
of services, and the number of incontinent episodes
increased. The English version of the questionnaire
has been used to show that patients with urge incon-
tinence treated by posterior tibial nerve stimulation
have fewer episodes of incontinence . [67] 

c) SEAPI QMM Quality of life index – Grade Anew

This questionnaire was devised for the definition and
standardisation of the measurement of the quality of
life impact of incontinence in both sexes, with the
aim of functioning in the same way as the TNM clas-
sification for cancers. [31]  Stothers evaluated the
psychometric properties of SEAPI QMM in 315
patients (102 men and 213 women) with incontinen-
ce and 35 without incontinence. [63] Reliability was
good with a coefficient in test-retest reliability being
0.93 and with a Cronbach’s alphas ranging from 0.73
to 0.83 (0.91 overall). Correlation of the index with
the Nottingham Health Profile was 0.78 for women
and 0.72 for men. Mean scores before and after treat-
ment with medical and surgical management were
significantly different in both genders, although
sample sizes were small. The index should be used
more widely to assess its usefulness.

d) BFLUTS-SF

This questionnaire was developed from the longer
questionnaire covering the occurrence and botherso-
meness of symptoms relating to incontinence and
other lower urinary tract symptoms for women. [60]
Responsiveness has been tested recently and a scored
short form produced. [57] 344 women with urodyna-
mically proven stress incontinence completed the
BFLUTS questionnaire before treatment and six
months later in a randomised trial comparing ten-
sion-free vaginal tape with colposuspension. Signifi-
cant differences in items were seen between baseline
and follow up in both treatment groups, especially
for symptoms of incontinence. [57] Methods of item
reduction, including factor analysis and clinical jud-
gement were used to develop a shortened scored ver-
sion of the BFLUTS questionnaire which comprises
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three subscales: BFLUTS-IS (incontinence symp-
toms), BFLUTS-VS (voiding symptoms) and
BFLUTS-FS (filling symptoms), with the addition of
subscales for sexual function (BFLUTS-sex) and
quality of life impact (BFLUTS-QoL). [57] Sub-
scores were shown to be more sensitive to measuring
outcome than a combined score. 

e) ICSmaleSF

The scored short-form – ICSmaleSF, [58] was deve-
loped from the longer ICSmale questionnaire to
assess LUTS in men. [61] The short form has two
major scored sections: ICSmaleVS (voiding subsco-
re) containing five questions (hesitancy, straining,
reduced stream, intermittency, incomplete emp-
tying), and ICSmaleIS (incontinence subscore)
containing six questions(urge, stress, unpredictable
and nocturnal incontinence, urgency, postmicturition
dribble). [58] The scores are obtained by simple
addition. The authors indicate that questions to
assess nocturia, frequency and impact on quality of
life should be added to provide full data, but these
questions should not be included in the score as they
are separate constructs. [58] 

ICSmaleSF has been used in studies focusing on
prostate cancer[68] [69] and on LUTS[70] as well as
minimally invasive therapies and drug treat-
ments[71] [72] The ICSmaleSF was used to determi-
ne that high-power holmium laser vaporisation of the
prostate provided a durable benefit in relieving
LUTS and maintaining good urinary flow rates.

f) King’s Health Questionnaire (KHQ)

The King’s Health Questionnaire (KHQ) was deve-
loped at King’s College Hospital in London as part
of a large longitudinal study of quality of life. [73]
The questionnaire consists of three parts. The first
section contains two questions measuring general
health and overall health related to urinary symp-
toms. The second section includes 19 questions divi-
ded into seven domains of quality of life: inconti-
nence impact, role limitations, physical limitations,
social limitations, personal relationships, emotions,
sleep and energy, severity coping measures, general
health perception, and symptom severity. The third
section of the questionnaire comprises 11 questions
measuring the bother or impact of urinary symptoms.
There are eight validated cultural adaptations of the
questionnaire available in 26 languages, including
German, Spanish, Swedish, Greek, Italian, and Japa-
nese, [74] [75] and Portuguese. [76] 

The KHQ has been shown to have excellent reliabi-

lity and validity for women. [77] [78] [79] Sensitivi-
ty to change has been shown successfully in obser-
vational studies and in increasing numbers of clinical
trials. [77] [80] [81] [82] [83] 

The development of the KHQ continues. Resear-
chers in Japan have recently reported preliminary
information on a short form version of the KHQ
comprising two factors: limitations of daily life, and
mental health. [84] Bug and colleagues have also
presented preliminary information regarding the use
of an adapted version of the KHQ for men (see
below) and also women with anal incontinence in the
UK (see FI section below). Studies are currently
underway to develop a weighting system for the
symptom subscale of the questionnaire, a QALY
measure derived from the questionnaire and to esta-
blish clinical meaningful interpretations of KHQ
scores. 

g) Urogenital Distress Inventory (UDI) and UDI-6

This questionnaire was developed in the US with
women to assess the degree to which symptoms
associated with incontinence are troubling. [59] It
contains 19 lower urinary tract symptoms and has
been shown to have high levels of validity, reliabili-
ty and responsiveness in a community-dwelling
population of women with incontinence, [59] women
over 60 years, [85] women in two regions of Scot-
land. [86] Responsiveness to changes in clinical sta-
tus as or a result of treatment have been reported in a
number of areas: cadaveric fascia lata sling for stress
incontinence, [87] comparing abdominal and vaginal
prolapse surgery, [88] and the use of a simple ure-
thral occlusive device. [89] 

A short-form version of the UDI (UDI-6 short form)
has been shown to be valid and reliable in older adult
males and females, [27] [36] with responsiveness
data related to reconstructive pelvic surgery, [53]
tension-free vaginal tape, [90] [91] and imipramine.
[92] It has been suggested that the UDI-6 may provi-
de predictive information regarding urodynamic fin-
dings in women, particularly with regard to stress
urinary incontinence, bladder outlet obstruction, and
detrusor overactivity. [49] [50] [93]

A study investigated the relationship between physi-
cian-assessed quality of life parameters obtained as
part of a patient interview. Consecutive female
patients presenting for the first visit at two academic
institutions completed the UDI-6 in the waiting area
and a physician completed an UDI-6 based on
impressions of the patients’ symptoms and responses
during the clinical interview. In general, there was
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poor agreement between patients’ and physician’s
responses, with physicians underestimating the level
of bothersomeness of the patients’ symptoms. [94]

The UDI continues to develop. In a further analyses
of the UDI in Denmark, an alternative factor structu-
re comprising five subscales (discomfort/pain, urina-
ry incontinence, overactive bladder, genital prolapse,
and obstructive micturition) was found among a ran-
dom sample of 2,042 women aged 20-70 years old,
and a clinical sample of 196 women. [95] The UDI is
being used increasingly in male patients (see MUDI
below as data on its psychometric properties have
not yet been reported as fully as they have in female
patients). 

h) Incontinence Impact Questionnaire (IIQ) and
IIQ-7

This questionnaire was developed to assess the psy-
chosocial impact of urinary incontinence in women
and consists of 30 items (24 on the degree to which
incontinence affects activities and 6 on the feelings
engendered). [59] [64] [96]  Scores are obtained ove-
rall or for four subscales determined by factor and
cluster analyses: physical activity, travel, social rela-
tionships, and emotional health. The IIQ has been
found to have acceptable levels of reliability and
validity across a range of studies. [86] [97] [98] The
IIQ has been assessed in a clinical trials of pelvic
floor muscle training following ischaemic stroke,
[99] transdermal oxybutynin and oral tolterodine
versus placebo for the treatment of urge and mixed
incontinence, [100] behavioural interventions in UI,
and transvaginal electrical stimulation; and in obser-
vational or non-randomized treatment studies. [101]
Several studies have been published in recent years
further confirming the psychometric properties of
the IIQ. [46] [95] The Danish team found a fifth sub-
scale for the IIQ, embarrassment, although further
work is required to confirm this. [95] A neural net-
work approach was used to develop cut-off scores
corresponding with mild, moderate, and severe
levels of UI: <50 mild UI; 50-70 moderate UI; >70
severe. [102]

The IIQ has also been produced in a short form com-
prising 7 items, also with evidence of validity and
reliability. [98] [103] Responsiveness of the IIQ has
been assessed in several intervention studies, [53]
[87] [91] [92] [104] [105] and modified version of
the IIQ-7 has also been used in studies examining the
efficacy of artificial urinary sphincters in men who
had developed stress incontinence after radical pros-
tatectomy. 

The IIQ continues to develop with versions for men
(MUSIQ, see below), studies examining the personal
costs of incontinence in the US, [89] and the quality
of life impact of pelvic floor disorders in women
(PFIQ, see below). [106]

i) Incontinence Severity Index (ISI)

The ISI was developed in Norway to provide a
simple severity index of female incontinence for use
in epidemiological surveys, comprising two ques-
tions – how often do you experience urine leakage
(four levels), and how much urine do you lose (two
levels). [34]  The index is calculated by multiplying
the two responses together and is categorised into
slight, moderate, severe and very severe. [107] The
index has good levels of validity, reliability and res-
ponsiveness. [34] [108] 

The index has been used in large community based
epidemiological (EPINCONT) surveys in Norway
during 1995-1997 and to evaluate the effect of obs-
tetric parameters on urinary incontinence. [109]
[110]

j) Stress and Urge Incontinence and Quality of life
Questionnaire (SUIQQ) – Grade Anew

This questionnaire was developed from previously
designed questionnaires and pilot studies. [48] Stress
incontinence, urge incontinence and quality of life
indices were constructed. Internal consistency of the
indices was measured by Cronbach’s alpha (<0.7)
and test-retest reliability by Bland-Altman plots.
Stress Incontinence Index was tested against stress
test and Urge Incontinence Index and Stress Inconti-
nence Index were tested against the 24-hour pad test
(p=0.01). The Quality of Life Index was correlated
with part of the King’s College Hospital Quality of
Life Questionnaire (0.77). 628 women completed a
mean of 98.2% of all the questions. Overall, validity
and reliability data were robust. 

The SUIQQ was used as part of the Norwegian
national database of urogynaecological surgery (30
departments). Questionnaires are completed at base-
line and six months, 12 months and three years after
surgery, along with other relevant clinical informa-
tion. [111] Post-operative indices and all clinical out-
come values except for mean voiding volume were
lower than pre-operative scores, indicating that the
questionnaire is sensitive to expected changes with
surgery. The questionnaire provides a great deal
more interesting data regarding national and local
patterns of treatment, variation in outcome, levels of
satisfaction etc. [111] The questionnaire is easily
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completed and appears acceptable to women and cli-
nicians in Norway. As it is completed within a natio-
nal database study, it is likely to yield important and
interesting results over the coming years. 

k) Urinary Incontinence Severity Score (UISS) –
Grade Anew

The UISS was designed by the Finnish Gynaecologi-
cal Society’s urogynecologic working group in 1992,
and comprises 10 items divided into 3 domains;
social interactions, physical activities and sexual
function, with a visual analogue scale for subjective
burden of incontinence on a 100mm scale. [35] It has
been widely used in clinical practice. Stach-Lempi-
nen et al. showed that the UISS and VAS were valid,
reproducible and responsive to treatment for inconti-
nent women in one study of 82 incontinent women
(Stress: 57, Urge:14, Mixed:11) and 29 controls. 

The UISS has been used more in clinical practice
than research and so data on its psychometric pro-
perties, while at a high level in one study, are not yet
widely available. 

l) CONTILIFE – Grade Anew

The original CONTLIFE instrument was developed
in France, and translated to Dutch, German, English
and Danish. It contains 28 items in 6 domains: daily
activities, effort activities, self-image, emotional
consequences, sexuality and well being. An exami-
nation of the psychometric properties of the ques-
tionnaire in 5 languages in 505 women with stress
urinary incontinence showed good construct validity
in Danish and French, and acceptable in English,
German and Dutch, with good levels of internal
consistency and Cronbach’s alphas ranging from
0.71 to 0.94. [65] Responsiveness was also assessed,
with effect sizes >0.50 except for the sexuality and
well-being dimensions. [65] 

This measure has not been used widely and its psy-
chometric properties have been investigated within
only one study population to date.

m) Overactive Bladder Symptom and Health-rela-
ted Quality of life (OAB-q) – Grade Anew

The OAB-q was developed during the National Ove-
ractive Bladder Evaluation (NOBLE) programme in
the US as the first symptom and QOL questionnaire
for patients with OAB. The original questionnaire
consisted of 62 items (13 symptoms and 44
HRQOL). The reduced OABq comprises 33 items (8
bladder symptoms and 25 HRQOL) including 6
domains of symptom bother, coping, concern/worry,
sleep, social interaction and HRQOL total. The psy-

chometric evaluation of the OAB-q was examined in
990 patients with OAB (25.4% men, 55.8% urge
incontinence) [56] Internal consistency was high
with the subscale Cronbach alphas ranging from 0.86
to 0.94. Subscale to subscale correlation ranged from
0.32 to 0.74. There was a significant difference in
scores between controls and continent and inconti-
nent OAB patients. Correlations with subscales of
the SF-36 were moderate (0.16 to 0.52) and there
were fair correlations with number of voids per
night. [56] Responsiveness of the OAB-q to anti-
muscarinic treatment has recently been published.
[112] Significant improvements in all OAB-q sub-
scales were found at 4 and 12 weeks and were asso-
ciated with reductions of urgency episodes, micturi-
tions or physician perceptions of improvement. 

This questionnaire has been developed and tested
within one selected patient population receiving a
particular drug treatment. The questionnaire needs to
be used in a wider patient population to provide
robust evidence that it is an effective instrument for
the assessment of patients with incontinence and
LUTS.

n) BFLUTS 

The long form of BFLUTS [60] was developed for
use with women, following the pattern established
for the questionnaire developed for the ICS-’BPH’
study. The questionnaire covers the occurrence and
bothersomeness of symptoms relating to incontinen-
ce and other lower urinary tract symptoms. [60] It
has shown good levels of validity and reliability and
has been increasingly used in epidemiological and
outcome studies. [113][114] [115] [116] [117] [118]
Validity, reliability and responsiveness have all been
tested, and a scored short form has been produced,
which is now the recommended version. [57] 

During the reporting period, the BFLUTS question-
naire was used to assess risk factors for urinary
incontinence in both sexes [119] and in randomised
trials of functional bladder capacity after transcuta-
neous electrical nerve stimulation and oxybutynin,
[120] and TVT versus colposuspension in the treat-
ment of stress incontinence. [121] It was also used in
a retrospective observational study investigating the
effectiveness of Burch colposuspension, [122] and a
modified form was completed by men and women in
an urban community to determine urinary symptoms
and incontinence. [123] 

o) DAN-PSS

This questionnaire was designed in Denmark to mea-
sure the degree to which men are bothered by urina-
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ry symptoms. [124] [125] A composite score is
achieved by the multiplication of the ‘symptom’ by
the ‘bother’ score, with a total range of 0 to 108.
[124] [125]  A computer version of this questionnai-
re has been validated and patients seemed to appre-
ciated more this new version than the paper version.
[126] It is primarily a questionnaire for the assess-
ment of the occurrence and bothersomeness of a
wide range of LUTS in men.

p) ICSmale

The ICSmale questionnaire contains 22 questions on
20 urinary symptoms, and, for most questions, the
degree of problem that the symptom causes. [61] It
has exhibited acceptable levels of validity, reliability
and sensitivity to change following a range of treat-
ments including surgery, minimally invasive thera-
pies and drug treatments. [61] [127] [128]  This long
version has been largely replaced now by a scored
short-form – ICSmaleSF. [58] A modified form of
ICSmale has been used to assess LUTS and inconti-
nence in prostate cancer. [129] It also continues to be
used to assess LUTS in men [70] and minimally
invasive therapies and drug treatments. [71] [72]
[130] [131] It is primarily a questionnaire for the
assessment of the occurrence and bothersomeness of
a wide range of LUTS in men.

3. OTHER UI/LUTS QUESTIONNAIRES

A number of other questionnaires have been develo-
ped to assess symptoms or quality of life impact of
LUTS and UI. They do not reach the highest level of
grading because they do not have the full comple-
ment of psychometric evaluation or robust data, or
are less relevant for the assessment of UI than the
questionnaires reported above.

a) Grade B questionnaires 

1. SYMPTOMS OF UI/LUTS

• Male Urogenital Distress inventory (MUDI) (men)

The Male Urogenital Distress Inventory questionnai-
re was developed to measure the health-related qua-
lity of life for men with urinary incontinence, com-
prising a 27 item male version of the UDI. [132]
[133] It has been shown to have acceptable prelimi-
nary levels of validity and reliability, but no respon-
siveness data have been published.

• PGI-S (Patient Global Impression of Severity) and
PGI-I (Patient Global Impression of Improvement)

PGI-S and PGI-I are global indexes of severity and
improvement that summarise the severity or impro-

vement in single questions with four and seven res-
ponse categories respectively. [134] Construct vali-
dity has been investigated in 1133 women with stress
urinary incontinence: the PGI-S revealed significant
correlation to incontinence episode (Spearman’s
rho:0.36, p<0.0001), pad test (rho 0.20, p<0.0001)
and I-QOL (rho -0.5, p<0.0001); and the PGI-I sho-
wed significant correlation to incontinence episode
(Spearman’s rho:0.49, p<0.0001), pad test (rho 0.33,
p<0.0001) and I-QOL (rho -0.43, p<0.0001). No
assessment of reliability and responsiveness was
made.

• St George Urinary Incontinence Score (SGUIS)
(women)

Aspects of validity, reliability and responsiveness
were examined for this questionnaire in one study.
[32] The SGUIS correlated moderately well with the
number of leaks per week (Spearman’s r = 0.610,
95% confidence interval 0.516-0.689, P < 0.001), the
test-retest reliability was acceptable, and the change
after treatment correlated well with the improvement
in the number of leaks per week (r = 0.742, 0.662-
0.805, 156 samples, P < 0.001) and 1-h pad test loss
(r = 0.531, 0.405-0.636, 151, P < 0.001). Further eva-
luation of the validity and reliability of the question-
naire is required.

2. IMPACT OF UI/LUTS ON QUALITY OF LIFE

• Leicester Impact Scale (LIS) (men and women)

This questionnaire was developed to assess the
impact of storage symptoms (with and without
incontinence) in a community sample of men and
women over 40 years old. [135] [136] This inter-
view- administered questionnaire evaluates impact
on activities and feelings in 21 items. Standard psy-
chometric methods were used to evaluate and shor-
ten the questionnaire, and it was compared with
other questionnaires including the HADS. The two
sub-scales had high internal consistency (Cronbach’s
alpha 0.87 and 0.91 – 0.93 overall). Test-retest and
inter-rater reliability were not very high and the
author’s caution that the questionnaire may not be
reliable for use in surveys or among older people.
[136] While this questionnaire has produced eviden-
ce of validity, reliability and responsiveness, the evi-
dence about the reliability of the measure is poor and
so it is not recommended at the highest level.

• Male Urinary Symptom Impact Questionnaire
(MUSIQ) (men)

The purpose of the MUSIQ is to determine the effect
of urinary incontinence on health-related quality of
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life of men, comprising a 32 item male version of the
IIQ. [132] [133] Preliminary information was provi-
ded regarding the construct validity and reliability of
this measure, but no information regarding the sensi-
tivity of this measure was provided.

• King’s Health Questionnaire (KHQ) (Men)

The KHQ has been shown to have good reliability
and validity for men. [30] [77] Data relating to res-
ponsiveness was not provided.

• Nocturia quality of life questionnaire (men)

This was developed to assess the specific impact of
nocturia in men. It was developed following focus
group interviews and piloted in 107 men with noctu-
ria in the UK. [137] The final version contains 13
items with a high alpha and intraclass correlation,
high correlation with a sleep index and the
energy/vitality domains of the SF-36, and the ability
to distinguish between patients with different levels
of nocturia. [137]

b) Other questionnaires 

A number of other questionnaires in this area have
been published, but it is the Committee’s view that
these have not produced sufficient evidence to attain
or maintain a Grade B (validity, reliability and res-
ponsiveness indicated but not with rigour; or validi-
ty and reliability established with rigour in several
data sets). Several have not produced publications in
the reporting period or are focused on particular
patient groups in single studies.

1. SYMPTOMS OF UI/LUTS

• Symptom Severity Index (SSI) (women)

This short questionnaire was developed in the UK to
assess stress incontinence, with acceptable levels of
validity and reliability, but responsiveness has not
been assessed and no further validation has been
published in the reporting period. [138] 

• Urge-UDI (women)

The UDI was modified to focus on urge incontinen-
ce, comprising 9 questions assessing frequent urina-
tion, urgency to empty your bladder, difficulty hol-
ding urine, urine leakage, urine leakage related to the
feeling of urgency, urine leakage related to physical
activity, coughing or sneezing, urine leakage not
related to urgency or activity, night-time urination,
and bedwetting. [139] [140] [141]  No additional
studies using the U-UDI were found that have been
published since 1999.

• Urinary Incontinence and Frequency Comfort

questionnaire (UIFC) and Bladder Function Ques-
tionnaire (BFQC)

These questionnaires have been designed to assess
changes in what is termed ‘compromised urinary
bladder syndrome’ (CUBS). [97] Some aspects of
validity and reliability have been examined in 47
patients, with evidence of acceptable internal consis-
tency, test-retest reliability and correlation with uri-
nary loss. Further work is required and responsive-
ness has not yet been assessed.

2. IMPACT OF UI/LUTS ON QUALITY OF LIFE

• U-IIQ (women)

An adapted version of the IIQ has been developed to
be specific to the assessment of urge incontinence.
[140] It contains 32 questions, arranged into 6
domains (travel, activities, feelings, physical activi-
ties, relationships, sexual function), two single items
(night bladder control, and satisfaction with treat-
ment), and a mean summary score composed of the
6 domain scales.  In two published reports of the U-
IIQ, the internal consistency reliability of the U-IIQ
has ranged from 0.74-0.96 (Cronbach alpha) for the
individual subscales, [140] [141] and .90 for the ove-
rall index score. [140] Intraclass correlation coeffi-
cients of test-retest reliability have ranged from 0.68-
0.88. [140] [141] Guyatt’s statistics assessing res-
ponsiveness to change were reported as –0.62 to
–0.83 for participants with a stable number of incon-
tinent episodes, and -1.00 to –1.61 for participants
who showed an improvement in their number of
incontinent episodes. [140] The scale has demonstra-
ted acceptable convergent and discriminant validity.
[141] Further work on this scale is reported to be
underway, but has not been published in the repor-
ting period.

• Symptom Impact Index (SSI) (women)

This questionnaire was developed in the UK to
assess the impact of stress incontinence and has
acceptable levels of validity and reliability, but no
responsiveness data or publication in the reporting
period. [142] 

• Der Inkontinenz-Fragebogen

This questionnaire [143] was used a randomised
controlled trial. [144] although no information rela-
ting to the questionnaire’s validity and reliability has
been produced.

• Specific questionnaires 

The following questionnaires were identified that

537



focus on particular patient groups, often in single or
small scale studies. Several of these questionnaires
are well-established in other areas (e.g. cancer) but
have had limited use in patients with incontinence:
Danish LUTS, [145] Post-surgical questionnaire,
[146] Voiding patterns, [147] Incontinence screening
questionnaire, [148] Post-radical prostatectomy
questionnaire, [149] ICSQoL, [150] EORTC metas-
tatic prostate cancer, [151] Changes in Urinary Func-
tion, [152] Prostate-targeted Health Related Quality
of Life, [153] Functional Assessment of Cancer –
Bladder/General Scales, [152] [154] York Inconti-
nence Perceptions Scale (YIPS), [96] Stress Inconti-
nence Questionnaire (SIQ), [155] Incontinence
Stress Index, [156] BFLUTSQoL, [60] Psychosocial
consequences questionnaire, [157] Philadelphia
Geriatric Centre Multilevel Assessment Instrument,
[158] QOL – Synthelabo, [159] Symptom and psy-
chological status in stress incontinence, [160] Post-
radical radiotherapy questionnaire. [161] 

Many women present with vaginal symptoms and
pelvic organ prolapse (POP) is frequently implica-
ted. A traditional clinical history is usually used in an
effort to assess the symptoms experienced by the
patient and a thorough clinician will try to gain
insight into how these symptoms are impacting on
the patient’s life. However, symptoms often do not
correlate with objective examination findings.
Indeed the clinical assessment itself can be inconsis-
tent, depending upon the position of the patient, whe-
ther they have been standing for a prolonged time or
have just used a pessary or tampon. While there is a
little research defining the association between spe-
cific symptoms and support defects, [162] [163]
[164] measuring subjective outcome after treatment
is problematic. Unlike urinary incontinence, where
increasingly patient-completed methods such as dia-
ries and questionnaires are being used to measure
outcome, very few such instruments are yet available
for POP. Clinician based history is inconsistent,
disease impact may not be assessed, leading ques-
tions can be asked and patients may be unwilling to
volunteer symptoms, particularly after surgical inter-
vention, for fear of appearing ungrateful or a nuisan-
ce. Consequently, despite the highly prevalent nature
of this condition we have little idea how interven-

tion, which is frequently surgical, alters symptoms
and quality of life. As for incontinence, question-
naires to assess symptoms and quality of life impact
of pelvic organ prolapse would be highly desirable. 

For POP, the Committee examined the quality of the
psychometric evidence and only where published
data were scientifically sound was the label ‘with
rigour’ allowed. The Committee noted that this is a
developing area with few questionnaires currently
reaching the highest levels of evidence. Thus three
grades of recommendation were established (Table
5). 

Table 5. Criteria for recommendation of questionnaires for
POP at the Third Consultation 

Grade of Evidence required (published)
recommendation 

Highly recommended Validity, reliability and
(Grade A) responsiveness established 

with rigour. 

Recommended Validity and reliability
(Grade B) established with rigour, or 

validity, reliability and
responsiveness indicated. 

With potential (Grade C) Early development – further 
work required and encouraged 

Table 6 : Recommended questionnaires for the evaluation of
symptoms and quality of life impact of pelvic organ prolap-
se

Grade A (highly recommended) 
• None 

Grade B (recommended) 
• Pelvic Floor Distress Inventory (PFDI)[106] 
• Pelvic Floor Impact Questionnaire (PFIQ)[106] 

Grade C (with potential) 
• P-QOL/St. Mary’s Questionnaire [165]  
• Pelvic Floor Dysfunction Questionnaire [166] 
• e-PAQ Pelvic Floor Symptoms Questionnaire [167] 
• Danish Prolapse Questionnaire [168] 
• ICIQ-Vaginal Symptoms Questionnaire (not published) 

1. HIGHLY RECOMMENDED QUESTIONNAIRES

[GRADE A]

No questionnaires in this area currently meet these
criteria.

2. RECOMMENDED QUESTIONNAIRES [GRADE B]

a) Pelvic Floor Distress Inventory (PFDI) 

This questionnaire is an adaptation of the well-esta-

III. QUESTIONNAIRES TO ASSESS
SYMPTOMS AND QUALITY OF LIFE

IMPACT OF PELVIC ORGAN 
PROLAPSE
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blished UDI with the aim of developing a compre-
hensive condition specific instrument to assess
impact from pelvic organ prolapse and other aspects
of colorectal-anal dysfunction, as well as LUTS.
[106]  The PFDI retains the 19 original items of the
UDI, and adds 9 items related to lower urinary tract
symptoms that are common in women with pelvic
floor disorders. The three original subscales of the
UDI are retained (i.e., obstructive, irritative/discom-
fort, and stress).  Psychometric testing included
internal reliability (PFDI Cronbach’s alpha 0.88,
PFIQ 0.98), 1 week test-retest (interclass correlation
coefficient PFDI 0.87, PFIQ 0.86). Both correlated
with stage of prolapse (Spearman correlation coeffi-
cient for pelvic organ prolapse distress inventory and
impact questionnaire 0.32 p<0.01, 0.33 p<0.01).
Responsiveness has not yet been tested.

b) PFIQ (Pelvic Floor Impact Questionnaire)

PFIQ is an adaptation of the IIQ to assess quality of
life impact in women with pelvic floor disorders. It
contains items included in the original IIQ and new
items related to other pelvic floor disorders. PFIQ
has 3 scales including 92 items: IIQ (30 items),
Colorectal-anal impact Questionnaire (CRAIQ) (31
items) and Pelvic Organ Prolapse impact Question-
naire (POPIQ) (31 items). Each scale includes 4
domains of travel, social, emotional and physical
activity. The psychometric properties of the PFIQ
were evaluated in 100 female patients with pelvic
floor dysfunction. [106]  The PFIQ showed good
validity; each of IIQ, CRAIQ and POPIQ revealed
significant correlation with incontinence episode and
number of pad use per week, faecal incontinence per
week and stage of prolapse, respectively. Internal
consistency was excellent (Cronbach alpha 0.98) and
test-retest reproducibility was high (overall ICC 0.86
ranging from 0.69 to 0.92). A French language ver-
sion has been produced. [54] Responsiveness has not
yet been evaluated. 

3. QUESTIONNAIRES WITH POTENTIAL

[GRADE C]

a) P-QOL/St Mary’s Questionnaire

An evaluation of a version of this questionnaire in
Italian has been published. [165] It has acceptable
levels of some aspects of validity and reliability, but
requires further evaluation of these aspects and res-
ponsiveness.

b) Pelvic Floor Dysfunction Questionnaire

This has eight domains: urinary incontinence, urina-
ry irritative symptoms, voiding dysfunction, pelvic

prolapse symptoms, faecal incontinence, defaecatory
dysfunction, pelvic pain, sexual dysfunction. Only
the correlation of symptoms with location and seve-
rity of pelvic organ prolapse has been investigated,
[166] and so a full evaluation of the validity, reliabi-
lity and responsiveness of the questionnaires is
required.

c) e-PAQ Electronic Pelvic Floor Symptoms Ques-
tionnaire

This questionnaire aims to assess pelvic floor symp-
toms using an electronic format. Two posters have
been presented but there are no publications to date.
[167] [169] [170]

d) Danish prolapse questionnaire

This questionnaire aims to assess symptoms, bother
and quality of life in women referred with pelvic
organ prolapse. Some evidence of content and
construct validity has been investigated, [168] but
further work is required on these aspects and respon-
siveness.

e) ICIQ-Vaginal Symptoms

This questionnaire is being developed as part of the
ICIQ modular programme (see below). Posters have
been presented but no publications have yet been
produced.

A large number of questionnaires have been develo-
ped for clinical and research purposes that include
items relating to faecal incontinence. Although there
are clear relationships between faecal incontinence
and other pelvic floor disorders (in particular urinary
incontinence), it must be borne in mind that partly
due to clinical tradition and pragmatism, these condi-
tions have commonly been viewed separately. For
similar reasons, items relating to faecal incontinence
have often been included in questionnaires addres-
sing general gastro-intestinal and colo-rectal func-
tion, as well as condition specific instruments in such
areas as irritable bowel syndrome and inflammatory
bowel disease, conditions which are commonplace in
colorectal practice as well as in other specialities
dealing with pelvic floor disorders [171] [172] The
increasing multidisciplinary approach to incontinen-
ce necessitates the inclusion of such instruments in
reviews of this nature, recognising the high preva-

IV. QUESTIONNAIRES TO ASSESS
SYMPTOMS AND QUALITY OF LIFE

IMPACT OF FAECAL
INCONTINENCE 
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lence of faecal incontinence, particularly in women,
and the interrelationship of this condition with other
pelvic floor disorders. It is also important to remem-
ber that the normal range of bowel function is wide,
that bowel function may be highly variable within
individuals without significant pathology. Conse-
quently instruments in this field are likely to lack a
degree of sensitivity or specificity for the specific
bowel disorders such as IBS, IBD evacuation disor-
der and constipation. 

Anal incontinence and bowel evacuation are intrinsi-
cally related to pelvic floor function and it may be
inappropriate to consider bowel function purely in
terms of continence and constipation. Evacuatory
dysfunction may result from a variety of underlying
pathologies including outlet obstruction, slow transit
or other mechanical, pharmacological, metabolic,
endocrine and neurogenic abnormalities. [173] Anal
incontinence occurs in both sexes, but is commoner
in women than men. [174] Symptoms are considered
crucial to diagnosis as specific symptoms are thought
to reflect the underlying pathophysiology. [175]
Thus, urgency (the inability to defer defecation) and
urge incontinence are thought to indicate loss of
voluntary control due to impaired external anal
sphincter function, whereas passive incontinence is
thought to indicate impairment of the smooth muscle
of the internal sphincter. 

For FI, the Committee examined the quality of the
psychometric evidence and noted that this is a deve-
loping area with few questionnaires currently rea-
ching the highest levels of evidence. A commonly
used score for FI (Wexner), for example, does not
appear to have published data related to its psycho-
metric properties and thus while it is used widely can-
not be recommended by the committee. Three grades
of recommendation were developed (Table 7). 

Table 7. Criteria for recommendation of questionnaires for
FI at the Third Consultation 

Grade of Evidence required (published)
recommendation 

Highly recommended Validity, reliability and 
(Grade A) responsiveness established with 

rigour. 

Recommended (Grade B) Validity and reliability 
established with rigour, or 
validity, reliability and
responsiveness indicated. 

With potential (Grade C) Early development – 
further work required and 
encouraged 

Table 8. Recommended questionnaires for the evaluation of
symptoms and quality of life impact of FI

Grade A (highly recommended) 
• None 

Grade B (recommended) 
• Faecal Incontinence Quality of Life Scale[176] 
• Manchester Health Questionnaire[177] 
• Birmingham Bowel and Urinary Symptoms Questionnaire
• (BBUS-Q)[178] [179] 

Grade C (with potential) 
• Wexner score [180] 
• St Mark’s score [181] 
• Faecal Incontinence Survey [182] 
• Elderly Bowel Symptoms Questionnaire [183] 
• Postpartum Flatal and Faecal Incontinence Quality of Life 

Scale [184] 
• Bowel Disease Questionnaire [185] 
• Gastrointestinal Quality of Life Index [186] 

1. HIGHLY RECOMMENDED QUESTIONNAIRES

[GRADE A]

No questionnaires are currently available at this
level.

2. RECOMMENDED QUESTIONNAIRES

[GRADE B]

a) Faecal Incontinence Quality of Life Scale 

The 29-item Faecal Incontinence Quality of Life
Scale developed and tested by Rockwood et al mea-
sures impact of anal incontinence over four scales of
quality of life; Lifestyle (10 items), Coping/beha-
viour (9 items), Depression/Self perception (7 items)
and Embarrassment (3 items). [176] The instrument
was designed to measure the effect on quality of life
of treatment for individuals with faecal incontinence.
A panel of colorectal surgeons and researchers gene-
rated items. Psychometric properties were tested in
118 patients with faecal incontinence 72 controls.
The questionnaire showed good discriminant validi-
ty, with significant differences between patients with
faecal incontinence and those with other gastro-
intestinal disorders. There were also significant cor-
relations with selected subscales of the SF-36. Test-
retest reliability at a mean interval of 8 days was
satisfactory, with alpha values for the 4 scales of 0.8
- 0.96. Internal consistency of the 4 scales was >0.7.
The instrument does not measure physical symptom
severity and has not been tested in asymptomatic
controls, but appears to offer a valid and reliable
measure of the impact of faecal incontinence on qua-
lity of life in men and women with this condition.
[176] However, in order to demonstrate discriminant
validity, the researchers deemed it necessary to
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modify the questionnaire for use in controls. Its use
in an unscreened population is as yet unreported, and
no responsiveness data have yet been produced. 

b) Manchester Health Questionnaire

This questionnaire consists of items adapted from the
King’s Health Questionnaire. [177] It uses the same
basic structure and format but items have a 5-point
response scale (rather than the 4-point scale in the
KHQ). It includes items in the 8 domains of quality
of life as well as a symptom severity scale. Face vali-
dity was assessed by interview with 15 patients with
faecal incontinence. Test-retest reliability was mea-
sured (Pearson correlation > 0.8 in all 9 domains).
The questionnaire was posted to 236 women with
faecal incontinence, of which 159 returned comple-
ted questionnaires. 121 performed test-retest at a
mean interval of 20 days. Cronbach’s alpha was >
0.7 in all domains tested, indicated adequate internal
consistency. Convergent validity was assessed by
comparison with responses in the SF-36, which sho-
wed significant correlations between domains of the
2 instruments. Data relating to women without faecal
incontinence or unscreened women are not yet avai-
lable. The questionnaire’s sensitivity to change is
also not yet established. 

c) Birmingham Bowel and Urinary Symptoms
Questionnaire (BBUS-Q) 

This is a 22-item questionnaire developed to evalua-
te symptoms of both bowel and urinary dysfunction
in women which has a published scoring manual.
[178] [179] Items were generated by a panel of clini-
cians and scientists and following review of existing
instruments in the literature. The instrument was tes-
ted in the gynaecology departments of three hospi-
tals, a urogynaecology clinic, a functional bowel cli-
nic and a general practice. A total of 630 women
completed the questionnaire; 379 women awaiting
hysterectomy, 45 women following hysterectomy 65
women referred with functional bowel and/or urina-
ry symptoms and 141 asymptomatic controls. The
content, construct and criterion validity, internal
consistency, reliability and responsiveness of the
questionnaire were measured. Low levels of missing
data, peer and patient reports supported face and
content validity. Factor analysis showed a clinically
relevant four-factor structure: Constipation, Evacua-
tory function, Anal incontinence and Urinary symp-
toms with low content replication able to distinguish
between patient groups, indicating good internal
structure. Comparison with clinical, anorectal phy-
siological, videoproctographic, transit time and uro-

dynamic test results supported the instrument’s crite-
rion validity. Key domain question analysis and
Cronbach’s alphas showed internal consistency.
Kappa values and limits of agreement demonstrated
good test-retest reliability. Some responsiveness data
have been produced. 

The authors recommended the questionnaire for use
as both a research tool and as a useful clinical mea-
sure. This questionnaire also forms a core element in
an electronic pelvic floor symptoms assessment
questionnaire (e-PAQ) (see above). 

3. QUESTIONNAIRES WITH POTENTIAL

[GRADE C]

a) Wexner score

This score was developed in the early 1990s to allow
an objective comparison of incontinence within
groups of patients and assessment of treatment effec-
tiveness. [180] It comprises a set of tables for the
entry of relevant clinical details, with a grading sys-
tem for type of incontinence ranging from ‘never’ to
‘always’. The instruction states “the continence
score is determined by adding points from the table,
which takes into account the type and frequency of
incontinence and the extent to which it alters the
patient’s life.”[180] The score appears to be comple-
ted by the clinician. This score is used regularly and
frequently in clinical practice. For it to achieve a
higher grading from the Committee, it requires
conversion to a patient-completed format and inves-
tigation of its psychometric properties.

b) St. Mark’s score

This scale attempts to provide a scoring system for
the assessment of the severity of FI. [181] There are
five questions concerned with faecal leakage, bowel
urgency, use of pads, medication and interference
with activities. Small samples of patients (n=23 and
n=10) completed the Wexner, Pescatori and Ameri-
can Medical Systems scores alongside the new scale.
The new scale correlated well with the others, a diary
card and ‘clinical impression’, and scores changed
significantly in response to surgical treatment. [181]
The questionnaire is promising but requires further
development work.

c) Faecal incontinence survey 

This questionnaire was designed for the assessment
of anal incontinence, associated symptoms and risk
factors in the community. [182] The questionnaire is
based on previously validated instruments from the
Mayo Clinic[187] [188] and includes a 13-item sub-
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set of questions relating to the quantification of fae-
cal incontinence. Initial validation and reliability tes-
ting was carried out in 94 clinic attendees. Assess-
ment of reliability included a follow-up patient – cli-
nician telephone interview (n=41) as well as a mai-
led questionnaire (n=34), combined test-retest data
which produced a median kappa value of 0.59. In
some areas reliability was found to be particularly
low. [189]. Further work is required to establish ade-
quate levels of validity, reliability and responsive-
ness.

d) Elderly Bowel Symptom Questionnaire (EBSQ)

O’Keefe et al have reported on the feasibility, relia-
bility and validity of the Elderly Bowel Symptom
Questionnaire (EBSQ) in clinic attendees in a medi-
cal outpatients department and 424 community
based, independently living elderly subjects aged 65
– 93. [183] The response rate of 77% in the postal
survey part of the validation was relatively high and
may provide evidence of good acceptability. Test -
retest reliability was also acceptable, with a median
Kappa value of 0.65. Further work is required to
establish adequate levels of validity, reliability and
responsiveness.

e) Postpartum Flatal and Faecal Incontinence
Quality of life Scale 

Cockell et al conducted in-depth interviews with 10
women who suffered postpartum faecal or flatal
incontinence and developed the Faecal Incontinence
Quality of Life Scale. [184] This condition-specific
scale has yet to undergo psychometric testing but is
now being used in a clinical trial comparing different
methods of repairing anal sphincter injuries follo-
wing childbirth. 

f) Bowel Disease Questionnaire 

This is a 47-item bowel disease questionnaire for the
assessment of symptoms including faecal inconti-
nence and constipation. [185] The questionnaire was
introduced into a Swedish colorectal clinic in 1992
for the initial assessment of patients prior to investi-
gation and included items relating to symptoms as
well as the patient’s past medical and surgical histo-
ry. A prospective study was conducted to assess vali-
dity and reliability. Subjects included 36 with faecal
incontinence, 38 with constipation and 16 asympto-
matic controls. Discriminant validity and overall
test-retest reliability were reported as acceptable,
though reliability in the faecal incontinence group
was only 0.57 compared to the control group (0.95).
Reliability was poor for 6 items relating to enema
use, stool consistency, straining, incontinence to

solid stool, pruritis and differentiation of gas from
stool. Although patient numbers were small, the
authors found that the instrument was sensitivity to
change following intervention. The questionnaire
has not been validated in English and requires further
work.

g) Gastro-intestinal Quality of Life index (GIQLI)

This instrument was designed to measure quality of
life in patients with gastrointestinal disease, with
planned evaluation of psychometric and clinical pro-
perties in three phases of development. [186] It does
not have any items specific to FI, although it covers
a wide range of other bowel symptoms.

h) Other questionnaires 

A number of other questionnaires are under develop-
ment in this area but without formal publications: the
clinical assessment of anal incontinence, [190] [191]
[192] a scoring system based on linear analogue
scales, [193] a survey of the bowel patterns of 789
students and hospital employees (unpublished). 

These self-administered questionnaires aim to mea-
sure the multidimensional nature of health status and
are suitable for a broad range of illnesses and popu-
lations. They do not contain specific questions on
incontinence, but they have been widely used to
assess the quality of life of incontinent adults on the
assumption that incontinence has an impact on the
general well being of a given individual. They can,
however, be relatively insensitive to conditions such
as incontinence. During the past 5 year, the SF-36
has been the most widely used generic health-related
quality of life measure in the assessment of UI. Seve-
ral other instruments, such as the SIP, the NHP, and
the EQ-5D, have had limited use in recent years. All
of these measures have achieved acceptable reliabili-
ty and validity in individuals with incontinence. The
sensitivity of the measures to treatment or a worse-
ning/improving physical condition has been variable,
and could be related to the small sample sizes used in
some treatment-related studies. The SF-36 appears to
be less sensitive to detected changes among stroke
and other neurological patients with UI, and in stress
incontinent women. However, the generic instru-
ments, particularly the SF-36, are useful in compa-
ring across chronic conditions or in describing the
general health status of incontinent adults (Table 8b). 

V. GENERIC HEALTH MEASURES
FOR INCONTINENCE
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Table 8b. Recommended questionnaires for the evaluation
of generic health status in relation to symptoms and quality
of life impact of UI, FI and POP

Grade A

SF-36/SF-12 [194] 

Rand-36 [195] 

EuroQoL EQ-5D [58] 

Nottingham Health Profile [22] 

Sickness Impact Profile [143] 

1. HIGHLY RECOMMENDED QUESTIONNAIRES

[GRADE A]

a) Medical Outcomes Study Short-form: SF-36,
SF-20 and SF-12

The MOS Short Form - 36 (SF-36) has been used
extensively for QoL assessment of men and women
across a variety of health conditions. [194] The SF-
36 is a 36-item measure developed as part of the
Medical Outcomes Study in the US. It contains eight
separate subscales or domains: physical functioning,
bodily pain, role limitations due to physical health
problems, role limitations due to personal or emotio-
nal problems, general mental health, social functio-
ning, energy/fatigue, and general health perceptions.
The SF-36 has been culturally adapted and/or trans-
lated into a variety of languages, and is one of the
most widely used generic health-related quality of
life measures in the world. Short-form versions of
the SF-36 have been developed, such as the SF-20
and the SF-12. The SF-20 was found to have good
discriminant validity between a sample of 483 indi-
viduals with symptoms of an overactive bladder and
191 controls (Lieberman et al., 2001). The SF-12
containing only 12 items, however, has been found
to perform poorly with prostatectomy patients. [196]

The use of the SF-36 to measure the impact of urina-
ry symptoms in daily life has increased substantially
during the past 5 years. The SF-36 has been found to
have good construct validity, discriminant validity,
and internal consistency in several research investi-
gations of persons with incontinence, BPH, or urina-
ry symptoms. [197] [198] [199] [200] Test-retest
reliability has been moderate to high (r = 0.60-0.80).
The SF-36 has also been found to discriminate
amongst persons of different age groups. [200] Res-
ponsiveness of the SF-36 to changes in UI status
and/or treatment, however, has been mixed.  Sensiti-
vity of the SF-36 has been reported to be poor in

several studies, including a study of neurological
patients treated with transcutaneous electrical nerve
stimulation, [201] women receiving pelvic floor
muscle training following ischaemic stroke, [99]
stress incontinent patients receiving electrical stimu-
lation, [202] stress incontinent women fitted with a
Continence Guard, [101] and in a small randomised
trial of transcutaneous electrical nerve stimulation
and oxybutynin in patients with detrusor instability.
[120] However, responsiveness of the SF-36 to
changes in clinical or treatment status have been
reported in clinical trials comparing UI following
total and subtotal hysterectomy[99] and tension free
vaginal tape versus colposuspension in stress incon-
tinent women;[203] among urge incontinent patients
receiving posterior tibial nerve stimulation, [67] with
faecal incontinent patients receiving sacral nerve
neuromodulation;[204] and in studies of radical
prostatectomy versus external beam radiation for the
early treatment of prostate cancer. [205]. A study by
Salinas et al. (2002) reported improvements in SF-36
scores following surgical treatment for BPH,
although these improvements were not associated
with improved I-PSS or urine flow. [206] Thus, the
responsiveness of the SF-36 appears to vary by the
population studied and the particular research desi-
gns employed. 

b) RAND-36

The RAND-36 Item Health Survey, retains the same
items and subscales as the SF-36 but uses a slightly
different scoring algorithm than the SF-36. [195]  In
recent years, there has been an increase in the num-
ber of published studies across a range of health
conditions including UI that have used the Rand-36
to assess health-related quality of life. Downs and
colleagues (2003) used the RAND-36 and the UCLA
Prostate Cancer Index to assess the impact of bra-
chytherapy monotherapy and radical prostatectomy
on localised prostate cancer patients in the CaPSU-
RE study. The measure was also used in a study
assessing the long-term effects of sexual, urinary and
quality of life outcomes among men treated by radi-
cal prostatectomy or transurethral resection of the
prostate 2 years post-surgery. Smith and colleagues
(2000) used the RAND-36 in a 6 year follow-up
study of men with prostate carcinoma detected in
screening studies. [207] In addition, the RAND-36
was used to assess generic quality of life in a cross-
sectional study of non-institutionalised Dutch
women regarding UI. [208]  Women with UI were
found to have lower physical functioning and vitali-
ty as compared to those without UI.
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c) EuroQol EQ-5D

The EQ-5D is a standardised instrument for use as a
measure of health outcomes and utilities[58] This
questionnaire, developed by the EuroQol group,
consists of the EQ-5D self-classifier, the EQ VAS
(visual analogue scale) and the EQ SDQ (standard
set of socio-demographic questions). Respondents
are asked to describe their own health status using a
five-dimensional health state classification system of
mobility, self-care, usual activities, pain/discomfort
and anxiety/depression. Each of these dimensions
records three levels of severity, which are indicated
by numbers. No problems are coded ‘1’, some or
moderate problems ‘2’ and extreme problems ‘3’. A
health state can therefore be described with a five-
digit number, for instance 12113. This means ‘no
problems’ on the dimension of mobility, ‘some pro-
blems’ on the dimension of self-care, ‘no problems’
with respect to usual activities and pain/discomfort
and ‘severe problems’ on the dimension of anxie-
ty/depression. The classification system defines 243
health states. In addition, the states of unconscious-
ness and death are included. The EQ-5D has been
translated into many different language versions. The
EQ VAS is a standard vertical 20-cm visual analogue
scale for recording respondents’ rating of their cur-
rent health state on a 0-100 scale. A similar VAS is
used when valuing hypothetically. 

The EQ-5D is designed for self-completion by
respondents and is ideally suited for use in mail sur-
veys, in clinics and face to face interviews. It is
cognitively simple, taking only a few minutes to
complete. Instructions to respondents are included in
the questionnaire. Applicable to a wide range of
health conditions and treatments, it provides a simple
descriptive profile and a single index value for heal-
th status, from which QALY (Quality Adjusted Life
Years) can be calculated, and that can be used in the
clinical and economic evaluation of health care as
well as population health surveys. (for details of eco-
nomic evaluation, see chapter x). EQ-5D has been a
specially designed to complement other quality of
life measures such as the SF-36, Nottingham Health
Profile, Sickness Impact Profile or disease-specific
measures. 

Construct validity of the EQ-5D in the assessment of
urinary incontinence on quality of life was tested in
1997. The study showed a good correlation between
EQ-5D index and urinary symptoms. More evidence
of the construct validity of the EQ-5D in urinary
incontinence was demonstrated in a study which sho-
wed strong relationships between the EQ-5D index

and general quality of life questions in ICSQoL, and
a moderate relationship with the question associated
with incontinence (p=0.0022). On the other hand,
much weaker relationships were found with other
specific impact questions. [150]

A recent multicentre trial used the ED-5D to assess
quality of life years between baseline and six months
follow-up for patients randomised to either tension-
free vaginal tape versus colposuspension for primary
urodynamic stress incontinence. [209] The results
indicated that tension-free vaginal tape was a cost-
effective alternative to colposuspension. A similar
randomised controlled trial examining tension-free
vaginal tape and colposuspension was reported to
have used the EQ-5D, although no information was
provided in the summary article regarding the per-
formance of this measure in the study population.
[203]

d) Nottingham Health Profile

The Nottingham Health Profile (NHP) has been used
in Sweden to assess the quality of life of women with
incontinence compared with an age-matched sample.
Overall, all women with incontinence were more
socially isolated than those in the general population.
[22] Women with urge and mixed incontinence
reported more emotional disturbances than the
control group, and urge incontinent women also
reported more sleep disturbance than the control
group. In a study to assess late physical psychosocial
sequelae in patients treated with external beam irra-
diation and brachytherapy for localised prostate can-
cer, no diminished patient QOL was found as com-
pared to an age matched, healthy control group,
using the NHP and the EORTC-QLQ-C30. [210]
Persistent health problems among survivors, howe-
ver, included sexual disorders, urinary incontinence,
and urinary incontinence.

A study by Skeil and colleagues (2001) used the
NHP and the SF-36 to evaluate the use of transcuta-
neous electrical nerve stimulation (TENS) in patients
with urinary symptoms secondary to neurological
diseases. [201] Patients reported decreases in irritati-
ve urinary symptoms, urinary frequency, incontinen-
ce and clothes changing as a result of treatment.
There were, however, no significant changes in qua-
lity of life scores for either the NHP or the SF-36
suggesting a lack of sensitivity in both of these mea-
sures to these urinary changes.

The use of the NHP to assess incontinence has been
minimal in the past several years, although a recent
study used the NHP as a means of validating a new
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incontinence-specific quality of life measure[63] and
so it remains Grade A.

e) Sickness Impact Profile 

The full 136-item version of the Sickness Impact
Profile (SIP) was used in Norway to assess the qua-
lity of life of women with urinary incontinence. Ove-
rall, the impact of incontinence was highest on sleep
and rest, emotional behaviour, social interaction and
recreation/past-times. [21] Three subscales of the
SIP were used in a recent cross-sectional study of
1,688 men with and without lower urogenital tract
dysfunction. [137] Men with LUTS had worse emo-
tional functioning, recreation, and social interaction
scores than those without LUTS.  The SIP was also
found to discriminate by LUTS severity, in that
scores on the three SIP subscales worsened as the
severity of LUTS increased. No other reports of the
use of the SIP in observational and clinical trials of
UI and BPH have been reported in the past decade.

3. OTHER QUESTIONNAIRES

Other generic health status questionnaires have been
used in a small number of studies to assess patients
with incontinence. These instruments have not been
used in many or any publications in the reporting
period, however, and as they appear less relevant for
incontinence are thus not highly recommended by
the Committee even though they reach the highest
levels of evidence.

• Göteborg Quality Of Life Instrument (GQL)

This questionnaire was designed in Sweden to assess
general levels of health and their impact on well-
being. [211] It was constructed originally for men,
but has been tested on women. No studies using the
GQL to assess quality of life in persons with urinary
incontinence have been reported in recent years.

Sexual function may be regarded as a dimension or
aspect of overall quality of life for which a number
of dimension-specific measures have been develo-
ped and validated. There is a wide choice of avai-
lable instruments, the selection of which will depend
on the clinical or research setting where the instru-
ment is to be employed. Established and widely used
measures that have been shown to be valid, reliable

and responsive are clearly desirable, however the
feasibility and appropriateness of using a particular
instrument in a particular setting must also be consi-
dered. A large number of different instruments exist
in this field, which aim to evaluate specific aspects
of sexual function and satisfaction. A number have
been specifically developed or adapted to examine
sexual function in patients with pelvic floor disorders
such as incontinence. 

Clinicians who treat sexual problems often prefer to
use unstructured rather than structured interviews or
questionnaires in clinical practice as an unstructured
approach allows the tailoring of questions to suit the
couple or the individual being assessed. Unstructured
interviews enable the clinician to support patients who
feel vulnerable and encourage discussion. The expe-
rienced clinician hopes to have an appreciation of the
information required to make the correct diagnosis
and institute appropriate treatment. In this setting,
vocabulary can be modified, as can the level of asser-
tiveness and the depth of questioning to suit the needs
of the individual. This flexibility is not readily achie-
vable with questionnaires which individuals may also
find difficult to complete due their impersonal nature
or because of physical or mental impairment, cultural
or language differences. However, some patients find
the discussion of intimate issues with clinicians very
difficult and questionnaires may allow these issues to
be measured in private, at ease and more effectively
before subsequently exploring questionnaire res-
ponses in the clinical interview itself (Table 9). 

1. HIGHLY RECOMMENDED QUESTIONNAIRES

[GRADE A] 

a) Golombok-Rust Inventory of Sexual Satisfaction 

The Golombok-Rust Inventory of Sexual Satisfac-
tion (GRISS), is a self-report inventory which has 56
items, from them 28 are for males and 28 are for
females and it takes approximately 15 minutes to
complete. [212] The questionnaire was developed
systematically by sex therapists at the Maudsley
Hospital Sexual Dysfunction Clinic. The GRISS
assesses the quality of a sexual relationship in a hete-
rosexual couple and an individual’s functioning
within it. This questionnaire is designed for people
who are currently in a relationship. There are 12
domain scores, 5 of which are female specific, 5
male specific and 2 non-gender specific. The 5 fema-
le specific domains are: Anorgasmia, Vaginismus,
Avoidance, Nonsexuality and Dissatisfaction. The 2
non-gender specific domains are: Frequency of
sexual contact and Non-communication. The ques-

VI. QUESTIONNAIRES TO ASSESS
SEXUAL FUNCTION/SATISFACTION

AND INCONTINENCE
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tionnaire was validated on a clinical sample recruited
from sexual dysfunction clinics throughout the UK,
consisting of 68 men and 63 women, and a control
group of 29 men and 30 women randomly selected
from primary care attendees. Split half reliability
was 0.94 for the female scale and 0.87 for the male
overall scale. Average internal consistency of sub-
scales was 0.74. Both the overall female and male
scores were found to discriminate well between cli-

nical and non-clinical samples and scores on sub-
scales successfully discriminated specific diagnostic
groups. There was also a significant correlation bet-
ween therapists’ ratings of severity and scores on the
questionnaire. Responsiveness was assessed by com-
paring change in the questionnaire scores with rated
improvements by sex therapists. Correlations were
moderate but statistically significant (0.54 for males
and 0.43 for females, p<.005 and p<.01 respective-
ly). Test-retest reliability was assessed in 41 couples
receiving either marital or sex therapy. A further two
subscales apply to both males and females and cover
infrequency and non-communication. An additional
2 items each for males and females contribute to the
overall scores but are not included in the subscales.
The GRISS has been used by Hunt & Moss (1996) in
a small study exploring the relationship of unwanted
sexual experience to detrusor instability and sexual
dysfunction. [231] High levels of sexual dysfunction
were found in incontinent subjects compared to other
clinical groups. The GRISS is not applicable to
homosexual couples or people without a partner, but
does provide an otherwise comprehensive, effective
and well-used questionnaire. 

b) International Index of Erectile Function (IIEF).

The international index of erectile function (IIEF) is
a 15-item self-administered questionnaire. It was
designed to assess erectile function and is culturally
and linguistically validated in at least 10 languages
for use in multinational clinical trials. [213] It was
initially validated in 351 patients with erectile dys-
function (ED) and found to have a high degree of
internal consistence (Crohnbach’s alpha > 0.85) and
sensitivity to change with treatment. The question-
naire was culturally and linguistically validated in
the following languages: Danish, Dutch, English
(American, Australian and British), Finnish, French,
German, Italian, Norwegian, Spanish and Swedish.
The final 15-item instrument addresses five different
domains of sexual function: erectile function, orgas-
mic function, sexual desire, intercourse satisfaction
and overall satisfaction. The IIEF has a high degree
of internal consistence. Test-retest repeatability was
high for the domains of erectile function and inter-
course satisfaction and moderately high for the other
domains. Discriminant validity was good for most
domains (except the sexual desire domain).
Construct validity was good and all five domains
showed a high degree of sensitivity to change. An
abridged 5-item version of the questionnaire has also
been developed (IIEF-5). [232] Of the 5 items, 4 are
from the erectile function domain and one addresses
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Table 9. Recommended questionnaires for the evaluation
of sexual function/satisfaction in patients with inconti-
nence 

Grade A

Men and women Golombok-Rust Inventory of Sexual 
Satisfaction [212] 

Men International Index of Erectile Func-
tion [213]

ICSsex [214]

BPHQOL9 [215] 

Grade B 

Men and women Psychosocial Adjustment to Illness 
Scale [216] 

Women Pelvic Organ Prolapse/Urinary 
Incontinence Sexual Questionnaire

[217]

Brief Index of Sexual Function for 
Women [218] 

Men Brief Sexual Function Inventory [219]

Grade C 
(with potential) 

Men and women Derogatis Interview for Sexual 
Functioning [216]
Sexual Behaviour Inventory [220]

Changes in Sexual Functioning 
Questionnaire [221]

Sexual Interaction Inventory [222]

Index of Sexual Satisfaction [223]

Multidimensional Sexuality 
Questionnaire [224] 

Women McCoy Female Sexuality 
Questionnaire [225]
BFLUTSsex [60]

Female Sexual Function Index [226]

Sexual Function Questionnaire [227]

Simple Sexual Function 
Questionnaire [228] 

Men DAN-PSSsex [229]

Sexual life quality questionnaire [230] 



sexual intercourse satisfaction. The main difference
between the 5- and the 15-item version is that the
former asks patients to self-assess erectile function
and satisfaction over the past 6 months while the lat-
ter refers to a time frame of 4 weeks. It has been used
recently in a multinational survey of male ageing.
[229]

c) ICSsex 

The ICSsex is part of the ICS-BPH questionnaire.
[214] It consists of 4 items: to what extent sex life
has been spoilt by urinary symptoms, ability to have
erections, ability to ejaculate, and pain or discomfort
on ejaculation. As with the other ICS questionnaires
each item has an additional part to each item concer-
ning the amount of bother the symptom causes i.e.
how much of a problem is this for you? It has been
used in both clinic and community samples to assess
the relationship between urinary symptoms and
sexual function, [214] and to show that urinary
symptoms most frequently associated with sexual
dysfunction were those related to incontinence. [233]
It has also been used in a randomised trial of treat-
ments for LUTS to investigate sexual side effects.
[234] Aspects of reliability, validity and responsive-
ness have been tested and found to be satisfactory.

d) BPH QOL9 

The QOL9 is a short form of the QOL20, a ques-
tionnaire previously validated in French for men
with LUTS related to BPH. [215] The short form was
developed using a large-scale cohort study of 7093
men with BPH who received alfuzosin for 3 months.
The items were reduced by identifying questions that
contributed most to establishing the global score and
that reflected the structure of the questionnaire on
principal components analysis. The final, 9-item
questionnaire consists of 3 items concerning general
well being, 3 items assessing BPH interferences with
activities, and 3 items pertaining to patients’ percep-
tions of their sexual life. The sexual function domain
covered sexual desire, erectile function and satisfac-
tion with sex life. The QOL9 was validated in two
studies, a longitudinal study of alfuzosin, having a
sample size of 4259, and a smaller cross-sectional
study of men having symptomatic BPH (n=48), or no
symptoms of BPH (n=42), and a group of younger
men (n=23). Feasibility and acceptability of the
questionnaire were assessed by completion rates that
exceeded 85%. Principal components analysis
confirmed the three-factor structure. Discriminant
validity was measured by comparing cases and non-
cases. On the sexual function domain cases scored

10.5, non-cases 15.2 and young men 26.3. The most
strongly discriminating question between cases and
non-cases was satisfaction with sex life. There was
also a good correlation between symptom severity
and the total QOL9 score. Internal consistency of the
overall scale was fair with Cronbachs alpha of 0.79
for patients with BPH and 0.85 for the control
groups. Test-retest reliability was good for the total
score but moderate for the sexual function subscale
(ICC = 0.69 - 0.88) with the reliability of the erection
item having an ICC of 0.53. After treatment the
effect size of the change in the sexual function
domain was linked to age and initial symptoms seve-
rity but had a mean of 0.02 and 0.55 for patients trea-
ted in each of the two studies.

2. RECOMMENDED QUESTIONNAIRES

[GRADE B]

• The Psychosocial Adjustment to Illness Scale
(PAIS) 

The Psychosocial Adjustment to Illness Scale (PAIS)
was designed to assess the psychological and social
adjustment of male and female medical patients to
their illness and is in an interview or self-report for-
mat (PAIS and PAIS-SR). [216] It contains a sexual
relationships domain consisting of 6 items assessing
the quality of interpersonal sexual relationships,
sexual interest, frequency of sexual activity, sexual
satisfaction, sexual dysfunction and interpersonal
sexual conflict. Validation was carried out on groups
of patients having renal dialysis, lung cancer, cardiac
problems, breast cancer, and Hodgkin’s disease.
Internal consistency of the sexual relationships
domain ranged from 0.8 to 0.93 in these different cli-
nical groups. Factor analysis confirmed the subscale
structure. All 6 items in the sexual relationships
domain had very marked loadings on this dimension,
with no appreciable loadings from other items.
Convergent validity was assessed by comparing the
scale to the Global Adjustment To Illness Scale (r-
0.46), the SCL-90R (r=0.13), Affect Balance Scale
(r=0.42), and the Patients Attitudes, Information and
Expectancies Scale (r=0.40). Discriminant validity
was assessed by comparing patients screened positi-
ve and negative for lung cancer. There were diffe-
rences in the mean scores between the two groups
which approached significance (t=1.53, p<0.10).
[14] The PAIS has been used to investigate the
impact of different types of urinary incontinence on
sexual function[235] in a sample of 200 patients
referred for urodynamic assessment. Compared to
patients with GSI, patients having DI were signifi-
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cantly impaired on all items of the sexual relation-
ships subscale, apart from the ‘sexual satisfaction’
item. Some aspects of validation were also carried
out in a small study of 29 patients who had been trea-
ted successfully for penile cancer[236]. Internal
consistency of the sexual relationships scales was
good having Cronbach alpha of 0.83. Convergent
and discriminant validity was shown in significant
correlations with well-being scales but not with
social scales. In addition, patients who had had the
most radical treatments in terms of partial or total
penectomy scored lower on the sexual relationships
scale as did older patients (mean age 63 years) com-
pared to younger patients (mean age 41 years), whe-
reas having a mental disorder showed no correlation
with sexual relationship scores.

b) Pelvic Organ Prolapse/Urinary Incontinence
Sexual Questionnaire (PISQ)

Rogers and colleagues in the United States have
reported the development and validation of a measu-
re of sexual function in women with urinary inconti-
nence or pelvic organ prolapse. [217] The scale
consists of 31 items spread across 3 domains: beha-
vioural/emotive, physical, and partner-related. The
measure has been found to have acceptable conver-
gent and divergent validity and to be able to discri-
minate between women with and without urinary
incontinence or pelvic organ prolapse. [217] [237]
Test-retest ranged from 0.56 to 0.93, showing some
variability in the moderate to high reliability ranges.
[238] The internal consistency of the total measure
and the behavioural/emotive, physical and partner-
related domains was .85, .86, .77, and .43, respecti-
vely. [238]  Sensitivity of the PISQ-31 was not asses-
sed.

A short form version of the questionnaire PISQ-12
has also been developed by the same team of resear-
chers. [239] All subsets regression analyses with r >
0.92 identified 12 items, across all three domains,
that were the most highly predictive of the PISQ-31
scores. Construct validity of the PISQ-12 was exa-
mined through correlations with the long form of the
questionnaire PISQ-31 (r=0.75-0.95), the Sexual
History Form -12, and the IIQ-7. Correlations of the
PISQ-12 with these latter measures were similar to
those found for the PISQ-31. The PISQ-12 scores
were lower in those patients with poorer sexual func-
tioning and more depressive symptoms. Test-retest
reliability was moderate to high. Internal consistency
reliability was stated as having been done, although
the values were not reported in the article. Sensitivi-
ty of the PISQ-12 was not assessed.

An initial validation of a Spanish version of the
PISQ-31 was reported for 34 bilingual patients of
Mexican, Central or South American, Puerto Rican
and Cuban origins living in the United States. [240]
Good agreement between the Spanish and English
versions was achieved for 30 of the 31 items. The
three-factor structure of the original measure was
validated in this sample of participants. 

c) The Brief Index of Sexual Function for Women
(BISF-W)

The Brief Index of Sexual Function for Women
(BISF-W) is a 22-item self-completed questionnaire
that takes 15-20 minutes to complete. [218] It is desi-
gned to assess current levels of female sexual func-
tion and satisfaction. It was originally validated in a
sample of 269 sexually active women age 20-73, and
used a 3-factor scoring system (Interest/desire,
Sexual activity, Sexual satisfaction) with acceptable
test-retest reliability. A new quantitative scoring
algorithm was developed to facilitate the use of the
BISF-W in clinical trials, providing an overall com-
posite score for sexual function and 7 domain scores;
Thought/desire, Arousal, Frequency of sexual activi-
ty, Receptivity/initiation, Relationship satisfaction,
Pleasure/orgasm, and Problems affecting sexual
function. Norms for the composite score and for each
of the seven dimension scores are available, derived
from a sample of 225 healthy women (age 20-55).
[241] Comparing these scores with those of 104 sur-
gically menopausal, sexually active women who
reported impaired sexual function (age 20-55), the
instrument showed good discriminant validity bet-
ween women with and without sexual complaints in
each of the 7 sexuality domains. In a placebo-
controlled study, the BISF-W was sensitive to detec-
ting differences between treatment groups in two of
the 7 sexuality domains and on the overall composi-
te BSIF-W score.

d) Brief Sexual Function Inventory 

This 22-item questionnaire concerning male sexual
function was designed for clinical and research pur-
poses in urological settings. [219] Items were gene-
rated from the literature to produce a 50-item ques-
tionnaire which was then reduced down to 22 items
in a series of pilot studies prior to the final validation
study. The questionnaire comprises of 5 subscales:
Libido, Erectile function, Ejaculation, Assessment of
significance of each domain and Overall satisfaction.
Validation was carried out on a sample of 74 men
with sexual dysfunction and 60 general medical
patients. Mean age was 55 and 45 years respectively.
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The study describes development of individual sub-
scales down to a final questionnaire of 11 items
based on measures of internal consistency and test-
retest reliability. Internal consistency of the sub-
scales ranged from 0.62 to 0.95 and ICC’s from 0.79
to 0.89 for test-retest reliability. All subscales except
the drive and ejaculation subscales discriminated
between patients being treated for sexual dysfunc-
tion and general medical patients, but it was not
expected that drive would be reduced in patients
experiencing sexual dysfunction and ejaculation did
not appear to be an important issue for patients.

3. QUESTIONNAIRES WITH POTENTIAL

[GRADE C]

a) The Derogatis Interview for Sexual Functioning
(DISF)

The Derogatis Interview for Sexual Functioning
(DISF)[216] is a 25-item semi-structured interview.
It takes around 15 minutes to administer. It aims to
provide a multidimensional assessment of sexual
function. Like the CSFQ, DISF is used both for
males and females. A self-report version is also avai-
lable (DISF-SR). There are five domains that are
supported by factor analysis: Sexual cognition/fanta-
sy, Sexual arousal, Sexual behaviour/experience,
Orgasm and Sexual drive/relationship. The scores
can be interpreted as discrete item, domain or global
summary scores, with a total score that summarises
level of sexual functioning across all domains. Both
the DISF and the self-report version have had normal
ranges established in community samples composed
of 399 participants between the age of 19 to 64. Test-
retest internal consistency and inter-rater reliabilities
were within the acceptable range. The CSFQ has
been translated into 8 different languages, but further
evaluation of other aspects of validity, reliability and
responsiveness is required.

b) Sexual Behaviour Inventory (SBI)

The Sexual Behaviour Inventory (SBI)[220] mea-
sures four types of sexual behaviour both for females
and males; Sexual behaviours displayed by the sub-
ject alone, by the subject to the partner, by the part-
ner to the subject and by the subject and the partner.
This instrument examines which behaviours have
been experienced (experience scale), and the degree
of pleasure associated with the sexual activities
experienced by the subject (experimental pleasure
scale) for each type of behaviour (Trudel et al.,
2001). Further evaluation of other aspects of validi-
ty, reliability and responsiveness is required.

c) The Changes in Sexual Functioning Question-
naire (CSFQ)

The Changes in Sexual Functioning Questionnaire
(CSFQ)[221] was designed for use in both men and
women. It has 35-items for women and 36 for men.
It is a structured interview designed to measure ill-
ness and medication related changes in sexual func-
tion. The CSFQ takes approximately 20 minutes to
administer and provides a gender specific report
(CSFQ-F & CSFQ-M). The questionnaire has five
domains, Sexual desire frequency, Sexual desire
interest, Sexual pleasure, Sexual arousal and
Orgasm. An overall CSFQ score can also be derived.
Additional questions ascertain the degree to which
sexual functioning has changed over time and how
extensive changes are as well as a measure of the
nature and underlying cause of these changes. The
interview was standardised on a sample of 122 medi-
cal students (68 males and 54 females between the
age of 22-35) and 33 psychiatry residents (17 males
16 females between the age of 25-43). The question-
naire showed discriminant validity between healthy
volunteers and a sample of individuals suffering
from depression and in both the total CSFQ and its 5
domains. Internal consistency and test-retest reliabi-
lities for the CSFQ were acceptable, but further eva-
luation of other aspects of validity, reliability and
responsiveness are required. 

d) Index of Sexual Satisfaction (ISS)

The Index of Sexual Satisfaction (ISS) was develo-
ped by Hudson et al in 1981[223] to measure the
magnitude of problems in people with sexual dys-
function. It is a 25 item self-report inventory, which
takes around 10 to 15 minutes to complete and gene-
rates five scales relating to sexual satisfaction. Evi-
dence of divergent validity is shown by its ability to
discriminate between samples with and without sex
problems but further evaluation of other aspects of
validity, reliability and responsiveness is required.

e) Multidimensional Sexuality Questionnaire
(MSQ)

Multidimensional Sexuality Questionnaire (MSQ)
[224] is a 60-item questionnaire with 12 subscales
measuring various psychological tendencies and
dimensions about both male and female sexuality.
The subscales include; Sexual esteem, Sexual preoc-
cupation, Internal sexual control, Sexual conscious-
ness, Sexual motivation, Sexual anxiety, Sexual
assertiveness, Sexual depression, External sexual
control, Self-monitoring, Fear of sexuality, and
Sexual satisfaction (Trudel et al., 2001).
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f) The Sexual Interaction Inventory (SII)

The sexual Interaction Inventory (SII) is a self-com-
pleted questionnaire containing 102 items. [222] It is
for both men and women and measures levels of
sexual function and satisfaction in a relationship. It is
not applicable to single people. Participants are
asked to answer about their frequencies, desires and
self and partner satisfaction for 17 sexual beha-
viours. Eleven scale scores are generated. Statistical-
ly significant score differences between patients and
controls (p< .05) were found in 9 of the 11 scales.
Test re-test reliability over two weeks was .53 - .90.
The questionnaire takes around half an hour to com-
plete, which may limit its clinical utility in some cir-
cumstances. 

g) McCoy Female Sexuality Questionnaire
(MFSQ)

The McCoy Female Sexuality Questionnaire
(MFSQ) is a 25-item self-report inventory aiming to
assess levels of sexual interest and response in
women. [225] Initial psychometric testing involved
364 university students, though it has also been used
in menopausal women where responses relating to
the menopause and oestrogen levels were signifi-
cantly correlated. Seven point scales are generated. It
has been translated into French and Swedish. In a
study employing the French translation there were
significant differences between treatment and non-
treatment groups as well as convergent validity with
other measures. Test-retest reliability was also satis-
factory.

h) BFLUTSsex. 

The BFLUTSsex questionnaire contains 4 questions
related to sexual function: pain or discomfort due to
dry vagina, whether sex life has been spoilt by uri-
nary symptoms, pain on sexual intercourse, and lea-
kage on intercourse. [60] In addition to each of these
items the respondent is asked how much of a pro-
blem this is for them. It has been used to assess
sexual function after hormone replacement thera-
py[242] and pelvic floor muscle training. [243] This
has been replaced by one item in the new BFLUTS
scored short form (see above).

i) Simple Sexual Function Questionnaire

Walters, Taylor and Schoenfeld (1990) used a
simple, 3 item questionnaire devised by Plouffe
(1985) to assess the relationship of sexual dysfunc-
tion to urodynamic diagnosis in incontinent women.
[228] The questionnaire asks if the respondent is
sexually active and if so, whether there are any pro-

blems. If the respondent has problems they are asked
about pain during coitus. Walters et al. (1990) added
a question asking whether urinary symptoms interfe-
red with sex. [228] Again these questions are similar
to those used in the BFLUTS and the Bernstein ques-
tionnaires. Although sexual dysfunction was more
prevalent in the incontinent groups there was no dif-
ference between those with GSI and those with DI.
Plouffe (1985) developed this questionnaire by com-
paring these three items, administered by junior
interns to a sample of 57 female patients in a ward
environment, to longer, more in-depth interviews
carried out in private. [244] The short questionnaire
was found to detect all cases of sexual dysfunction
identified by in-depth interview.

j) The Female Sexual Function Index (FSFI)

The Female Sexual Function Index (FSFI)[226] is a
19-item self-report questionnaire for measuring
female sexual function and takes approximately fif-
teen minutes to administer. It provides five domains
of sexual function, which have been confirmed using
factor analysis they include: Desire, Lubrication,
Orgasm, Arousal, Pain and Satisfaction. An overall
total score is also provided. The FSFI was developed
using a sample of 131 female controls (between the
age of 21-68) and 128 females who met Diagnostic
and Statistical Manual of Mental Disorders (DSM-
IV; American Psychiatric Association, 1994) criteria
for Female Arousal Disorder (FSAD). The age of the
participants was matched (21-69). Norms are avai-
lable for both groups (controls and FSAD) at the
individual items level, the domains level, and the
full-scale scores.  The FSFI discriminated reliably
between women with arousal disorder (FSAD) and a
control group on each of the domains of sexual func-
tion as well as on the full-scale score. FSFI data were
also compared with results from the Locke-Wallace
Marital Adjustment test (1959), Correlations bet-
ween the two were generally modest in magnitude,
with the strongest observed for the satisfaction
domain of the FSFI. Internal consistency and test-
retest reliability of the FSFI have been established.

k) Sexual function questionnaire 

The 31-item sexual function questionnaire (SFQ)
was designed specifically as an outcome measure for
use in clinical trials of drugs for female sexual dys-
function (FSD). [227] It was derived from semi-
structured interviews with 82 women with or without
FSD, initially 61 items were generated, following
which 31 items were selected by a panel for face
validity and clinical relevance. The questionnaire
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was then used in 2 multicentre phase II clinical trials
involving 781 women. Factor analysis identified 7
domains: Desire, Physical arousal-sensation, Physi-
cal arousal-lubrication, Enjoyment, Orgasm, Pain,
and Partner relationship. Internal consistency in a
sample of 201 women was 0.65 – 0.91. Test-retest
reliability was moderate (Cohen’s weighted kappa
values 0.21 – 0.71, Pearson correlation coefficients
0.42 – 0.78). The instrument discriminated well bet-
ween women with and without FSD as well as bet-
ween those wh Multidimensional Sexuality Ques-
tionnaire (MSQ)o had improvement in FSD and
those who reported no improvement (p<0.001). 

l) DAN-PSSsex

A derived form of DAN-PSS, the DAN-PSSsex, was
used in a multinational survey on the prevalence of
LUTS and sexual dysfunction of men aged between
50 and 80 years old. [229]

m) Sexual life quality questionnaire (SLQQ)

This 16-item instrument was designed to evaluate
sexual function and satisfaction with treatment for
erectile dysfunction (ED) in men and their sexual
partners[230] Its psychometric properties have been
evaluated in 2 studies evaluating men being treated
for ED, where it showed evidence of responsiveness
and a reliable indicator of treatment preference in
this context.  

n) Other measures of sexual function 

Many of the questionnaires assessing the psychoso-
cial impact of LUTS and/or UI contain one or two
questions related to sexual function. The majority of
these are discussed above, either as symptom ques-
tionnaires or general quality of life questionnaires.
Questionnaires containing just one question tend to
focus on a general assessment of the overall impact
of urinary symptoms on sexual functioning. The
Kings Health questionnaire, [30] the Incontinence
Impact Questionnaire, [245] and the I-QOL[246] are
recommended by the Committee for use for
UI/LUTS. However, when considering the sexual
items it must be borne in mind that validation of the
sexual items was not always carried out or made
explicit. But the questions relating to sexual function
in each of the questionnaires are very similar and
judgements on validity can be made by comparing
questions and psychometric data between question-
naires as well as considering the psychometric pro-
perties of the scales as a whole. If more in-depth
information is required concerning sexual function,
the questionnaires recommended for this aspect
should be used (see above).

There are other general measures of sexual function,
such as the Watts Sexual Function Questionnaire.
[247] and Medical Outcomes Study (MOS) Sexual
Functioning Scale. [248] There are also question-
naires that have been designed for sexual dysfunc-
tion specific to particular diseases, such as Radium-
hemmets Scale of Sexual Function, [249] Sexual
Adjustment Questionnaire (SAQ), [152] and Prosta-
te-targeted Health Related Quality of Life. [153] 

A small number of questionnaires have produced ini-
tial validation but without publications during the
reporting period: Effect of Urinary Incontinence on
Sexuality Questionnaire (EISQ), [250] and Effects of
urinary incontinence on sexual activity. [251] 

Most studies and questionnaires have been develo-
ped for use with members of the general population
or urology/gynaecology patients with incontinence
or POP. However, some specific patient groups may
experience particular problems with incontinence
(for example, children, frail elderly or those who are
severely disabled), which may require independent
investigation and potentially the development of
more specific measures or the addition of a new sub-
set of items on already developed instruments. The
Committee advises that researchers should use exis-
ting highly recommended or recommended question-
naires if possible as this aids comparison and to redu-
ce the increasing proliferation of questionnaires.
Many of the questionnaires developed below for par-
ticular conditions (e.g. prostate cancer) pre-dated the
development of highly recommended questionnaires,
and highly recommended questionnaires should be
used preferentially. 

1. OLDER PEOPLE

Urinary incontinence symptoms play an influential
role on the overall QOL in older people. Urinary
incontinence causes a significant decrease in QOL,
as severe as that of many chronic disease states.
Since the elderly commonly have various types of
comorbid conditions, it may be difficult to measure
the impact of urinary incontinence with generic QOL
measures. The use of incontinence specific tools to
measure QOL in the elderly, therefore, is of conside-
rable importance. The validated incontinence-speci-
fic QOL questionnaires, such as IIQ, I-QOL or KHQ,
are used for clinical trials or research on urinary
incontinence including elderly people. Okamura,

VII. QUESTIONNAIRES FOR 
SPECIFIC PATIENT GROUPS
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assessed symptoms and QOL in elderly people (men
and women) with lower urinary tract symptoms
including incontinence, using KHQ and IPSS. They
showed that symptoms and QOL in the elderly with
LUTS could be assessed by IPSS and KHQ and that
urinary incontinence appeared to be more associated
with QOL in elderly women. [79] 

On the other hand, a variety of factors surrounding
elderly people, including physical, social, mental,
economic or environmental conditions, are different
from those of younger generations. In fragile elderly
people with dementia or physical impairment, it may
be difficult to assess the impact of urinary inconti-
nence alone. Questionnaires specifically developed
for the elderly may be of great importance. However,
there is currently little literature relating to the deve-
lopment or validation of particular questionnaires for
older people with urinary incontinence. Two ques-
tionnaires were found and are described below.

a) The Urge Impact Scale (URIS) [Grade B]

The Urge Impact Scale (URIS) was designed and
tested specifically for older persons with urge incon-
tinence. The URIS was developed and validated by
DuBeau et al. (1999). [252] And included 32 items,
reduced to 24 items (URIS-24). The URIS-24 was
psychometrically assessed for validity and reliability
in community-dwelling men and women with urge
incontinence, older than 60 years old. Cronbach
alpha was 0.84 for the URIS-32 and 0.94 for the
URIS-24. In assessment of test-retest reliability,
interclass coefficient (ICC) was 0.88. The URIS-24
had modest but nearly significant correlation with
the number of urge incontinence episodes (rho=-
0.39, p=0.05). Factor analysis revealed 3 component
structures corresponding to physiological burden,
perception of personal control and self-concept.
There was no analysis for responsiveness. They sho-
wed that the URIS-24 is an internally consistent,
highly reproducible tool for the assessment of the
QOL impact of urge incontinence on older persons.

b) Swedish questionnaire [Grade C]

A questionnaire survey was conducted among men
and women aged over 75 years in Sweden. [253] The
questionnaire was developed specifically for the
study although many questions had been used in a
previous epidemiological study. [254] The question-
naire achieved an admirable 62% response rate, but
no details were published describing the psychome-
tric properties of the questionnaire. 

2. CHILDREN

Some questionnaires have been developed specifi-

cally to address issues for children, particularly enu-
resis. See Chapter (Children).

3. SPINAL CORD INJURED/NEUROLOGICALLY

DAMAGED

Individuals who have can experience particular diffi-
culties with incontinence and the use of various
devices. It would be useful to investigate whether
Grade A questionnaires, developed for people
without neurological damage, can be used in this
group, or whether additional modules or instruments
are required. This is an area and where a small num-
ber of questionnaires are being developed (see
below).

a) Qualiveen: quality of life related to urinary pro-
blems in spinal cord injury [Grade B]

A questionnaire has been developed to evaluate the
specific impact of urinary dysfunction on the quality
of life of spinal cord injury patients in France. [255]
Items were selected following patient interviews,
and were then assessed for validity and reliability in
281 spinal cord injury patients with urinary difficul-
ties. The items were reduced psychometrically and
the resultant questionnaire has been named Quali-
veen. [255] 

b) Quality of life for Spinal Cord Patients

This questionnaire is under development in New
Zealand (Arnold et al) and in association with the
ICIQ. Posters have been presented, but as yet there
are no publications.

4. PROSTATE/BLADDER CANCER

Very many questionnaires are available for assess-
ment in this area: Post-radical prostatectomy ques-
tionnaire, [149] [256] Cancer Rehabilitation Evalua-
tion System - Short Form (CARES-SF), [257] Pros-
tate Cancer Treatment Outcome Questionnaire
(PCTO-Q), [151] PROSQOLI, [258]  Modified Sou-
thwest Oncology Group (SWOG), [259] Functional
Assessment of Cancer Therapy - (FACT-G), Bladder
form (FACT-B) and Prostate form (FACT-P), [260]
Functional Assessment of Cancer Therapy Vander-
viet Cystectomy Index (FACT-VCI), [261] EORTC
metastatic prostate cancer, [151] Changes in Urinary
Function, [152] Prostate-targeted Health Related
Quality of Life. [153] 

5. LOWER URINARY TRACT SYMPTOMS/BENIGN

PROSTATE DISEASE

Very many questionnaires are available for assess-
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ment in this area, most of which do not contain
symptoms or full evaluation of UI: AUA Symptom
Index. [262] I-PSS. [262] [263] Patient-completed
modification of the Boyarsky[264] schedule. [265]
BPH Impact Index. [266] BPH Health-related QoL
survey. [267] 

One questionnaire has been designed for patients
with urinary stents: USSQ. [71] 

The ICI is developing a set of modular question-
naires that, it is hoped, will become the international
standard for work on pelvic problems related to
lower urinary tract, vaginal and lower bowel dys-
function. There are ‘core’ modules, representing the
major domains of UI, FI and POP, with ‘optional’
modules that allow more detailed evaluation of par-
ticular issues or groups, and ‘add-on’ modules for
particular areas, such as sexual function. These
modules adopt existing questionnaires wherever pos-
sible. This is still a developing area, and so is likely
to change to some degree over time. The following
section reports on the situation as of September
2004.

1. THE MODULES (SEPTEMBER 2004)

a) Core modules - symptoms

• ICIQ-MLUTS (urinary symptoms): this is deri-
ved from the fully-validated ICS-BPH question-
naire, the ICSmale, without the incontinence
questions. [61] 

• ICIQ-FLUTS (urinary symptoms): this is derived
from the fully-validated BFLUTS questionnaire
without the incontinence symptoms. [60]

• ICIQ-VS (vaginal symptoms): in development

• ICIQ-BS (bowel/faecal symptoms): in develop-
ment 

b) Core modules – patient groups

• ICIQ-UI short form (urinary incontinence): this
is the ICIQ as reported above. [33]

• ICIQ-N (nocturia): this includes the nocturia
question from the ICIQ-LUTS module

• ICIQ-OAB (overactive bladder): this includes the

OAB questions from the ICIQ-LUTS.

• ICIQ-Neuro (spinal cord injured): in develop-
ment.

• ICIQ-LUTSC (children): in development.

c) Optional modules

• ICIQ-MLUTS LF (long form for urinary 
symptoms).

• ICIQ-FLUTS LF (long form for urinary 
symptoms). 

• ICIQ-UI LF (long form for urinary incontinen-
ce). 

d) Recommended add-on modules

• ICIQ generic QoL: SF-36 or SF-12. [194]

• ICIQ I-QOL: I-QOL. [28]

• ICIQ KH (King’s Health) QoL: KHQ. [30]

• ICIQ OAB QoL: OAB-Qol. [56]

• ICIQ N-QOL: N-QOL. [137]

• ICIQ-sex: there are male and female versions of
this questionnaire derived from the ICSmale and
BFLUTS questionnaires described above which
are fully validated.

Other questionnaires for various aspects of quali-
ty of life and sexual function/satisfaction related
to the core conditions are in development.

2. AVAILABILITY

These questionnaires are all available in English and
several have either been, or are being, translated into
other languages. It is planned that modules, once
fully validated, will be available via the ICIQ websi-
te (www.iciq.net). For further details, contact Ms
Gardener (nikki_gardener@bui.ac.uk) or Dr Avery
(Kerry.Avery@bristol.ac.uk) or Professor Abrams
(edu@bui.ac.uk).

VIII. INTERNATIONAL
CONSULTATION ON 

INCONTINENCE QUESTIONNAIRE
(ICIQ)
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Questionnaires are used in outcomes and epidemio-
logical research and it is encouraging that since the
publication of the previous report an increasing num-
ber of such studies are being published which inclu-
de highly recommended validated questionnaires. It
remains, however, that many studies do not include
these questionnaires. It is the Committee’s view that
randomised controlled trials should not be underta-
ken without the inclusion of Grade A questionnaires.
We strongly urge researchers to include such mea-
sures in all research on incontinence. In the sections
below, we provide some advice about selecting mea-
sures, and update our literature review on the use of
questionnaires in randomised trials and observatio-
nal studies.

The previous sections have provided an overview of
symptom and quality of life instruments that have
achieved the highest levels of evidence regarding
reliability, validity, and responsiveness. But, how
does a clinical researcher choose which instruments
are most appropriate for a particular research study
and/or clinical assessment? The following section
provides general guidelines to be used in conducting
symptom and quality of life assessments in clinical
trials or other research investigations related to uri-
nary or faecal incontinence.

It is important to re-emphasise that health-related
quality of life (HRQL) is a multidimensional concept
referring to an individual’s overall well being – phy-
sical, social, and emotional. Primary dimensions of
HRQL include: physical functioning, psychological
functioning, social functioning and role activities,
and individuals’ overall life satisfaction and percep-
tions of their health status. Other commonly assessed
dimensions of HRQL include cognitive or neuropsy-
chological functioning, paid or unpaid work activi-
ties, sexual functioning, sleep disturbance, pain, and
the impact of symptoms on daily life. The specific
dimensions relevant for a given research study will
depend upon the research questions to be addressed,

the type of study (e.g., intervention study; randomi-
sed trial; observational study), the disease or condi-
tion being investigated, and the study population.
Attention should be paid to whether HRQL is to be a
primary or secondary endpoint. In addition, issues of
staff and participant burden, time constraints, and
resources should be considered in the selection of
HRQL measures. 

1. SELECTING HRQL MEASURES FOR RESEAR-
CH STUDIES

a) Study Design 

There are several protocol concerns that must be
taken into account when using health-related quality
of life measures in research studies, including the
length of the study, the frequency of contact with the
study participants, the timing of clinical assessments,
the complexity of the trial design, the number of par-
ticipants enrolled, and participant and staff burden.
The goal of the HRQL investigation is to “fit” the
HRQL measures to the protocol without compromi-
sing either the study design or the assessment. For
example, if the study design is complex with fre-
quent participant contacts and multiple clinical mea-
sures, it may be necessary to focus the HRQL assess-
ment on a subset of critical dimensions in order to
minimise participant and staff burden. At the same
time, however, HRQL must be viewed as an impor-
tant variable in the overall trial design. Reducing its
measurement to very brief and potentially less
reliable measures, or to only one or two dimensions,
may seriously diminish the integrity of the overall
study design and yield useless information. Having
well developed research goals and questions regar-
ding HRQL will help to guide you in the selection of
measures for a study. The goal is to develop a
conceptually adequate, yet practical HRQL battery
given the study population, the specific intervention,
and the study design.

The frequency with which HRQL will need to be
assessed in a research study will depend on the natu-
re of the condition or intervention being investigated
and the expected effects (both positive and negative)
of treatment. At a minimum, as with all measure-
ments collected in a research study, a baseline and
end of study assessment should be completed. In
addition, other HRQL assessments should be timed
to match expected changes in functioning due to
either the intervention or the condition or the disease
itself. Timing follow-up assessments to coincide
with when patients might be seen in clinic ordinari-
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ly, if appropriate, may also reduce the costs involved
in follow-up HRQL and symptom assessments.

b) Study Population 

It is critical to specify key population demographics
that could influence the choice of instruments, the
relevant dimensions of HRQL to be assessed, or the
mode of administration. Thus, age range, gender,
educational level, the language(s) spoken, and cultu-
ral diversity should be carefully considered prior to
selecting the HRQL battery of measures. For
example, a cohort of patients over the age of 70 may
have more vision problems than middle-aged per-
sons, making self-administered questionnaires
potentially inadvisable. Ethnically diverse groups
also require measures that have been validated across
different cultures and/or languages.

In clinical trials, it is also important to be sensitive to
how the disease will progress and affect the HRQL
of patients in the control group, as it is to understand
the effects of the study treatment. For example, in
patients with incontinence assigned to a placebo-
control arm of a study, we might expect a symptom
to worsen and thus have an effect on daily functio-
ning. The point is to select dimensions and measures
of HRQL that are sufficiently sensitive to detect
changes in both the treated and the control group
patients. Uses of the same instruments for both
groups will ensure an unbiased and comparable
assessment.

c) Intervention 

There are three major factors related to the interven-
tion that are relevant to HRQL, and therefore requi-
re careful consideration: the positive and adverse
effects of treatment, the time course of the effects,
and the possible synergism of the treatment with
existing medications and conditions. It is crucial to
understand how a proposed treatment could affect
the various dimensions of an individual’s life quality
in both positive and negative ways. For example,
some drug therapies may relieve LUTS but produce
symptoms like dry mouth or sexual dysfunction. 

In addition, the time course of an intervention’s
effects on dimensions of HRQL is also critical both
in terms of the selection of measures and the timing
of when HRQL measures are administered to study
participants. For example, in a trial comparing coro-
nary artery bypass graft (CABG) surgery to angio-
plasty, an assessment of HRQL one week post-inter-
vention might lead to an interpretation that the surgi-
cal arm was more negative than angioplasty for

HRQL since the individuals in this arm of the trial
would still be suffering the effects of the surgical
procedure (for instance, sore muscles and surgical
site discomfort) which could overwhelm any bene-
fits associated with CABG. However, at six months
post-intervention, the benefits of CABG surgery
such as, relief from angina, might be more profound
than the benefits received from angioplasty. Thus,
when HRQL is assessed could influence how one
interprets the benefits (or negative effects) of the
interventions. 

Finally, it is important to have a clear understanding
of the current medications the patient population is
likely to be taking prior to randomisation to the study
treatment, and how these medications might interact
with the trial intervention, (either a pharmacological
or behavioural intervention), to influence dimensions
of HRQL.

2. TYPES OF HRQL INSTRUMENTS

As was stated earlier in this chapter, measures of
HRQL can be classified as one of three types. Gene-
ric instruments are designed to assess HRQL in a
broad range of populations (e.g., both healthy as well
as ill individuals). These instruments are generally
multidimensional, and assess at least the physical,
social and emotional dimensions of life. An example
of this type of instrument is the SF-36 Item Health
Status Profile (described above). A second type of
instrument is condition or population-specific mea-
sures (e.g., instruments designed to assess the HRQL
impact of specific diseases, conditions, age groups,
or ethnic groups). These instruments may be similar
to generic instruments in that they generally assess
multiple dimensions of HRQL, but they also include
items more specific to the particular condition or
population being studied. Examples of frequently
used condition specific instruments in the UI area
include the Incontinence Impact Questionnaire, and
the King’s Health Questionnaire (described above).
Lastly, a third type of HRQL instrument is dimen-
sion-specific measures, which assess a single dimen-
sion or aspect of quality of life, such as sexual func-
tioning or depressive symptoms. 

It is becoming less common in studies across a wide
range of chronic and acute conditions to find resear-
ch investigations in which only one dimension of
quality of life is assessed (e.g., social functioning), or
where only one summary question is used to evalua-
te life quality (e.g., “How would you rate the overall
quality of your life in the past month?”). Although
such assessments still occur, the trend has been
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toward the use of multidimensional generic or condi-
tion-specific instruments supplemented with dimen-
sion-specific instruments as needed. For example, in
a study assessing the outcome of a medical therapy
in reducing stress incontinent episodes in middle-
aged adult women, a team of researchers may use the
Incontinence Impact Questionnaire to assess the
impact of the medication on the individual’s overall
quality of life, but may also want to assess the impact
of treatment of the patients’ sexual functioning.
Investigators may also want to know whether the
individual’s emotional functioning has improved as a
result of the medication (e.g., feeling less emotional-
ly distressed or depressed). In general, the type of
instruments selected for inclusion in a research study
will depend on the goals of the intervention and the
specific research questions to be addressed. In prac-
tice, clinical trials that include HRQL as outcomes
usually incorporate a combination of HRQL instru-
ments most relevant to the study population and
intervention, if applicable, being mindful of resource
constraints and staff and participant burden.

In general, in our review of the research studies and
clinical trials to be described in the next section, we
found that most investigators use a combination of
QOL instruments to assess the impact of incontinen-
ce on patients’ quality of life. Only in rare instance
was a single questionnaire used. In some studies,
objective measures of UI were combined with self-
report instruments, although as was stated above,
there is oftentimes poor correlation between objecti-
ve measures and quality of life assessments. Self-
report symptom and quality of life instruments mea-
sure patients’ perceptions of the impact of symptoms
on their daily life. There can be wide variability in
what some patients consider to be bothersome. Some
symptoms that are close to intolerable in some indi-
viduals, are to others, much more bearable with litt-
le resultant impact on their daily life. This range in
individual patients’ appraisal of their symptoms
accounts, in part, for the poor correspondence bet-
ween objective and subjective measures of UI. 

3. SUMMARY

In summary, some general points to consider in
selecting HRQL instruments for incontinence stu-
dies:

• Make sure that the HRQL research questions and
study endpoints are clearly defined. Determine
which dimensions of HRQL are most critical to
assess and which are most likely to be affected by
a particular condition and/or its treatment. HRQL

measures cannot be measured effectively until
these specifics have been identified.

• Make good use of library literature searches in
identifying past research in the area(s) of interest,
as well as in identifying the types of HRQL mea-
sures other researchers have used in past work.
This information can provide valuable informa-
tion on how particular scales have performed in
previous populations, as well as provide additio-
nal information to assist in defining research ques-
tions/issues regarding the HRQL components of
any given study.

• Consider the characteristics of the population in
selecting measures. For example, are the study
subjects to be children or older adults, well educa-
ted vs. those with limited education, or persons
with low literacy? Make sure the forms are appro-
priate for use with the population to be assessed.
Furthermore, do not assume that an instrument
validated for use with Caucasian, middle-class
individuals in the U.S. will be appropriate for use
in other countries, and/or those of a lower socio-
economic status or of different educational back-
grounds. This chapter has indicated, where pos-
sible, the extent to which specific HRQL instru-
ments have been validated, and used reliably with
different populations.

• Use the questionnaires recommended in this chap-
ter whenever possible. Do not “reinvent the
wheel.” Developing new scales is time consuming
and complicated to complete. If you must develop
a new scale, ensure that expertise in psychome-
trics is available to your research team in order to
guide the scale construction process.

• Know the strengths and weaknesses of different
types of HRQL measures. In general, generic
measures are useful in providing information on
multiple dimensions of HRQL that can be compa-
red across different populations. The may lack
sensitivity, however, in addressing concerns of
specific patient populations (e.g., OAB, UI, faecal
incontinence). Condition-specific instruments, in
contrast, do address areas of function more speci-
fic to the condition, and tend to be more responsi-
ve to changes in clinic status, due to their increa-
sed specificity in addressing the conditions of
their patient populations. Weaknesses of condi-
tion-specific instruments, however, are that they
are often not appropriate for use with multiple
populations, and cannot be used to make direct
comparisons across different patient groups. 
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• Know how specific HRQL measures are scored.
Specifically, will the scoring method of a measure
provide you with the information you need to ans-
wer your research question(s)? Is there flexibility
in scoring methods? Total scores in multidimen-
sional quality of life instruments are useful in
comparing overall quality of life across various
patient populations. They also simplify data ana-
lyses in that multiple HRQL dimensions do not
need to be analysed. Summary measures or total
scores, however, do not provide you with infor-
mation about which specific components of
HRQL are most affected by particular conditions
and/or their therapies. Dimension-specific scores
are more useful in targeting specific areas of qua-
lity of life for improvements in life quality. HRQL
instruments that provide options in how they can
be scored (i.e., summary scores/total scores as
well as individual dimension scores) may provide
you with greater flexibility in answering research
questions effectively. 

• Pilot testing of HRQL instruments with partici-
pants/patients similar to those who will be asses-
sed in a research investigation is always advisable.
Adjustments can then be made in the protocol, if
necessary, prior to the initiation of the study.

• Finally, train and certify your staff to administer
quality of life instruments using either patient
interview and/or self-administration techniques,
depending on the method to be used in the study.
The administration process needs to be standardi-
sed and completely similarly across all partici-
pants.

The ideal study design for assessing the outcome of
treatments for incontinence is the randomised
controlled trial, and the assessment of a patient’s
symptoms and their impact on quality of life using
validated self-completed questionnaires should be an
essential component of any study evaluating treat-
ments. Few randomised trials using recommended
questionnaires were identified in the first ICI report.
[1] In the second ICI report, we reviewed randomi-
sed trials carried out between 1998 and mid 2001 and
found 48 trials, 19 of which used validated question-
naires as an outcome measure, but only 6 of which
reached the highest level of recommendation. [2]
Below, we review the randomised trials found rela-
ting to treatments for incontinence and their use of

validated questionnaires between 2001 and mid
2004.

Searching of Medline and the Cochrane trials data-
bases between 2001 and mid 2004 identified 109
randomised trials of treatments for urinary inconti-
nence and five of anal incontinence of various sorts
(see Table 10). One further trial looked at both uri-
nary and anal incontinence. Of those assessing uri-
nary incontinence, only 42 (38%) included recom-
mended validated questionnaires as an outcome
measure. Of these, 16 were undertaken in Europe, 13
in the North America, three in Australia, two each in
New Zealand and Canada, and one each in Japan and
China. One study did not state country and the
remaining three were multinational. Thirteen invol-
ved bladder training, lifestyle counselling or physical
therapies such as pelvic floor exercises, 17 involved
drug therapies, four minimally invasive therapies
such as magnetic stimulation or vaginal cones, five
compared surgical procedures, two compared nerve
stimulation with drug therapies and one compared
oestrogen therapy, behavioural intervention and sur-
gery. Eighteen trials included more than 200 patients
(two of which included more than 1000) but 13
fewer than 100. Only 34 (32%) trials were conside-
red to reach the highest level of rigour (‘1’ in the
table), in that they described the methods of rando-
misation, blinding, power and statistical techniques
clearly and appropriately. Many trials did not descri-
be methods sufficiently well enough to determine
quality. Those marked ‘2’ in the table had clear
flaws, suggesting their findings should be interpreted
with caution. For trials marked ‘NS’ in the table, a
clear grading of quality was not possible on the
information provided. The trials covered a wide
range of types of incontinence. 

In total, 52 (48%) trials used validated and recom-
mended questionnaires. 22 (65%) of the highest qua-
lity trials employed recommended questionnaires.
Sixteen trials employed the IIQ, 12 the KHQ, 11 the
I-QOL, nine the SF-36, six the UDI, five some sort
of VAS, two each the BFLUTS and EuroQol/EQ-5D
and one the SSI. Twenty-four trials also employed a
frequency-volume diary.

Of those that did not employ recommended validated
questionnaires, the outcome measure typically used
was the frequency-volume diary (36 trials). Fourteen
employed an unspecified questionnaire, thirteen a
subjective rating scale, nine some sort of VAS, four
the Stamey Continence Grading Score, two each the
Social Activity Index (SAI) and SEAPI QMM, one
each the Hopkins Symptoms Checklist, Contilife

II. RANDOMISED TRIALS
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QoL questionnaire, Urinary Incontinence Question-
naire, Leicester Urinary Symptoms Questionnaire,
PRAFAB score, Beck Depression Inventory, Post-
operative Incontinence Questionnaire, Der Inkonti-
nenz-Fragebogen. One trial used the authors’ own
questionnaire and in one trial the type of outcome
measure used was not clear.

Of the six trials assessing anal incontinence, two
were undertaken in Australia and one each in New
Zealand, the UK, the USA and Singapore. Three
trials involved conservative management, biofeed-
back or other physical therapies such as sphincter or
pelvic floor exercises, two compared surgical proce-
dures and one involved drug therapies. Three trials
included more than 100 patients but three had fewer
than 50. 31 trials were considered to reach the
highest level of rigour. One trial each employed a
stool diary, the Cleveland Clinic Continence Score.
One trial employed the St. Mark’s and Pescatori fae-
cal incontinence scores, the Direct Questioning of
Objectives questionnaire and a VAS. Three trials
employed an unspecified questionnaire, although
one each of these also employed the Hospital Anxie-
ty and Depression Scale (HADS) and a VAS.

These findings suggest that while it is encouraging
that the use of validated questionnaires is increasing,
and is associated with the employment of higher qua-
lity RCT methods, too many randomised trials still
do not employ them. As these trials are evaluating
the impact of treatments that aim to affect symptoms
or quality of life of people with incontinence, the use
of such measures should be mandatory. Without the
use of valid self-completion questionnaires, the evi-
dence from such trials should not be relied upon.

In the previous ICI report, 28 observational studies
were identified, 10 prospective with contemporary
controls, two prospective with historical controls,
and 16 without controls. The majority (16) had the
lowest research quality rating. The questionnaires
used reflected the pattern for trials between 1998 and
2001, with the majority including the IIQ (11 stu-
dies), six the UDI, five the SF-36, and one study each
employing the BFLUTS, EuroQol, I-QOL, SIP, SII,
and Beck Depression Inventory. One study used
patient interviews, and four assessed incontinence
using their own unvalidated measure. 

Searching over the period 2001 to mid 2004 for use
of those questionnaires recommended by committee

in their last report identified 52 observational stu-
dies, 9 of which used a retrospective design (see
Table 11). The majority of studies did not include
controls. As these studies were not randomised, they
scored poorly in terms of research quality. Most stu-
dies were small – 26 relied upon less than 100
patients. The studies spanned the various treatments
– surgery, drugs, devices and conservative/physical
therapies, and included the range of types of inconti-
nence. The questionnaires used reflected the pattern
for trials, with the majority including the IIQ (16 stu-
dies), 13 the UDI, 13 the SF-36 or SF-12, 7 the
KHQ, 7 the I-QOL, and one study each employing
the BFLUTS, SEAPI-QMM, UISS or NHP. Six stu-
dies did not use a recommended questionnaire but
developed one specifically for the study.

III. OBSERVATIONAL STUDIES
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The following recommendations were unanimous:

1. It should be acknowledged that patients are the
experts in the experience of their symptoms and
quality of life impact, and so clinicians are encou-
raged to use questionnaires to assess patients’
views of their incontinence and its impact on their
lives. Clinicians are encouraged to choose a ques-
tionnaire from the list of recommended instru-
ments bearing in mind relevance and practicality
for the patient group and clinical setting

2. Clinicians are encouraged to audit the impact of
using questionnaires on clinical practice and col-
laborate with researchers investigating the impact
of questionnaires on clinical practice, including
cost estimates

The following recommendations were unanimous:

1. Grade A highly recommended questionnaires
should be used in all randomised controlled trials
evaluating treatments for incontinence 

2. The inclusion of the ICIQ is strongly recommen-
ded in all studies to facilitate comparisons

3. Researchers are encouraged to conduct further
research in the following areas:

a) Apply existing Grade A questionnaires to the
widest range of patient groups

b) Complete additional work on Grade Anew,
Grade B and questionnaires with 
potential, with particular attention to work on
the sensitivity of the questionnaire to clinical
change

c) Develop new questionnaires for specific
groups only (e.g. older people, 
children)

d) Report accurately and adequately on the
methods, samples, statistical analyses 
and psychometric properties of question-
naires in scientific journals (i.e. 

validity, reliability and responsiveness), so
the quality of each study can be 
assessed

e) Assess the impact on clinical practice of
using questionnaires (preferably in a 
randomised controlled trial), including esti-
mates of the cost, staff and participant burden
and ease of implementation
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