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Learning Objectives

e The assessment of POP should involve objective
and subjective measures.

* Subjective measurements of POP are the patient-
reported outcomes (PROs).

* PROs should be used in the day-to-day clinical
practice as they provide a better understanding of
patients’ perceptions regarding their situation and
their thoughts for the therapeutic management.

* PROs should be used in research for the assessment
of therapeutic outcomes and comparison of the var-
ious therapeutic modalities.

46.1 Introduction

Pelvic organ prolapse (POP) is “primarily a definition of
anatomical change” [1]. It refers to a falling, slipping, or
downward displacement of the uterus and/or vaginal com-
partments and neighboring organs such as the bladder, rec-
tum, or bowel [1]. Thus, POP along with urinary incontinence,
voiding dysfunction, fecal incontinence, and defecatory dys-
function belongs in an interrelated group of conditions
named pelvic floor disorders (PFD) [2].

The diagnosis of POP includes clinical evidence of POP
and symptoms related to the “downward displacement” of a
pelvic organ [1]. The clinical evidence of POP is evaluated
using the Pelvic Organ Prolapse Quantification (POP-Q)
System [3]. POP-Q includes four stages (stage 0 to stage [V).
Stages 0 and IV define the absence of POP and the complete
eversion, respectively. Stages I, II, and III define the distance
between the most distal portion of the prolapse from the level
of hymen (>1 cm above the level of hymen, between 1 cm
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above and 1 cm below, and <1 cm below but at least 2 cm
less than the total vaginal length, respectively).

Clinical evidence of POP does not always correlate with
the presence of POP symptoms, as up to 80% of women may
be asymptomatic [4]. The level of hymen has been estimated
to be an important “cutoff point” for symptom manifestation,
as women with POP below the hymen are more likely to
have bulging symptoms and more PFD symptoms, as well
[2, 5-7]. However, the symptoms of POP are diverse and
often non-condition specific as they may be the result of a
coexisting PFD and not directly attributing to the POP itself.
Thus, it is of importance to acknowledge which symptoms
reflect the POP and which is a coexisting PFD before choos-
ing the best therapeutic approach. Additionally, the latter
allows a thorough patients’ counselling aiming to provide
information of what to expect (i.e., which symptoms may
disappear or persist, etc.) after an intervention. POP in par-
ticular and PFD in general rarely result in severe morbidity
or mortality but can influence negatively women’s quality of
life (QOL) and their daily (physical and social) activities and
sexual function.

Furthermore, management of PFD involves conservative
treatment including vaginal pessaries, behavioral therapy
(such as lifestyle modification, bladder training, etc.), phar-
macotherapy, and surgical interventions. Definition of treat-
ments’ success rates has not been standardized yet. Surgical
interventions aim to restore the anatomical changes to an
optimum or at least satisfactory result. Objective measures
such as “optimal anatomic outcome” (stage 0 according to
the Pelvic Organ Prolapse Quantification (POP-Q) System
[8]) used to define “cure” which was the priority of surgeons
[3]. However, anatomy does not always correlate with the
severity or presence of symptoms. POP symptoms may not
be present in 75% of patients without an optimum postsurgi-
cal anatomic result and in 40% of patients with a satisfactory
one [9]. As a step forward, recommendations of reporting
surgical outcomes suggest evaluation not only of objective
but also of subjective and quality of life measures [10].
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This chapter reviews the currently available patient-
reported outcome (PRO) measures that can be used by clini-
cians and researchers in patients with POP. Specifically, PROs
assessing pelvic floor symptoms, their effect on patient’s qual-
ity of life and sexual function, and what the patients actually
think and feel for their condition and what they expect from
their therapy will be presented. The aim of this chapter is to
present available evidence of research studies and to provide
an appropriate patient-oriented clinical practice and a repro-
duction of comparable results for the research studies.

46.2 Recommendations for Practice
46.2.1 POP Symptomatology

All symptoms that may be directly or potentially associated
to POP as described by the International Urogynecological
Association (IUGA) and the International Continence
Society (ICS) are presented in Table 46.1 [1]. The most com-
monly described symptoms are the bulge sensation/visual-
ization, feeling of pelvic pressure, bladder storage symptoms
(i.e., frequency, urgency, and nocturia), urinary incontinence
(UI), recurrent UTTs, and incomplete defecation [1]. Other
common symptoms are the low backache, incomplete emp-

tying/urinary retention, slow urine stream, rectal urgency,
digitation/splinting, dyspareunia, and vaginal laxity [1].

The presence of POP symptoms may increase from an
average of 0.5 symptoms in stage I prolapse to 2.1 symptoms
in women with the leading edge of prolapse extending
beyond the level of hymen [11]. However, weak correlations
have been found between prolapse and individual symptoms
[12, 13]. Although bladder, bowel, and sexual symptoms are
more common in women experiencing POP than those with-
out, there is a weak correlation between specific prolapsed
compartments and individual symptoms [13, 14]. The only
symptom that is consistently reported by the patients with
severe POP is the vaginal bulge that can be seen or felt [2].
Furthermore, women with mild prolapse may have stress uri-
nary incontinence (SUI) [15], while those with an advanced
one may experience voiding difficulties due to obstruction,
needing a manual assistance to urine [13]. Nevertheless, in
some cases, SUI may be occult, appearing only after reduc-
tion of prolapse, and a combined prolapse and anti-
incontinence surgical procedure should be considered [16].
In addition, data regarding the appearance of urgency and
urge incontinence (UUI) in relation to POP stage are in dis-
cordance [13, 15]. Specifically, Romanzi et al. found that
urgency and UUI may occur in patients with advanced POP
[15], while Burrows et al. demonstrated that patients with

Table 46.1 Prolapse symptoms as defined by the International Urogynecological Association (IUGA) and the International Continence Society

acs) 1]

Prolapse symptoms

Vaginal prolapse symptoms

Vaginal bulging (complaint of a” bulge,” “lump,”
or “something coming down” or “falling out”)
Pelvic pressure

Bleeding, discharge, infection
Splinting/digitation

Low backache

Potential prolapse symptoms

meatus)

Urinary tract prolapse symptoms
Urethral prolapse (complaint of a
“lump” at the external urethral

Anorectal prolapse symptoms

(a) Anorectal prolapse (complaint of a “bulge” or
“something coming down”)

(b) Rectal prolapse (complaint of external protrusion
of the rectum)

Related to lower urinary tract symptoms

Hesitancy

Slow stream

Intermittency

Straining to void

Spraying (splitting) of urinary stream
Feeling of incomplete (bladder) emptying
Need to immediately re-void
Post-micturition leakage
Position-dependent micturition
Splinting to micturate

Dysuria

Urinary retention

Urinary frequency

Urgency

Other possible associated symptoms

Related to anorectal dysfunction
symptoms

Constipation

Feeling of incomplete bowel
evacuation

Straining to defecate

Sensation of anorectal blockage
Splinting/digitation

Fecal (rectal) urgency
Post-defecatory soiling

Urinary incontinence symptoms
Bladder storage symptoms
Bladder sensory symptoms
Lower urinary tract infection

Related to sexual dysfunction symptoms

Dyspareunia
Obstructed intercourse
Vaginal laxity

Libido loss or decrease
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less advanced POP are more likely to experience urgency
and UUI than those with an advanced one [13].

All the above indicate that the presence or severity of POP
may not attribute to specific POP symptoms, while POP
symptoms may be experienced by women with adequate pel-
vic support. Therefore, a detailed documentation of the
symptomatology is essential prior to the initiation of any
therapy in order to assess its efficacy.

46.2.2 Patient-Reported Outcome
Questionnaires

The PFD symptoms can be assessed during the clinical inter-
view. However, the clinical interview relies on the physi-
cian’s time and knowledge. Usually, there is not enough time
to review all problems that may affect patients, while clinical
histories do not assess patients’ perception regarding their
condition neither how their quality of life is impaired by their
condition.

Subjective and quality of life measures can be assessed by
psychometrically robust, preferably self-administered ques-
tionnaires known as patient-reported outcomes (PRO). PRO
“is any report of the status of a patient’s health condition that
comes directly from the patient, without interpretation of the
patient’s response by a clinician or anyone else” [11]. They
represent the most important clinical review of patient’s
experience, disease, or set of symptoms. Thus, PROs are
used to assess effectiveness and quality of treatment, as they
evaluate presence and severity of symptoms and their impact
in the everyday life [17, 18].

46.2.3 Selecting PRO Instruments

The choice of which PRO instrument to use should be based
on three steps: (1) seeking its relativity and consistency to
the clinical purpose and objectives of the study, (2) determi-
nation of the length and construct of the questionnaire
because long questionnaires may be difficult to be completed
by the patients, and (3) assessment of the reliability (ability
to reproduce similar results after repeated assessments),
validity (ability to measure of what it is expected to), and
responsiveness of the questionnaire (ability to detect
changes) [2, 19].

The smallest change in PROs that patients perceive as
important defines the minimum clinically important differ-
ence (MCID). The statistically important differences do not
always correlate to what is clinically important. Thus, MCID
helps physicians to interpret the outcome measures and to
decide of whether to continue or modify their management.
In addition, it helps researchers to calculate the sample size
of clinical trials [20]. However, MCID can vary depending

Table 46.2 Grade of recommendations according to the International
Consultation on Incontinence [23]

Grade Criteria
A. Highly Valid and reliable and responsive to change on
recommended psychometric testing (published data)

B. Recommended  Valid and reliable to change on psychometric
testing (published data)

Valid or reliable or responsive to change on
psychometric testing (published data or

abstracts)

C. With potential

on certain factors such as population, culture, the baseline
from which the patients start, etc. [21]. Thus, it should not be
overestimated but applied judiciously to clinical practice or
research [21].

46.2.4 Categories of PROs

PRO measures are divided into two large categories [22]: (1)
Generic measures are multidimensional and have been
designed to attribute to a broad range of populations as they
tend to assess physical, social, and emotional dimensions of
life. However, they may not detect MIDs as they do not focus
on specific effects of the evaluated therapeutic approach.
And (2) condition-specific measures are more specific to a
certain disease or population and thus may be more precise
at evaluating the efficacy of the treatment. Grade of recom-
mendations and their criteria according to the International
Consultation on Incontinence [22, 23] are presented in
Table 46.2.

In addition, PRO questionnaires may be divided into five
other categories: (1) screeners, (2) symptom questionnaires
(measure the presence, intensity, discomfort, and impact of
specific symptoms), (3) quality of life questionnaires, (4)
sexual function questionnaires, and (5) measures of patient’s
satisfaction, expectations, and goal achievements [2, 22].
Some questionnaires may be mixed assessing symptoms,
quality of life, and sexual function of the patients.

46.3 PRO Instruments for POP

Many PRO instruments for POP are used, aiming to cover all
POP symptoms (directly, potentially, or possibly associated
to POP), their impact on patient’s quality of life and sexual
function, as well as patients’ expectations and satisfaction
(Table 46.3, Further Reading). Patients initially may not be
able to recognize issues associated with bladder or bowel or
sexual function. Thus, in research and in clinical practice,
these issues should be acknowledged before proceeding to
therapy and medical counselling.

PROs for POP may be administered by mail in order to be
completed prior the patient’s visit or online or via phone or by
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Table 46.3 Summary of PRO instruments for POP

Screeners
7-item Q [28]
5-item Q [29]

Single-Q [30]
POPSSI [31]
EPIQ [32]
B-SAQ [33, 34]

ICISI [35-37]
MESA [38]

31Q [39]
OAB-V8/OAB
Awareness Tool
[40, 41]

PUF [42, 43]
BPIC-SS [44]

QUID [45-47]
3 questions [48]
SFQ [49, 50]
SFQ28 [49-51]

Symptoms
POP-SS [54, 55]
10-cm VAS [56, 57]

UDI [58-61]
UDI-6 [62]
PFDI, PEDI-20 [63-66]

POPDI long and short
form [63, 65]

ICIQ-VS [67]
Australian Pelvic Floor
Questionnaire [68]
ePAQ-PF [69-72]
BBUS-Q [73, 74]

ISI [75]

BLUTS [76, 77]
ICIQ-FLUTS [78]

ICIQ-UI SF [79, 80]
QUID [45-47]
OAB-q [81-83]
CRADI [63, 84]

Quality of life
HUI-3 [91-95]
EQ-DS5 [91, 92, 96]

SF-36, SF-12, SF-6 [91,
93,94, 97, 98]
AAS [98]

ICIQ-VS [67]

Australian Pelvic Floor
Questionnaire [68]
ePAQ-PF [69-72]
ICIQ-FLUTS [78]

OAB-q [81-83]
PFIQ, PFIQ-7 [60, 63-66,
84,91, 99]

P-QOL [100-104]
11Q, T1Q-7 [63, 99,
105-107]

I-QOL [108-110]
KHQ [111, 112]
ICIQ-LUTSqol [111]
FIQL [113, 114]

Sexual function
ICIQ-VS [67]
Australian Pelvic Floor
Questionnaire [68]
ePAQ-PF [69-72]

ICIQ-FLUTS [78]
Golombok Rust Inventory of
Sexual Satisfaction [115]

BISF-W [116, 117]

CSFQ, CSFQ-14 [118, 119]
FSFI [120, 121]

MSFQ [122]

SPEQ [108, 123-126]
PISQ, PISQ-12 [127-131]
PISQ-IR [132, 133]

BIPOP [134]

Patients’ expectations and
satisfaction

GAS [135-141]
SAGA [141]

EGGS [138, 143]

PGI scales (PGI-S, PGI-B,
PGI-1, PGI-C) [144-148]
SSQ-8 [149, 150]

GPI [61, 151]

PSQ [151]
EPI [151]

PPTBQ [130, 152]
PPBC [153, 154]
BSW [130, 155]

SATMED-Q [156, 157]

TSQM [158, 159]
OAB-S [160, 161]

SFQI5 [49, 50] ICIQ-B [85]

HSDD [52] Wexner [86, 87]

B-PFSF [53] RAFIS [88]
FIST [89]

Cleveland Clinic
Incontinence Score [90]

AAS Activities Assessment Scale, BBUS-Q Birmingham Bowel and Urinary Symptoms Questionnaire, BFLUTS Bristol Female Lower Urinary
Tract Symptoms Questionnaire, BIPOP Body Image in the Pelvic Organ Prolapse Questionnaire, BISF-W Brief Index of Sexual Functioning for
Women, B-PFSF Brief Profile of Female Sexual Function, BPIC-SS Bladder Pain/Interstitial Cystitis Symptom Score, B-SAQ Bladder Control
Self-Assessment Questionnaires, BSW Benefit, Satisfaction, and Willingness, CRADI Colorectal-Anal Distress Inventory, CSFQ Changes in
Sexual Functioning Questionnaire, EGGS Expectations, Goal Setting, Goal Achievement, and Satisfaction, ePAQ-PF Electronic Personal
Assessment Questionnaire-Pelvic Floor, EPIQ Epidemiology of Prolapse and Incontinence Questionnaire, F/QL Fecal Incontinence Quality of
Life Scale, FISI Fecal Incontinence Severity Index, F'SFI Female Sexual Function Index, GAS Goal Attainment Scaling, HSDD hypoactive sexual
desire disorder, HUI Health Utilities Index Mark, /CIQ-FLUTS International Consultation Modular Questionnaire-Female Lower Urinary Tract
Symptoms, ICIQ-LUTSqol 1ICIQ-Lower Urinary Tract Symptoms quality of life, /CIQ-UI SF ICIQ-Urinary Incontinence Short Form, /ICIQ-VS
International Consultation on Incontinence Questionnaire-Vaginal Symptoms, /CSI Interstitial Cystitis Symptom Index, 3/Q 3-Incontinence
Questionnaire, //Q Incontinence Impact Questionnaire, /-QOL Incontinence Quality of Life Questionnaire, IS/ Incontinence Severity Index, KHQ
King’s Health Questionnaire, MESA Medical, Epidemiological, and Social Aspects of Aging Questionnaire, MSFQ McCoy Female Sexuality
Questionnaire, OAB-S OAB-Satisfaction, OAB-V8/OAB overactive bladder, OAB-q Overactive Bladder Questionnaire, PFDI Pelvic Floor Distress
Inventory, PFIQ Pelvic Floor Impact Questionnaire, PGI scales Patient Global Impression scales, PISQ Pelvic Organ Prolapse/Urinary Incontinence
Sexual Function Questionnaire, PISQ-IR PISQ-International Urogynecological Association Revised, POPDI Pelvic Organ Prolapse Distress
Inventory, POP-SS Pelvic Organ Prolapse Symptom Score, POPSSI Pelvic Organ Prolapse Simple Screening Inventory, PPTBQ Patient Perception
of Treatment Benefit Questionnaire, P-QOL Prolapse Quality of Life Questionnaire, PUF pelvic pain and urgency/frequency, Q Questionnaire,
QUID Questionnaire for Urinary Incontinence Diagnosis, RAFIS Rapid Assessment Fecal Incontinence Score, SAGA Self-Assessment Goal
Achievement, SATMED-Q Treatment Satisfaction with Medicines Questionnaire, SFQ Sexual Function Questionnaire, SPEQ Short Personal
Experiences Questionnaire, SSQ-8 Surgical Satisfaction Questionnaire, 7SQM Treatment Satisfaction Questionnaire for Medication, UDI
Urogenital Distress Inventory, VAS Visual Analogue Scale.

an inter-observer variability. Computerized questionnaires
were also suggested and were found to be comparable to paper
questionnaires in reliability and validity with superior response
rates, efficiency, and economic advantages [24-27]. In addi-
tion, patients may find them easier and more enjoyable to

a member of the medical team or self-administered in the
healthcare setting. The method of administration will affect
both the response rate and the accuracy of the response. Self-
administered questionnaires are the most robust and accurate
for assessing patients’ perspectives as they are not affected by
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complete [27] provided they have technological skills. When
patients are elderly, as many POP patients, such skills are
doubtful resulting in no completion of the questionnaires or
needing help from outer observers that may introduce biases.

All PROs for POP are presented in Table 46.3 [28-161]
and extensively reviewed in Further Reading. Below, some
PROs for POP, as well as considerations and tips for their
selection and interpretation, will be discussed.

46.3.1 Screeners

The beginning of screeners in POP lies in 1989 when WHO
conducted a meeting to establish specific questions about
chronic obstetric comorbidities [28]. Seven questions were
chosen that could identify 80-90% of moderate to severe
prolapses. Since then many screening tools have been devel-
oped [28]. Screeners may be used to detect patients who
might have POP or PFD before a clinical examination.
Nevertheless, they should not be misinterpreted as diagnostic
tools even when cutoff scores have been determined. They
usually include few and specific-oriented questions (i.e.,
“feeling or seeing a bulge in vagina?” etc.). Responsiveness
of screeners has not been assessed. However, sensitivity and
specificity are extremely important for their interpretation
[22]. Sensitivity provides information regarding how likely a
patient with a certain condition is to score positive in screen-
ers, while specificity is how likely a patient without a certain
condition is to score negative [22].

46.3.2 Symptom Questionnaires

Symptom questionnaires aim to assess the presence, severity,
and bothering of particular POP symptoms or groups of POP
symptoms. Ideally, they should be valid, reliable, and respon-
sive, with the MCID being of importance especially for the
studies assessing surgical strategies. Questionnaires with a
wide coverage of POP symptoms are preferable, but when
specific symptoms are indicative (such as Ul), specific condi-
tion questionnaires may be used. Nevertheless, before decid-
ing which or how many questionnaires to use, it should be
kept in mind that the goal is to obtain accurate answers from
the patients without making it difficult or confusing for them.
In addition, the administration of longer questionnaires may
result in more missing data than the short ones. Usually for
research studies, many features have to be evaluated; thus the
long ones may be more appropriate, whereas for the everyday
clinical practice, the short ones are considered more user-
friendly. Furthermore, the most frequently used PROs are not
always the most reliable ones [22]. Another aspect that should
be considered before deciding which questionnaire to use is
the recall period that allows factors to affect patients’ mem-

ory. Thus, recall bias may be introduced [22]. Furthermore,
parts or certain questions from PROs should not be used alone
or in modification or changing the order or content because
the psychometric properties may alter, and the scoring is
invalidated [22]. If someone wishes to modify, a validated
questionnaire should perform a new validation. In addition,
some questionnaires are considered companion to others (i.e.,
PROs evaluating symptoms with PROs evaluating QoL and
PROs evaluating sexual function). The advantage of compan-
ion questionnaires is that they add the one to another without
duplicating questions.

Urogenital Distress Inventory (UDI-6), Pelvic Floor
Distress Inventory-20 (PFDI-20, respectively), and Pelvic
Organ Prolapse Distress Inventory long and short form
(POPDI and POPDI-6, respectively) are PROs for POP with
Grade A recommendation and wide coverage of symptoms
[22, 23]. The International Consultation on Incontinence
Modular Questionnaire on Female Lower Urinary Tract
Symptoms (ICIQ-FLUTS) and ICIQ-UI SF, as well as the
Colorectal-Anal Distress Inventory long and short form
(CRADI and CRADI-8, respectively), are Grade A PROs
focusing on LUTS and bowel function, respectively [22, 23].

PFDI-20 is the synthesis of the UDI-6, POPDI-6, and
CRADI-8. It has been derived from the PFDI (its long form
that consists of 46 questions) a questionnaire designed spe-
cifically for women with POP. PFDI-20 is the most com-
monly used questionnaire in studies assessing therapies
(surgical or conservatives) for POP as it includes urinary,
colorectal, and POP scales and is reliable, valid, and respon-
sive to change. Its flexibility due to the wide coverage of
symptoms allows the postsurgical evaluation of POP inter-
ventions with subgroup comparisons of POP women with
and without UI or with and without bowel dysfunction. This
is of importance because postsurgical complications (i.e., de
novo appearance of Ul) can be assessed, while modifications
of certain types of surgical techniques may be introduced
when POP coexist with Ul or bowel dysfunction.
Furthermore, its recall period of 3 months is considered
appropriate for the recollection of symptoms and events [63,
65]. UDI-6, POPDI-6, and CRADI-8 they all can be used
separately because they have been validated and designed to
be used individually. However, their synthesis forbids possi-
ble duplication of concepts or items, offers less patient bur-
den, and takes less time to be administered.

46.3.3 Quality of Life Questionnaires or
Health-Related Quality of Life
Questionnaires

“Quality of Life is defined as an individual’s perception of
their position in life in the context of the culture and value
systems in which they live in relation to their goals,
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expectations, standards and concerns” [162]. “Health-
Related Quality of Life (HRQOL) is defined as an indi-
vidual’s or a group’s perceived physical and mental health
over time” [163].

Usually, QoL or HRQOL is evaluated with multi-item
questionnaires aiming to assess various aspects of patients’
life such as sleep, energy, physical health, emotions, work
life, sex life, and social life. The terms QoL questionnaires or
HRQoL questionnaires are used interchangeably in the lit-
erature. However, the QoL questionnaires include domains
such as personal safety, community connectedness, and
future security that usually are not found in HRQoL ques-
tionnaires, although these domains may be affected by ill-
nesses [164]. HRQoL measures a broad description of
self-perceived health status using functioning and well-being
and not of QoL as it is widely known [164].

QoL or HRQoL questionnaires may be interpreted differ-
ently by the patients depending on their personality, social
and economic status, psychology, etc. In addition, individual
symptoms have distinct impact on QoL. For example, women
with POP may stop participating in physical or social activi-
ties, while women with UI, even though still participating in
such activities, usually declare less satisfied than they used to
before the condition occurred [7]. In addition, improvements
of objective measurements following a POP surgery do not
always reflect improvements in the patients QoL. Thus, QoL
questionnaires are important outcomes for urogynecological
interventions.

As mentioned above PROs assessing QoL or HRQoL
are divided into two categories, the generic and condition
specific. The condition-specific PROs are preferable, as
they allow to estimate the impact of the specific condition
in patient’s life and to address changes following an
intervention.

Short Form Survey (SF) long and short form (SF-36 and
SF-12, respectively), Pelvic Floor Impact Questionnaire
long and short form (PFIQ and PFIQ-7, respectively),
Incontinence Impact Questionnaire long and short form (IIQ
and I1Q-7, respectively), King’s Health Questionnaire, and
International Consultation on Incontinence Questionnaire-
Lower Urinary Tract Symptoms quality of life (ICIQ-
LUTSqol) are the most commonly used HRQOL with Grade
A level of recommendation [22, 23]. The SF is a generic
questionnaire that measures concepts such as physical and
social functioning, role limitations due to physical or emo-
tional problems, bodily pain, vitality, and mental health and
general health perception. The SF short form is frequently
used as a gold standard for health-related QoL question-
naires [165, 166]. However, apart from its social functioning
scale, it is not responsive to change in women with POP
undergoing surgery.

PFIQ is prolapse specific with excellent validity, reliabil-
ity, and responsiveness that assesses the impact of urinary,
prolapse, and bowel function in the everyday life of women

with POP [63-66]. Thus, it can be used by researchers and
clinicians. It encompasses the Incontinence Impact
Questionnaire (IIQ), the Pelvic Organ Prolapse Impact
Questionnaire (POPIQ), and the Colorectal-Anal Impact
Questionnaire (CRAIQ) [63-66]. It has a 3-month recall
period that is considered appropriate to recollection of symp-
toms’ impact in the quality of life [63, 65]. The PFIQ-7
includes the 11Q-7, POPIQ-7, and CRAIQ-7 and is a com-
panion questionnaire to the PFDI-20 [22]. PFIQ-7 and PFDI-
20 have been translated and validated in many languages
reproducing its reliability and validity [165-171].
Moreover, many mixed questionnaires have been devel-
oped aiming to offer evaluation of symptom bothering and
simultaneously how this bothering interfere with the
patient’s everyday life. Such questionnaires are the follow-
ing: the Australian Pelvic Floor Questionnaire, Electronic
Personal Assessment Questionnaire-Pelvic Floor (ePAQ-
PF), ICIQ-VS, ICIQ-FLUTS, and Overactive Bladder
Questionnaire (OAB-q) are mixed questionnaires. The
Australian Pelvic Floor Questionnaire and the ePAQ-PF also
include a sexual function domain, while ePAQ-PF is the only
electronic prolapse specific questionnaire. Moreover,
ICIQ-VS and ICIQ-FLUTS include a 10-cm VAS for the
determination of patients’ QoL. However, VAS for measur-
ing HRQOL in POP patients has not found to be valid [91].

46.3.4 Sexual Function

Female sexuality is complex, as various aspects, such as psy-
chological, social, and physiological, are involved. Therefore,
female sexual dysfunction (FSD) is difficult to diagnose.
However, it is very important to be identified and treated
appropriately, for establishing women’s well-being and qual-
ity of life. Two systems are considered “sanctioned with
international fluence” for the definition of sexual dysfunc-
tion the ICD-10 and DSM-5 [172]. The combination of these
two produced the ICD-11 which is currently in the process of
modification. The ICD-10 includes sexual dysfunction not
caused by an organic disorder or disease, while DSM-5
includes the female sexual interest/arousal disorder, female
orgasmic disorder, and genito-pelvic pain/penetration disor-
der [172]. These systems are not familiar to gynecologists,
and screening for FSD in women with PFDs is not consis-
tently performed [173].

However, 50-60% of women with PFD are sexually
active [13, 174]. Data regarding the presence of dyspareu-
nia, decreased orgasmic capacity, and libido in women with
POP are controversial. Studies have demonstrated that
symptomatic POP and UI increase the risk of FSD (due to
reduced sexual arousal, infrequent orgasm, and dyspareu-
nia) while Ul women are more likely to avoid sexual inti-
macy due to their fear of urine leakage [123, 129]. In
addition, the negative impact of POP in sexual functioning
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may be improved or remained unchanged following a PFD
surgery [175]. Nevertheless, measures of sexual function
have been found to be similar between women with and
those without POP [129]. Moreover, FSD was found to be
related to the presence of POP and not the grade of POP and
can be explained only partly by the presence of POP [176].
Other factors such as aging/menopause or problems with the
partner may be involved.

As sexuality is a multi-complex issue, it is essential for
the gynecologists to screen and accurately evaluate the pres-
ence of FSD in POP patients taking into account all sexuality
aspects in order to provide a better patient counselling. The
PROs evaluating women’s sexuality and its deviations may
help them identify the problem without embarrassing neither
the gynecologist nor the patients. PROs for sexual function,
as PROs for quality of life, are divided into two large catego-
ries: the generic and the condition specific.

The Golombok Rust Inventory of Sexual Satisfaction and
the Brief Index of Sexual Functioning for Women are generic
questionnaires with Grade A level of recommendation [22,
23]. Condition-specific questionnaires with Grade A level of
recommendation are not available. However, the most com-
monly used condition-specific PROs for sexual function in
women with POP are the Pelvic Organ Prolapse/Urinary
Incontinence Sexual Function Questionnaire short form
(PISQ-12), with a Grade B level of recommendation, and the
Female Sexual Function Index (FSFI) with a Grade C level
[22, 23]. In particular, the PISQ-12 is a companion question-
naire to the PFDI-20 and the PFIQ-7 [127-131]. It was
designed to evaluate the sexual function of heterosexual
women with POP or UL It is a valid, reliable, and responsive
to change questionnaire. However, it cannot assess the part-
ner perception of POP and cannot identify the post-surgery-
specific negative effects on sexual function. Recently, [UGA
revised PISQ-12 to PISQ-IR aiming to attribute in both sexu-
ally and nonsexually active women [132, 133]. PISQ-IR cor-
relates with PFDI-20 and FSFI [132, 133].

FSFI, although with Grade C level of recommendation, is
often used in the assessment of POP patients, especially
when undergoing surgical approaches. It may detect patients
with hypoactive sexual desire disorder (HSDD), female
orgasmic disorder (FOD), and female sexual arousal disor-
der (FSAD) [120]. It has also a particular threshold discrimi-
nating patients with from those without FSD [121]. Thus, it
may help clinicians and researchers understand whether POP
or another factor contributes to the FSD and identify sexual
problems arising de novo postsurgical.

46.3.5 Patients’ Expectations and Satisfaction
PROs for patients’ expectations and satisfactions have been

developed to evaluate directly the patients’ perceptions
regarding the effectiveness of their therapy and whether their

therapeutic goal has been fulfilled. Patient’s perceptions of
outcomes associated with urogynecologic health are greatly
influenced by their personal beliefs about their condition and
their understanding of the availability of various treatments.
Patients’ expectations and satisfaction are two separate sub-
jective instruments. Specifically, patients’ expectations may
be positive (goals) or negative (fears) [177]. Important goals
prior to POP surgery are symptom release and improved life-
style (including physical capabilities and improved sexual
life), while the most important fears are de novo symptoms,
POP recurrence, and surgical complications [177]. However,
goals are not always in alignment within what reasonably
expected in terms of efficacy. For example, disagreement
between the patients’ goals and the objectively demonstrated
success of the surgical procedure may cause patient’s dis-
satisfaction. Thus, it is of great importance for the clinicians
during the pretreatment counselling to identify and under-
stand what the patient regard as the main problem and what
they actually expect as a feedback from their therapy in order
to suggest the optimum therapy for them.

The Goal Attainment Scaling (GAS) is the oldest PRO that
is widely used in the medicine aiming to identify the therapeu-
tically goals of each patient. In urogynecology it can be used
to evaluate treatment outcomes following surgery for PFD
[139, 140]. The Goal Attainment Scaling (GAS) is a PRO
evaluating the extent to which patient’s individual goals are
met by thepeutic interventions. (1) It augments information
received from standardized outcomes. A disadvantage of stan-
dardized outcomes is that patients answer questions that are
not adjusted for the individual or a particular situation. In con-
trast, GAS is specifically tailored for individuals and evaluates
only what is important to the patient. (2) Patients’ expectations
are central for GAS, providing all the information needed for
the physician to know what is regarded as treatment benefit to
the patients. Thus, unrealistic goals may be separated from the
realistic ones, and physicians can explain to the patients what
their treatment can actually achieve. In this way, patients may
understand that their goals are unrealistic and determine new
ones, more realistic, while physicians may select an alternative
therapeutic option instead of their initial plan. (3) It may be
used in clinical trials. Its individualized approach may be over-
come using a summary score of all goals of patients utilizing
standardized z-based scoring.

Disadvantages of GAS may include [178] the following:
(1) risk of bias at setting goals because physicians may lead
the patients to easy achievable goals; (2) success depends on
physician to select appropriate goals and accurately predict
outcomes, while observable changes may not correspond to
the pre-defined outcomes; (3) it’s time-consuming, espe-
cially the initial step; (4) difficulties performing double-
blind trials; and (5) unresolved statistical issues regarding
the calculation of the summary score. Thus, some research-
ers suggest being a complementary outcome and not a pri-
mary one [179].
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Patients’ satisfaction is achieved when the results of the
therapeutic interventions are in alignment with patients’
expectations. As an outcome measure, patients’ satisfaction
allows healthcare providers to assess the appropriateness of
treatment according to patients’ expectations. Patients’ sat-
isfaction is a complicated issue because various aspects
such as treatment’s efficacy, side effects, accessibility, and
convenience, availability of resources, continuity of care,
cost, availability of information on the disease, information
giving, pleasantness of surroundings, and facilities may
play an important role, on patients’ thoughts leading them
to over- or underestimate the therapeutic results. The
assessment of patients’ satisfaction has many advantages
[22]: (1) may be the only distinguishing outcome between
treatments in chronic diseases, where realistic objective is
not the cure but living with the treatments, (2) may be the
distinguishing outcome for therapies with the same mecha-
nism of actions, (3) has better sensitivity to changes than
QoL PROs, and (4) helps in defining MIDs for other types
of PROs.

Patient Global Impression (PGI) scales are valid and reli-
able measures for patients’ satisfaction. Specifically, the
PGI-Improvement (PGI-I) is a single-question PRO, respon-
sive to change, that can be used to evaluate the satisfaction of
patients following a pelvic floor surgery. Moreover, all
patient-centered outcomes are combined in Expectations,
Goal Setting, Goal Achievement, and Satisfaction (EGGS)
PRO [138]. Specifically, EGGS has been suggested to
become the fourth dimension for the assessment of PFD
along with the physical findings, symptoms, and QoL out-
comes [143].

46.4 Future Directions

As we move to a more patient-centered approach, PROs
provide a better understanding of what is mostly important
to the patients. Taking into account patients’ expectations,
goals, and satisfaction with the treatments, clinicians have
an enhanced understanding of the needs and treatment
results of the patients. They also help to organize a thera-
peutic plan better catered to the individual needs of the
patient. On the curator side, PROs help clinicians to com-
municate better with the patients and facilitate sharing clin-
ical information and outcomes between researchers. There
is ongoing research on the field, and hence guidelines on
the use of specific PROs are not available. Recommendations
exist and should be applied on the everyday clinical prac-
tice and in clinical studies but are in an ever-changing pro-
cess due to the continuous research on the field. New
studies regarding the use, application, and content of PROs
are always in need in the modern approach to the patient
with POP.

Take-Home Messages

e Patient-reported outcomes (PROs) are objective
measures for subjective phenomenon such as symp-
tom presence and bothering, quality of life, sexual
function, and patients’ expectations and
satisfactions.

* Before deciding which PRO to use, validity, reli-
ability, responsiveness, and interpretability should
be taken into account.

* PROs are of critical value for the everyday clinical
practice as they help physicians decide the best
therapeutic option for each patient individually and
perform a better patient counselling.

e PROs are also of critical value for the research stud-
ies as “treatment’s success rates” have not been
standardized and the optimum anatomic result does
not correspond to the patients’ satisfaction or per-
ception of symptom presence. In addition, they pro-
vide comparable results for evaluating therapeutic
approaches especially the surgical reconstructive
procedures.

Further Reading

Screeners

Detection of Patients with POP Symptoms
Before a Clinical Examination

A 7-item questionnaire by the World Health Organization
(WHO) [28]: In 1989 WHO conducted a meeting to develop
specific questions about chronic obstetric morbidities. Thus,
seven questions were selected for POP that could identify
80-90% of moderate to severe prolapses. These questions
were the following:

* “Do you feel anything coming out of your vagina?”’

* “Do you have pain or difficulty in urinating?”

e “Is it uncomfortable down below?”

* “Do you have a feeling of heaviness?”

* “Do you feel any swelling down below when you urinate
or move your bowels?”

* “Do you need to manipulate it to urinate or defecate?”

* “Do you have any difficulty with intercourse?”’

Short form questionnaire of five items for genital pro-
lapse [29]: It has 92.5% sensitivity with 94.5% specificity
when POP was confirmed and 66.5% sensitivity with 94.2%
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specificity when objective signs of prolapse in clinical exam-
ination were not present.

Single-question screening [30]: The question is: “Do
you usually have a bulge or something falling out that you
can see or feel in your vaginal area?” Affirmative answer to
this question has 96% sensitivity and 79% specificity for
prolapse beyond the level of hymen.

Pelvic Organ Prolapse Simple Screening Inventory
(POPSSI) [31]: It is based on Pelvic Floor Disorder Inventory
(PFDI) and includes the following four questions:

e “Urinary incontinence following laughing, sneezing or
coughing?”

e “Urinary urgency?”

e “Feeling pain during defecation?”

* “Feeling or seeing bulge in vagina?”

* In the general population, POPSSI has 45.5% sensitivity
and 87.4% specificity.

Epidemiology of Prolapse and Incontinence
Questionnaire (EPIQ) [32]: It is a validated screener that
may detect women at high risk to develop PFD (POP, SUI,
OAB, and anal incontinence). Its positive and negative pre-
dictive value for POP is 76% and 97%, respectively, while
for SUI 88% and 87%, respectively, for OAB 77% and 90%,
respectively, and for Al 61% and 91%, respectively.

Detection of Patients with LUTS

Bladder Control Self-Assessment Questionnaires
(B-SAQ) [33, 34]: It has been developed to identify patients
with general LUTS and not solely symptoms of specific con-
dition. Thus, it assesses presence and bothering of urgency,
frequency, nocturia, and incontinence. Bothering scoring has
a range between 0 (not at all) and 3 (a great deal). The final
score is calculated by the sum of scoring of each symptom. It
is quick and easy to complete, with 98% sensitivity and 79%
specificity for bothersome LUTS.

Interstitial Cystitis Symptom Index (ICSI) [35-37]: It
includes four questions assessing the severity of day-time
frequency, nocturia, urgency, and bladder pain over the past
month. Severity scoring ranges from 0 to 20. A score of 0-6,
7-14, and 15-20 are indicative for mild, moderate, and
severe symptoms, respectively. It has a good test-retest reli-
ability, internal consistency, validity, and responsiveness. It
may be used to distinguish which patients should be further
examined for interstitial cystitis, as it has not a sufficient
specificity to be used as a diagnostic tool.

Medical, Epidemiological, and Social Aspects of Aging
Questionnaire (MESA) [38]: It includes 15 questions with
four possible answers: “rare,” “rarely,” “sometimes,” and
“often,” applying to “0,” “1,” “2,” and “3” scoring, respec-
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tively. Questions 1-9 are targeted to stress urinary inconti-
nence (SUI) with a maximum total score of 27, while
questions 1015 to urge incontinence with a maximum total
score of 18 (UUI). However, data regarding its sensitivity
and specificity are not available.

3-Incontinence Questionnaire (31Q) [39]: It has been
designed to distinguish patients with SUI and UUL. It includes
three questions, with the first one being “During the last 3
months, have you leaked urine (even a small amount)?”
Affirmative answer leads to the other two questions. The type
of Ul is defined based on the third question. The classification
of UUI has a 75% sensitivity and 77% specificity, while the
classification of SUI has 86% sensitivity and 60% specificity.
However, due to low specificities the 31Q should not be used
as a diagnostic tool, as many as 23% and 40% of women may
be treated inappropriately for UUI and SUI, respectively.

OAB-V8/0OAB Awareness Tool [40, 41]: It includes eight
questions, based on OAB Questionnaire (OAB-q), involving
frequency, nocturia, urgency, and UUI with bothering scores
ranging from O to 5. A score greater of 8 may indicate pres-
ence of bothersome OAB symptoms. It has a 98% sensitivity
and an 82.7% specificity. However, OAB-V8 in comparison
to B-SAQ is worst in detecting SUI symptoms.

Pelvic Pain and Urgency/Frequency (PUF) [42, 43]: Tt
includes eight questions addressing to frequency, nocturia,
symptoms related to sexual intercourse, and pain in the blad-
der or the pelvis. Each answer may receive a score from 0 to
4. A cutoff score >13 has been found to provide the best
sensitivity-specificity ratio for PUF. The sum of scores
defines the total score. It correlates directly with the likeli-
hood of the intravesical positive potassium results that have
been estimated in about 80% of patients with bladder pain
syndrome and interstitial cystitis. However, it should not be
used as a diagnostic tool. In addition, it has been designed by
clinicians without patient input. It includes medical terms
that may not be adequately comprehended by the patients.
Thus, its validity as a PRO instrument is questionable.

Bladder Pain/Interstitial Cystitis Symptom Score
(BPIC-SS) [44]: It is an eight-item questionnaire designed to
select BPS/IC patients for clinical trials. A cutoff score >19
has a 72% sensitivity and 86% specificity for clinical trial
inclusion. However, it should not be used as a diagnostic tool.

Questionnaire for Urinary Incontinence Diagnosis
(QUID) [45-47]: It may distinguish accurately patients with
SUI or UUI with only six questions, and it is considered as one
of the few available questionnaires that may add to office diagno-
sis of UI type. Each item may receive scores from O to 5. Items
1-3 and 4-6 correspond to stress and urge score, respectively.
Thus, the minimum and maximum scores for both stress and
urge are 0 and 15, respectively. The diagnosis of SUI or UUI is
proposed when stress score is >4 or urge score >6, respectively.
Its sensitivity and specificity for SUI are 85% and 71%, respec-
tively. For UUI both sensitivity and specificity are 79%.
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Detection of Patients with Sexual Dysfunction

Three questions [48]: The following specific questions have
been found to be as effective as detailed interview:

e “Are you sexually active?”
e “Are there any problems?”
* “Do you have any pain with intercourse?”

Sexual Function Questionnaire (SFQ) [49, 50]: It con-
sists of 34 questions detecting the presence or absence of
hypoactive sexual desire disorder (HSDD), female sexual
arousal disorder (FSAD), female orgasmic disorder (FOD),
and dyspareunia. It has an excellent internal consistency and
validity (discriminant and longitudinal) and moderate to
good reliability.

Sexual Function Questionnaire 28 [49-51]: It includes
six domains and 28 questions for recognition of HSDD,
FSAD, FOD, dyspareunia, enjoyment, and partner issues
using a five-point Likert scale. It has a good test-retest reli-
ability and validity and excellent internal consistency. A cut-
off score of 5 determines the arousal cognitive domain.

Sexual Function Questionnaire 15 [49, 50]: It includes
four domains and 15 questions for recognition of HSDD,
FSAD, FOD, and dyspareunia using a five-point Likert scale.

HSDD [52]: It is a four-item questionnaire with a five-
point Likert scale designed to detect presence or absence of
HSDD.

Brief Profile of Female Sexual Function (B-PFSF)
[53]: It is a seven-item instrument based on the Profile of
Female Sexual Function and Personal Distress Scale. Each
item has a six-point Likert scale (“always” to “never”). Sum
of scores results in a final score ranging from 0 to 35. A cut-
off score <20 defines the presence of HSDD with 97% sen-
sitivity and 96% specificity.

Symptom Questionnaires
PROs with Wide Coverage of POP Symptoms

Pelvic Organ Prolapse Symptom Score (POP-SS) [54,
55]: It is a seven-item questionnaire that patients report how
often they experience POP symptoms. Possible answers
apply to a five-point Likert scale: “never,” “occasionally,”’
“sometimes,” “most of the time,” and “all the time” receiving
scores of 0, 1, 2, 3, and 4, respectively. Thus, the total score
ranges from O to 28. It has a good internal consistency, con-
struct validity, and sensitivity to change. In particular, it was
able to detect changes when surgical or pelvic floor muscle
training (PFMT) was applied, with a different magnitude of
changes depending on intervention. An MID of 1.5 has been
considered to correspond better to patients’ satisfaction.

Visual Analogue Scale [56, 57]: It is a valid, repeatable,
single-item continuous scale, usually with a length from 0 to
10 cm, that assesses bothering of each POP symptom using a
sliding indicator. The highest the score, the more intense are
the symptoms. Initially, it was validated for the assessment
of quality of life in urogynecologic research. Lately, an asso-
ciation between VAS and POP grade on clinical and ultra-
sound examination was found. However, studies performing
comparisons between VAS and other standard validated POP
questionnaires, or studies evaluating its sensitivity to change
following therapeutic interventions, currently are not avail-
able. Additionally, MID has not yet been determined.

Urogenital Distress Inventory (UDI) (Grade B) [58—
61]: It is a reliable, valid, and sensitive 19-item questionnaire
including irritative symptoms, obstructive/discomfort symp-
toms, and stress symptoms. Answers assess the presence of
symptoms and the degree of bother on a four-point scale
(“not at all,” “a little bit,” “moderately,” and “greatly” apply-
ing to 0, 1, 2, and 3, respectively). Initially, it was designed
to assess women with UI but has also been used for the
assessment of lower urinary tract function in women with
POP. However, the validity in women with UI without uro-
dynamic diagnosis is questionable. MID for the UDI and
UDI-stress, in women with stress-predominant UI, is consid-
ered reasonable at —11 and —8 points, respectively. MID for
the UDI and UDI-irritative, in women with urge-predominant
UL is =35 and —15, respectively.

Urogenital Distress Inventory-6 (UDI-6) (Grade A)
[62]: It is the short form of UDI. It has a high correlation
with the long form, but it is patient friendlier as it includes
only six questions. The total score is calculated using the fol-
lowing algorithm: sum of scores/6 x 25. As with the long
form, UDI-6 has a questionable validity for women with Ul
without a urodynamic diagnosis.

Pelvic Floor Distress Inventory (PFDI) (Grade B) [63]:
It is based on two validated questionnaires the UDI and the
Incontinence Impact Questionnaire (IIQ) and assesses symp-
tom distress in women with PFD. Overall it includes 52
items (19, 17, and 16 for UDI, Colorectal-Anal Distress
Inventory (CRADI), and Pelvic Organ Prolapse Distress
Inventory (POPDI), respectively). It is reliable, valid, and
condition-specific. However, it is time-consuming as it takes
an average of 23 min to be completed. It may be used to pre-
dict the outcome of pelvic reconstructive surgery [64]. In
particular, a cutoff value of 62/300 pre-surgery, in women
with pelvic organ prolapse that was repaired with synthetic
mesh, may predict a failure to improve quality of life at 36
months post-surgery. The positive predictive value and spec-
ificity of the latter cutoff value were 83.6% and 62.1%,
respectively.

PFDI-20 (Grade A) [63]: It is the short-form of PFDI
with 20 items and three scales (UDI-6, POPDI-6, and
CRADI-8). It is reliable and responsive to change and has an
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excellent correlation with the long form of PFDI. Total score
is calculated by adding the scores of the three scales with a
possible range from 0 to 300. Each scale item could receive
values from 0 to 4 applying to a score ranging from 0 to
100 for each scale. The higher the score, the more intense
are the symptoms. A change of >45 points (15%) was
determined as MID. PFDI-20 correlates well with the PFDI
[66]. Additionally, PFDI-20 can be converted using a certain
formula to PEDI [66].

Pelvic Organ Prolapse Distress Inventory (POPDI)
long and short form (Grade A) [63, 65]: It is a specific
condition questionnaire and has been included in PFDI. Its
short version has six questions and it is part of PFDI-20: “Do
you usually experience pressure in the lower abdomen?”,
“Do you usually experience heaviness or dullness in the pel-
vic area?”, “Do you usually have a bulge or something fall-
ing out that you can see or feel in your vaginal area?”, “Do
you ever have to push on the vagina or around the rectum to
have or complete a bowel movement?”, “Do you usually
experience a feeling of incomplete bladder emptying?”, and
“Do you ever have to push up on a bulge in the vaginal area
with your fingers to start or complete urination?”. Negative
answers receive 0 score, while affirmative ones’ score ranges
from 1 to 4 depending on degree of bothering. Each scale
score ranges from 0 to 100.

International  Consultation on  Incontinence
Questionnaire-Vaginal Symptoms (ICIQ-VS) (Grade C)
[67]: It is a valid, reliable, consistent, and responsive
PRO. Initially it included 27 items for vaginal symptoms (14
items and 13 subquestions (corresponding to the degree of
bother)), sexual matters (ten items and nine subquestions
corresponding to the degree of bother)), and quality of life
(one item). Responses of vaginal symptoms and sexual mat-
ters have 4-5 points, while the quality of life question and
the subsequent questions of vaginal symptom and sexual
matters a 10 VAS. The short form includes 14 items corre-
sponding to the evaluation of vaginal symptoms, sexual mat-
ters, and quality of life. Vaginal symptoms and sexual matters
are calculated separately using specific algorithms.

Australian Pelvic Floor Questionnaire [68]: It is a
reproducible and valid questionnaire with a wide coverage,
as it assesses presence, bothering, and impact on quality of
life of all pelvic floor symptoms (bladder, bowel, and sexual
function) and prolapse symptoms. It has 42 items and four
sections (bladder, bowel, prolapse, and sexual function cor-
responding to questions 1-15, 16-27, 28-32, and 33-42,
respectively). Scores are calculated separately for each sec-
tion giving values from O to 10 for each section. Thus, the
maximum global dysfunction score is 40. The bladder,
bowel, prolapse, and sexual function domains correlate with
the UDI-6, established bowel questionnaire, International
Continence Society Prolapse Quantification, and McCoy
Female Sexuality Questionnaire, respectively.

Electronic Personal Assessment Questionnaire-Pelvic
Floor (ePAQ-PF) [69-72]: It is reliable, valid, and web-
based questionnaire consisting of urinary (12 questions),
bowel (20 questions), vaginal (11 questions), and sexual (15
questions) domains. All domains evaluate quality of patients’
life. Moreover, urinary domain assesses pain, overactive
bladder and SUI, bowel domain constipation, evacuation,
and incontinence, while vaginal domain sensation and pro-
lapse. Sexual domain includes aspects of urinary, bowel, and
vaginal symptoms in relation to sex. The time for its comple-
tion has been estimated between 12-103 min providing
medians of 26 and 33 for the “non-interactive” version and
primary care, respectively. Additionally, its responsiveness
to change has been indicated in the relative domains of pro-
lapse and quality of life, in women undergoing POP surgery.
The electronic over paper administration of PROs is consid-
ered to offer many advantages. However, patients should
have technological skills, but the vast majority of POP
patients are elderly, and such skills are doubtful.

Birmingham Bowel and Urinary Symptoms
Questionnaire (BBUS-Q) (Grade B) [73, 74]: It is a valid,
reliable, and responsive, 22-item questionnaire assessing
constipation (Q1 and 2), evacuation (Q7-13 and 15), incon-
tinence (Q3-6), and urinary symptoms (Q16-22). Question
14 is not encompassed in any domain. Responses apply to a
four-level scale, while scores range from O to 100 for each
domain. Cutoff scores to define abnormal domains are
>64%, >17%, >17%, and >20%, for constipation, evacua-

tion, incontinence, and urinary symptoms score,
respectively.
PROs Focusing on LUTS

Incontinence Severity Index (ISI) [75]: It is a valid, reli-
able, sensitive measure with only two questions (“how often
do you experience urine leakage” and “how much urine do
you lose each time”). The total score is calculated by multi-
plying the score of the first question (from O to 4) by the
score of the second question (from 1 to 2). It can be used in
routine clinical practice.

Bristol Female Lower Urinary Tract Symptoms
Questionnaire (BFLUTS) [76, 77]: It is a valid and reliable
questionnaire that includes 6 domains involving frequency,
voiding, incontinence, sex, and quality of life with scores
ranging from O to 15, 0 to 12, 0 to 20, 0 to 6, and O to 18,
respectively. However, it has been found that women may
score higher on self-completion than interview [65].

International Consultation on Incontinence Modular
Questionnaire-Female Lower Urinary Tract Symptoms
(ICIQ-FLUTS) (Grade A) [78]: It is the short form of
BLUTS. It is a valid, reliable, and responsive, 12-item ques-
tionnaire evaluating nocturia, urgency, bladder pain, fre-
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quency, hesitancy, straining, intermittency, UI (urge, stress,
and unexplained), frequency of urinary incontinence, and
nocturnal enuresis. Filling, voiding, and incontinence symp-
tom subscales range from 0 to 15, 0 to 12, and O to 20,
respectively. Additionally, it evaluates impact of individual
symptoms with bothering scales that are not incorporated in
the overall scores.

ICIQ-UI SF (Grade A) [79, 80]: It is a valid, reliable,
responsive questionnaire with four items, including fre-
quency, prevalence and cause of U, and impact on everyday
life. The cause of Ul is not included in the total score calcula-
tion. The total score ranges from O to 21. The recommended
MIDs for women undergoing surgery due to SUI are —5 and
—4 at 12 and 24 months postoperatively, respectively.

Questionnaire for Urinary Incontinence Diagnosis
(QUID) [45-47]: It is a valid, reliable, and responsive to
change with 6-item Ul symptom questionnaire. It may dis-
tinguish accurately the type of Ul and may be offered as a
screener, as presented above. It correlates strongly with the
UDI as it assesses symptoms’ intensity and bothering. In
addition, it may detect differences following a non-surgical
intervention. Thus, it may be used in research as Ul outcome
measure of clinical trials.

Overactive Bladder Questionnaire (OAB-q) [81-83]: It
is a valid, reliable, and responsive symptom bother and qual-
ity of life questionnaire attributable in both continent and
incontinent patients. Initially, 62 items (13 symptom items, 4
general, and 44 health-related quality of life (HRQL)) were
included, while a reduction to 33 items (8 symptom items
and 25 HRQL) was performed in order to become user-
friendlier and more accurate. It includes scales of symptom
bother (frequency, nocturia, urgency, and urge incontinence),
coping, concern/worry, sleep, social interaction, and
HRQL. Each question corresponds to a six-point Likert
scale, from “none of the time” to “all the time,” applying to
1-6, respectively. The total score for each domain ranges
from O to 100, with MID recommended at >10 points. In
addition, two versions of 4- and 1-week recall period with
similar factor structures are available.

PROs Focusing on Bowel Function

Colorectal-Anal Distress Inventory (CRADI) long and
short (CRADI-8) form (Grade A) [63, 84]: The long form
has 17 items and is included in the PFDI, while CRADI-8
has eight items and is included in the PFDI-20. However,
they can be used apart from the PFDI and PFDI-20 as inde-
pendent questionnaires for women with fecal incontinence.
MIDs for the long and short form are 11 and 5, respectively.

International Continence Consultation-Bowels
(ICIQ-B) [85]: It is a valid, reliable, and responsive 35-item
questionnaire (25 symptom items and 10 HRQL items). It

has three scored domains involving bowel pattern, bowel
control, and quality of life with scores ranging from 1 to 21,
0 to 28, and 0 to 26, respectively. Additionally, it includes
four unscored items for the assessment of clinical or patient
perspective.

Wexner Scores (Grade C) [86, 87]: It is a scoring system
for both fecal incontinence and constipation. The inconti-
nence score ranges from O to 20, while the constipation score
from O to 30 with values >15 defining constipation’s pres-
ence. Zero defines absence of symptoms while 20 and 30
severe ones.

Rapid Assessment Fecal Incontinence Score (RAFIS)
[88]: It is a valid and reliable two-item tool for assessing
fecal incontinence. The total score ranges from 0 to 20.

Fecal Incontinence Severity Index (FISI) [89]: It
includes four items involving incontinence to gas, mucus,
liquid stool, and solid stool with scores ranging from O to 12,
0to 12,0to 19, and O to 18, respectively.

Cleveland Clinic Fecal Incontinence Score [90]: It is a
five-item questionnaire assessing leakage of solid, liquid,
and gas, the use of pads, and the lifestyle restriction.
Responses apply to “never,” sometimes,
ally,” and “always.”
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Quality of Life Questionnaires
Generic Questionnaires

Health Utilities Index (HUI)-3 [91-95]: It includes eight
attributes (vision, hearing, speech, ambulation, dexterity,
emotion, cognition, and pain) with five or six levels. The
scoring attribute to morbidity scale is from 0.00 (worst level)
to 1.00 (best level). It can receive negative scores represent-
ing health states worse than death. Difference in mean HUI
total score >0.03 has been suggested as MID. It is a valid
tool of HRQOL in women with POP or other PFDs (i.e., UI).

EuroQol (EQ-5D) [91, 92, 96]: It includes five attributes
(mobility, self-care, usual activities, pain/discomfort, and
pain) with five or six levels. The score of EQ-5D ranges from
—0.59 to 1.00. Difference in utility score of 0.03 has been
suggested as MID. It is a valid measure of HRQOL in women
with POP and UI (urge, stress, and mixed).

Sort Form Survey (Grade A) [91, 93, 94, 97, 98]: It has
various versions including 36 (SF-36), 12 (SF-12), and 6
(SF-6) items. SF-36 measures eight concepts: physical and
social functioning, role limitations due to physical or emo-
tional problems, bodily pain, vitality, mental health (psycho-
logical distress and well-being), and general health
perception. The number of response levels varies between 4
and 21, depending on domain. The MID for the physical
functioning scale is 2 and 3 points for functioning scores <40
and >40, respectively. SF-12 also includes eight concepts,
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while SF-6 is derived from SF-12 with six concepts (physical
and social functioning, role limitation, pain, mental health
and vitality). SF-6 is scored on a scale from 0.29 to 1.00, and
each of the six attributes has five or six levels of responses.
In addition, SF-6, as with HUI-3 and EQ-5D, is valid and
reliable for women with POP or UI of any type, with MID of
0.03.

Activities Assessment Scale (AAS) [98]: It is a valid,
reliable, and responsive measure for the assessment of physi-
cal activities following vaginal reconstructive surgery for
POP and SUL It includes 13 items for the evaluation of the
ability regarding lying in bed, sitting, getting in or out of bed
or chair, reaching or stretching, lifting 3—5 pounds, walking
around inside, climbing up or down stairs, walking outside
or at work, engaging in sedentary activities (i.e., typing, talk-
ing on the phone, playing cards, watching TV), engaging in
light physical activities (i.e., cooking, dusting, clerical work,
visiting friends), engaging in moderate physical activities
(i.e., sweeping, washing the car, dancing, playing golf, hik-
ing), engaging in vigorous physical activities (i.e., construc-
tion work, shoveling, playing tennis or basketball, weight
lifting), and engaging in sexual intercourse. Responses may
receive scores from 1 “no difficulty” to 6 “did not do it for
other reasons.” The total score is calculated using a transfor-
mation algorithm to produce a range from 0 to 100. Higher
total score indicates greater physical functioning.

Condition Specific

Pelvic Floor Impact Questionnaire (PFIQ) long and short
form (PFIQ-7) (Grade A) [60, 63-66, 84, 91, 99]: It is a
valid, reliable, and responsive measurement assessing the
impact in HRQOL of related, possibly related, and poten-
tially related POP symptoms. The short form correlates well
with the long one, while a conversion formula from the short
to the long form, with an excellent goodness of fit, has been
published. The long form includes three domains
(Incontinence Impact Questionnaire (IIQ), Pelvic Organ
Prolapse Impact Questionnaire (POPIQ), and Colorectal-
Anal Impact Questionnaire (CRAIQ)) with 93 items (31
items in each domain). The PFIQ-7 includes three domains
(IIQ-7, POPIQ-7, and CRAIQ-7) with 21 items (seven items
in each domain). The total score of PFIQ-7 ranges from 0 to
300 (each domain may receive scores from 0 to 100). A
change of >36 points (12%) has been suggested as MID for
PFIQ-7. In addition, the generic questionnaires of HUI-3,
EQ-5D, and SF-6D correlated significantly but moderately
with the prolapse subscale of PFIQ-7. The long and short
forms of I1Q, POPIQ, and CRAIQ can also be used individu-
ally from the PFDI long and short form, respectively. MID
for IIQ has been estimated at —16 points. MID for CRAIQ
long and short form is —18 and —8, respectively. However, a

study evaluating these long forms of PFIQ in women under-
going pelvic floor reconstructive surgery (PFR) or receiving
vaginal pessary resulted in different MIDs in the respective
subscales depending on type of intervention. In particular,
MID for POPIQ is —40 to —27 and —29 for PFR and vaginal
pessary, respectively. MID for CRAIQ is —34 to —6 and —29
for PFR and vaginal pessary, respectively.

Prolapse Quality of Life Questionnaire (P-QOL) [100—
104]: It is a simple, valid, and reliable measurement that
includes nine domains (general health perceptions; prolapse
impact; role; physical, social, and personal limitations; emo-
tions; sleep/energy; and severity measures) with responses
having a four-point scoring system. This scoring attributes to
how much the POP symptoms are affecting women’s life
ranging from “none/not at all” to ““a lot.” Each domain ranges
from O to 100. Higher score indicates greater negative impact
on women'’s life. Thus, it is a reliable and valid tool for the
recognition of women who need a therapeutic intervention,
as symptom severity and their impact on quality of women’s
life can be defined. Additionally, P-QOL has been used in
surgical studies, detecting significant improvement of the
quality of life of women undergoing a pelvic reconstructive
surgery, such as vaginal mesh implantation. In particular,
MID difference was met in all domains. Nevertheless, the
latter MID was defined only by a statistical model using the
“half standard deviation,” as studies with the recommended
methods for determining MID have not been published [94].

Incontinence Impact Questionnaire long (IIQ) and
short form (IIQ-7) (Grade A) [63, 99, 105-107]: The long
form includes 30 items with 4 subscales (physical activity,
travel, social relationships, and emotional health) and a pos-
sible score of 0—400. Mild, moderate, and severe levels of Ul
are defined when I1Q is <50, 50-70, and >70, respectively. In
addition, MID for women undergoing continence surgery or
PFR or receiving vaginal pessary is —28 to —14 or —37 to
—31 or —17, respectively [88]. IIQ-7 consists of seven ques-
tions and a possible score of 0-100. Good, moderate, and
poor QoL is indicated when I1Q-7 is <50, 50-70, and >70,
respectively.

Incontinence Quality of Life Questionnaire (I-QOL)
[108—110]: It is a valid and reproducible measure of UI that
is more closely related to overall well-being of patients than
bodily pain. Initially, it was designed for use in clinical trials
and in-patient care centers. It has 22 items with three sub-
scales (avoidance and limiting behavior, psychosocial
impact, and social embarrassment). MID for patients with
SUI has been proposed to be 2.5 and 6.3 points for between
and within treatment, respectively. MID for patients with
neurogenic bladder ranges from 4 to 11 points.

King’s Health Questionnaire (KHQ) (Grade A) [101,
102]: It is a valid, reliable, and responsive measure of UI
regardless of type. It has three sections: (1) general health
and overall health related to urinary symptoms with two
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questions; (2) incontinence impact, role limitations, physical
limitations, social limitations, personal limitations, emo-
tions, sleep and energy, and severity coping measures with
19 questions; and (3) bother or impact of urinary symptoms
with 11 questions. MID is indicative when change from
baseline to posttreatment is >5 in each domain.

International  Consultation on  Incontinence
Questionnaire-Lower Urinary Tract Symptoms quality
of life (ICIQ-LUTSqol) (Grade A) [111, 112]: It is a valid,
reliable, and responsive measurement that has been derived
from KHQ, with 22 items. The total score of all items ranges
from O to 76, and the overall impact on everyday life sub-
scale from O to 10 that is not incorporated in the overall
score. The MID has been suggested to be 3.71.

Fecal Incontinence Quality of Life Scale (FIQL)
(Grade B) [113, 114]: It includes 29 items with four scales
(lifestyle, coping/behavior, depression/self-perception, and
embarrassment). It may distinguish patients with fecal incon-
tinence from patients with other gastrointestinal problems.
Additionally, it has significant correlations with the SF-36
subscales. However, limitations have been found, and
suggestions for revisions have been made. In particular, there
is a lack of contrast validity, a highest reliability in patients
with low QoL, and a minimal differential functioning. Thus,
it has been suggested formatting, scoring, and instructions to
be simplified, items with higher difficulty to be developed,
and embarrassment domain to be revised. Furthermore, it has
not been tested in asymptomatic controls. Thus, its capability
as a screening tool is unknown.

Sexual Function
Generic PROs

Golombok Rust Inventory of sexual satisfaction (Grade
A) [115]: It is a valid, reliable, and responsive measure that
has 56 items (28 for women and 28 for men) for the assess-
ment of heterosexual couples’ sexual relationship and indi-
vidual’s functioning, as well. It includes 12 domains that are
divided in five domains for women (anorgasmia, vaginismus,
avoidance, nonsexuality, and dissatisfaction), five for men,
and two non-gender oriented (frequency of sexual contact
and non-communication).

Brief Index of Sexual Functioning for Women
(BISF-W) (Grade A) [116, 117]: It includes 22 items ini-
tially covering levels of sexual functioning (interest/desire
and sexual activity) and satisfaction suitable for both clinical
and nonclinical samples. However, a new scoring algorithm
was created for clinical trial use, encompassing seven domains
(thought/desire, arousal, frequency of sexual activity, recep-
tivity/initiation, relationship satisfaction, pleasure/orgasm,
and problems affecting sexual function). This scoring was
compared between normative and surgically menopausal

women, and it was able to quantify the nature and degree of
impaired sexual function in surgically menopausal women.

Changes in Sexual Functioning Questionnaire long
form (CSFQ) and short form (CSFQ-14) (Grade C) [118,
119]: It is a 35-item questionnaire that evaluates changes
related to sexual function with an underlying cause (such as
medications for illness). It encompasses five domains (sex-
ual desire/frequency, sexual desire/interest, sexual plea-
sure, sexual arousal, and orgasm) with scoring of
individuals’ domains and an overall CSFQ score. It may be
used in both clinical and nonclinical patients (i.e.,
depressed ones) with responsiveness. A short form with 14
items and three scales has been suggested as a global mea-
sure of sexual dysfunction. It addresses desire, arousal,
and orgasm but also the scales of the long form with a
strong internal reliability.

Condition-Specific PROs

Female Sexual Function Index (FSFI) (Grade C) [120,
121]: It is a valid and reliable 29-item questionnaire with six
domains (desire, arousal, lubrication, orgasm, satisfaction, and
pain). It may detect patients with HSDD, FOD, and FSAD. In
addition, a cutoff value of 26.55 may distinguish patients with
sexual dysfunction from those without. However, a possible
disadvantage is that the evaluation refers in the last 4 weeks.
Cases where sexual intercourse has not been performed for
reasons other than sexual dysfunction cannot be detected, as
the response of “not having sexual intercourse” does not
include the possible reasons. Furthermore, the partner’s sexual
problems cannot be addressed.

McCoy Female Sexuality Questionnaire (MFSQ)
(Grade C) [122]: Various versions have been tested using 7,
9, 10, or 17 items that were all valid, reliable, and consistent.
Responses are retrieved with seven-point Likert scales. It is
able to identify levels of sexual interest and response in rela-
tion to levels of estrogens and androgens. In particular, a dif-
ferentiation of sexual response between women with
hormone replacement therapy (HRT), oral contraceptives,
and presence or absence of ovaries may be detected by cer-
tain items of MSFQ.

Short Personal Experiences Questionnaire (SPEQ)
[108, 123-126]: It includes nine items with eight of them
being adapted from the MSFQ. The first half attributes to all
women irrespectively to partner status, while the second one
to women with partners (females or males). Sexual desire
(one item), arousal (two items), orgasm (one item), dyspa-
reunia (one item), passion for the partner (1 item), and diffi-
culties of partner in sexual performance (one item) are
evaluated. A cutoff score of <7 detects women with sexual
dysfunction (79% sensitivity and specificity). In addition,
SPEQ scores correlate with estradiol levels and, thus, meno-
pausal status, indicating that from early to late menopause,
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sexual dysfunction may rise from 42% to 88%. Furthermore,
SPEQ may detect the arousal, orgasm, and dyspareunia
changes in relation to PFDI scores. Thus, it has been found
that POP is associated with decreased sexual arousal, infre-
quent orgasm, and dyspareunia.

Pelvic Organ Prolapse/Urinary Incontinence Sexual
Function Questionnaire long (PISQ) and short form
(PISQ-12) (Grade B) [127-131]: It has been developed to
evaluate sexual functioning in heterosexual women with Ul
or POP and discriminate patients with sexual dysfunction
from those without. Two versions (long form and short form)
have been published. The long form measures 31 items,
while the short one (PISQ-12) only 12 items. PISQ-12 scores
may predict the PISQ-31 scores. For both versions the items
correspond to behavioral-emotive, physical, and partner-
related. Likert scale ranging from always (0 score) to never
(4 score) is encompassed. Scores are obtained for all domains
individually. The sum of all scores creates a total PISQ score.
PISQ total score ranges from 0 to 125. Higher values indi-
cate better sexual functioning, while MID is set at 6 points.
Furthermore, it has a sensitivity of 78% and specificity of
72% for the detection of women with depression. However,
PISQ has defaults. The partner-related domain does not eval-
uate the response of partners to POP and UI but the women’s
perception regarding her partners’ response. In addition, its
capability to address sexual function following a pelvic sur-
gery is inadequate, because it cannot identify most surgery-
specific negative effects on sexual function.

PISQ-International Urogynecological Association
(IUGA) Revised (PISQ-IR) [132, 133]: It is a valid, reli-
able, and responsive measure of sexual function that devel-
oped from the PISQ-12 and attributes to both sexually and
nonsexually active women. It includes 42 items evaluating
both sexual activity status and sexual function. It is the only
PRO for sexual function that has been validated not only in
women with POP and/or UI but also in women with anal
incontinence (AI). It has been found to correlate with the
PFDI-20, ISI, and EPIQ question 35, for both sexually and
nonsexually active women, and for the sexually active ones
additionally correlate with FSFI and POPQ. Results of the
PISQ-IR may be calculated using the transformed summa-
tion or the mean calculation. Guidelines for both methods
have been published. In addition, a summary score is not rec-
ommended, as explaining or understanding relationships
between items is not feasible.

Body Imagein the Pelvic Organ Prolapse Questionnaire
(BIPOP) [134]: It is a valid, consistent, and reliable 21-item
questionnaire developed to identify the impact of POP on
body image. It has two versions, one for women with a sex-
ual partner and one for those without. In particular, this mea-
surement aims to identify how women feel or might have felt
regarding their attractiveness, confidence, femininity, and
sexual intimacy due to their anatomical changes when they
have or have not a sexual partner, respectively. It is calcu-

lated using a mean value with the intention to automatically
account of missing data. Better body image is indicated
when BIPOP is scored higher.

ICIQ-VS [67], Australian Pelvic Floor Questionnaire
[68], and Electronic Personal Assessment Questionnaire-
Pelvic Floor (ePAQ-PF) [69-72]: They are mixed question-
naires as they address symptoms, sexual functioning, and
quality of life of women with POP, as presented above.

Patients’ Expectations PROs

Goal Attainment Scaling (GAS) [135-141]: GAS is a mul-
tistep approach which begins with the identification of goals
by the patients. Initially, patients list their goals and the
importance of each goal to them (fairly important, very
important, and extremely important). Afterward, anticipated
or expected outcome levels are discussed with the urogyne-
cologist. Thus, unrealistic goals may be eliminated. After the
completion of therapy, assessment of goal attainment is
rated. The scores may be “0” when the goal is achieved as
predicted, “+1” or “+2” when achievement is above the level
predicted (“somewhat better than expected or predicted” or
“much better than expected or predicted,” respectively),
“—1” when achievement is below the expected level, and
“—2” when there is worsening of the target function.

Self-Assessment Goal Achievement (SAGA) [141]: Itis
a patient-completed questionnaire designed to assess goal
attainment in behavioral or pharmacologic treatment of
LUTS/OAB. It is a comprehensive and easy-to-understand
questionnaire. At baseline, SAGA includes nine fixed treat-
ment goals and up to five additional treatment goals specified
by the patients. The five most important goals are ranked,
and the criteria for successful achievement of the most
important goals are identified. At follow-up, the degree of
achievement of each individual (fixed and additional) goal,
as well as the overall goal, is rated.

Expectations, Goal Setting, Goal Achievement, and
Satisfaction (EGGS) [138, 143]: It combines all patient-
centered outcomes (expectations, goal setting, goal achieve-
ment, and satisfaction). It has been suggested to become the
fourth dimension for the assessment of PFD along with the
physical findings, symptoms, and QoL outcomes. Specifically,
it was found that women who did not chose surgical interven-
tion had as primary goal information seeking, while patients
with a primary goal other than the symptom goal were more
likely to choose alternative to surgery interventions.

Patients’ Satisfaction PROs

Patient Global Impression (PGI) Scales [ 144—148]: Valid and
reliable measurements for LUTS and POP that include a single
item aiming to evaluate a certain condition overall and not sepa-
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rately its components. Thus, patients may rate the severity (PGI-
S) or bothering (PGI-B) of their condition and the change
(PGI-C) or improvement (PGI-I) following a therapeutic inter-
vention. Depending on type of PGI, responses may involve
four- to seven-point scales. PGI-S and PGI-I correlate signifi-
cantly with number of UI episodes, stress pad test, and QoL
questionnaires. Moreover, PGI-C and PGI-I are valid, reliable,
and sensitive to change measures that can be used following a
prolapse surgery. Furthermore, PGI-1 is a single question that is
answered post-surgery with an excellent positive correlation
with POP-Q and pQoL and a negative correlation with self-
documentation in goal achievement. Thus, it may be considered
a tool for the definition of surgery “success” for POP, as it
reflects the objective, subjective, QoL, and patients’ goal.
However, it may score higher than ICIQ in women undergoing
surgery for Ul or POP, overestimating the surgical results.

Surgical Satisfaction Questionnaire (SSQ-8) [149,
150]: It is a valid and reliable tool for the patient satisfaction
following pelvic surgery. It includes eight items with five- or
six-point scale responses (from “very satisfied” to “very
unsatisfied” or “very satisfied” to “N/A” or “yes” to “never”).
In women with advanced POP that underwent reconstructive
or obliterative surgery, the postoperative answers of SSQ-8
are comparable with the improvements from preoperative to
postoperative IIQ and UDI.

Global Perception of Improvement (GPI) [61, 151],
Patient Satisfaction Questionnaire (PSQ) [151], and
Estimated Percent Improvement (EPI) [151]: GPI is simi-
lar to the PGI-I, but it includes five-point scale responses
(from “much better” to “much worse”) instead of seven-point
scale responses. PSQ is a single-item questionnaire that eval-
uates the level of satisfaction following a therapeutic inter-
vention. It may receive responses using a five-point scale
(from “very satisfied” to “very dissatisfied”). GPI, PSQ, and
EPI are valid measurements for outcomes of behavioral treat-
ment for UL They all correlate positively with the reduction
of the number of UI episodes in the bladder diary and the
change in the IIQ. They all correlate negatively with the
desire of another treatment. In addition, GPI along with the
PSQ and the incontinence episodes (IE) has been used for the
determination of the MID of UDI and OAB-q.

Patient Perception of Treatment Benefit Questionnaire
(PPTBQ) [130, 152]: It evaluates whether patients perceive
a benefit from the treatment. Responses vary from “no ben-
efit,” “little benefit,” and “much benefit”). PPTBQ along
with bladder diaries, PPBC, OAB-q, and IIQ-7 has been used
for the definition of the MID of PISQ. PPTBQ, bladder diary,
and PPBC all set the MID at five points. Finally, the six-point
MID for PISQ was derived taking into account the nine and
seven points of OAB-q and I1Q-7, respectively.

Patient Perception of Bladder Condition [153, 154]: It
is a valid and responsive to change measurement that may be
used as a global assessment of bladder condition of patients

with UI and/or OAB. It is a single-item questionnaire with
six possible responses evaluating the problems (from “none”
to “many severe”) due to the bladder condition. PPBC cor-
relates with the bladder diaries, OAB-q, and KHQ.
Specifically, higher PPBC improvement indicates greater
reductions in frequency, urgency episodes, and symptom
bother and significantly greater improvement in HRQL in
comparison to a minor PPBC improvement.

Benefit, Satisfaction, and Willingness (BSW) [130,
155]: Tt is a three-item questionnaire designed to evaluate the
perception of patients regarding the benefit, satisfaction, and
willingness to continue with the therapy. It was validated by
three randomized controlled trials for the assessment of tolt-
erodine in OAB patients. In these studies correlations
between BSW and the improvements of OAB-q, KHQ, and
bladder diaries were evident.

Treatment Satisfaction with Medicines Questionnaire
(SATMED-Q) [156, 158]: It is a valid, reliable, and respon-
sive 17-item questionnaire with six domains (treatment
effectiveness, convenience of use, impact on daily activities,
medical care, global satisfaction, and undesirable side effects
that have been evaluated in chronically ill patients). The
MID has been suggested at 13.4 for total score. For domains
the MID ranges from 10.3 (medical care) to 20.6 (impact on
daily living/activities) points.

Treatment Satisfaction Questionnaire for Medication
(TSQM) [158, 159]: It is a sound and valid measure for
patients’ satisfaction with two versions, an initial long with
55 items and a second shorter with 31 items. Both versions
include four scales: side effects, effectiveness, convenience,
and global satisfaction.

Overactive Bladder Satisfaction (OAB-S)
Questionnaire [160, 161]: It is a valid questionnaire with
five scales involving OAB Control Expectations (ten items),
Impact on Daily Living with OAB (10 items), OAB Control
(ten items), OAB Medication Tolerability (six items), and
Satisfaction with Control (ten items). In addition, it includes
five single-item overall assessments of patient’s fulfillment
of OAB medication expectations, interruption of day-to-day
life due to OAB, overall satisfaction with OAB medication,
willingness to continue OAB medication, and improvement
in day-to-day life due to OAB. OAB-S has better test reli-
ability than TSQM, discriminating patients by severity level
and detecting change in satisfaction levels in OAB patients.

References

1. Haylen BT, Maher CF, Barber MD, Camargo S, Dandolu V,
Digesu A, Goldman HB, Huser M, Milani AL, Moran PA, Schaer
GN, Withagen MIJ. An international Urogynecological associa-
tion (IUGA)/International Continence Society (ICS) joint report
on the terminology for female pelvic organ prolapse (POP).
Neurourol Urodyn. 2016;35:137-68.



46

Patient-Reported Outcomes and Pelvic Organ Prolapse

571

10.

12.

13.

14.

15.

16.

17.

18.

19.

20.

. Barber MD. Symptoms and outcome measures of pelvic organ

prolapse. Clin Obstet Cynecol. 2005;48:648-61.

. Swift S, Woodman P, O’Boyle A, Kahn M, Valley M, Bland D,

Wang W, Schaffer J. Pelvic organ support study (POSST): the dis-
tribution, clinical definition, and epidemiologic condition of pelvic
organ support defects. Am J Obstet Gynecol. 2005;192:795-806.

. Subak LL, Waetjen LE, van den Eeden S, Thom DH, Vittinghotf

E, Brown JS. Cost of pelvic organ prolapse surgery in the United
States. Onstet Gynecol. 2001;98:646-51.

. Bradley CS, Nygaard IE. Vaginal wall descents and pelvic floor

symptoms in older women. Ostet Gynecol. 2005;106:759-66.

. Swift SE, Tate SB, Nicholas J. Correlation of symptoms

with degree of pelvic organ support in a general population of
women: what is pelvic organ prolapse? Am J Obstet Gynecol.
2003;189:372-7.

. Sung VW, Rogers RG, Barber MD, Clark MA. Conceptual frame-

work for patient-important outcomes for pelvic organ prolapse.
Neurourol Urodyn. 2014;33:414-9.

. Persu C, Chapple CR, Cauni V, Gutue S, Geavlete P. Pelvic organ

prolapse quantification system (POP-Q)-a new era in pelvic pro-
lapse staging. ] Med Life. 2011;4:75-81.

. Abrams P, Andersson KE, Birder L, Brubaker L, Cardozo L,

Chapple C, Cottenden A, Davila W, de Ridder D, Dmochowski
R, Drake M, Dubeau C, Fry C, Hanno P, Smith JH, Herschorn S,
Hosker G, Kelleher C, Koelbl H, Khoury S, Madoff R, Milsom I,
Moore K, Newman D, Nitti V, Norton C, Nygaard I, Payne C, Smith
A, Staskin D, Tekgul S, Thuroff J, Tubaro A, Vodusek D, Wein
A, Wyndaele JJ, Members of Committees; Fourth International
Consultation on Incontinence. Fourth International Consultation
on Incontinence Recommendations of the International Scientific
Committee: evaluation and treatment of urinary incontinence,
pelvic organ prolapse, and fecal incontinence. Neurourol Urodyn.
2010;29:213-40.

Food and Drug Administration (FDA). Guidance for industry
on patient-reported outcome measures: use in medical prod-
uct development to support labeling claims. Federal Register.
2009;74:65132-3.

. Swift SE, Tate SB, Nicholas J. Correlation of symptoms

with degree of pelvic organ support in a general population of
women: what is pelvic organ prolapse. Am J Obstet Gynecol.
2003;189:372-9.

Ellerkmann RM, Cundiff GW, Melick CF, Nihira MA, Leffler K,
Bent AE. Correlation of symptoms with location and severity of
pelvic organ prolapse. Am J Obstet Gynecol. 2001;185:1332-8.
Burrows LJ, Meyn LA, Walters MD, Weber AM. Pelvic symp-
toms in women with pelvic organ prolapse. Obstet Gynecol.
2004;104:982-8.

Mouritsen L, Larsen JP. Symptoms, bother and POPQ in women
referred with pelvic organ prolapse. Int Urogynecol J Pelvic Floor
Dysfunct. 2003;14:122-7.

Romanzi LJ, Chaiken DC, Blaivis JG. The effect of genital pro-
lapse on voiding. J Urol. 1999;161:581-6.

Zacharakis D, Grigoriadis T, Kastanias S, Giannoulis G, Salvatore
S, Athanasiou S. Occult stress urinary incontinence in women
with pelvic organ prolapse: is the one step surgical approach a
risky choice? Female Pelvic Med Reconstr Surg. 2016;22:55-9.
Marshall S, Haywood K, Fitzpatrick R. Impact of patient-reported
outcome measures on routine practice: a structures review. J Eval
Clin Pract. 2006;12:559-68.

Greenhalgh J. The applications of PROs in clinical practice: what
are they, do they work, and why? Qual Life Res. 2009;18:115-23.
Frost MH, Reeve BB, Liepa AM, Stauffer JW. Hays RD, the
Mayo/FDA patient-reported outcome measures? Value Health.
2007;10:594-S105.

Johnston BC, Ebrahim S, Carrasco-Labra A, Furukawa TA,
Partick DL, Crawford MW, Hemmelgarn BR, Schunemann HJ,

21.

22.

23.

24.

25.

26

27.

28.

29.

30.

31.

32.

33.

34.
35.

36.

37.

38.

39.

Guyatt GH, Nesrallah G. Minimally important difference esti-
mates and methods: a protocol. BMJ Open. 2015;5:¢007953.
King MT. A point of minimal important difference (MID): a cri-
tique of terminology and methods. Expert Rev Pharmacoecon
Outcomes Res. 2011;11:171-84.

Cardozo L, Staskin DR. Textbook of female urology and uro-
gynecoly. 3rd ed. London: Informa Healthcare UL Ltd; 2010.
p- 88-94.

Abrams P, Cardozo L, Khoury S, Wein A. 5th international con-
sultation on incontinence. Incontinence 5th edition. Plymouth:
Health Publication Itd Plymouth; 2013. p. 389-429.

Kleinman L, Leidy NK, Crawley J, Bonomi A, Schoenfeld P. A
comparative trial of paper-and-pencil versus computer adminis-
tration of the quality of life in reflux and dyspepsia (QOLRAD)
questionnaire. Med Care. 2001;39:181-9.

Arslanian C, Bond M. Computer assisted outcomes
research in orthopedics: total joint replacement. J Med Syst.
1999;23:239-47.

. Lofland JH, Schaffer M, Goldfarb N. Evaluating health-related

quality of life: cost comparison of computerized touch-screen
technology and traditional paper systems. Pharmacotherapy.
2000;20:1390-5.

Velikova G, Wright EP, Smith AB, Cull A, Gould A, Forman D,
Perren T, Stead M, Brown J, Selby PJ. Automated collection of
quality-of-life data: a comparison of paper and computer touch-
screen questionnaires. J Clin Oncol. 1999;17:998-1007.

World Health Organization. Measuring reproductive morbidity:
report of a technical working group. Geneva: Division of Family
Planning (WHO/MCH/90.4); 1989.

Tegerstedt G, Miedel A, Maehle-Schmidt M, Nyren O,
Hammarstrom M. A short-form questionnaire identified genital
organ prolapse. J Clin Epidemiol. 2005;58:41-6.

Barber MD, Neubauer NL, Klein-Olarte V. Can we screen for pel-
vic organ prolapse without a physical examination in epidemio-
logic studies? Am J Obstet Gynecol. 2006;195:942-8.

Tehrani FR, Hashemi S, Simbar M, Shiva N. Screening of the pel-
vic organ prolapse without a physical examination; (a community-
based study). BMC Womens Health. 2011;11:48.

Lukacz ES, Lawrence JM, Buckwalter JG, Burchette RJ, Nager
CW, Luber KM. Epidemiology of prolapse and incontinence
questionnaire: validation of a new epidemiologic survey. Int
Urogynecol J Pelvic Floor Dysfunct. 2005;16:272-84.

Basra R, Artibani W, Cardozo L, Castro-Diaz D, Chapple C,
Cortes E, De Ridder D, Pons ME, Haab F, Hohenfellner M, Kirby
M, Milsom I, Van Kerrebroeck P, Vierhout M, Wagg A, Kelleher
C. Design and validation of anew screening instrument for lower
urinary tract dysfunction: the bladder control self-assessment
questionnaire (B-SAQ). Eur Urol. 2007;52:230-7.
http://curavista.nl/bsaq/. Accessed 18 Mar 2018.

O’Leary MP, Sant GR, Fowler FJ Jr, Whitmore KE, Spolarich-
Kroll J. The interstitial cystitis symptom index and problem index.
Urology. 1997;49:58-63.

Nickel JC, Barkin J, Forrest J, Mosbaugh PG, Hernandez-Graulau
J, Kaufman D, Lloyd K, Evans RJ, Parsons CL, Atkinson LE,
Elmiron Study Group. Randomized, double-blind, dose-ranging
study of pentosane polysulfate sodium for interstitial cystitis.
Urology. 2005;65:654-8.

Kushner L, Moldwin RM. Efficiency of questionnaires used to
screen for interstitial cystitis. J Urol. 2006;176:587-92.

Diokno AC, Brock BM, Brown MB, Herzog AR. Prevalence of
urinary incontinence and other urological symptoms in the nonin-
stitutionalized elderly. J Urol. 1986;136:1022-5.

Brown JS, Bradley CS, Subak LL, Richter HE, Kraus SR,
Brubaker L, Lin F, Vittinghoff E, Grady D. The sensitivity and
specificity of a simple test to distinguish between urge and stress
urinary incontinence. Ann Intern Med. 2006;144:715-23.


http://curavista.nl/bsaq/

572

S. Athanasiou

40.

41.

42.

43.

44.

45.

46.

47.

48.

49.

50.

S1.

52.

53.

54.

55.

56.

57.

Coyne KS, Zyczynski T, Margolis MK, Elinoff V, Roberts
RG. Validation of an overactive bladder awareness tool for use in
primary care settings. Adv Ther. 2005;22:381-94.

Basra RK, Cortes E, Khullar V, Kelleher C. A comparison study
of two lower urinary tract symptoms screening tools in clini-
cal practice:the B-SAQ and OAB-V8 questionnaires. J Obstet
Gynecol. 2012;32:666-71.

Kushner L, Moldwin RM. Efficiency of questionnaires used to
screen for interstitial cystitis. J Urol. 2006;176:587-92.

Parsons CL, Dell J, Stanford EJ, Bullen M, Kahn BS, Waxell T,
Koziol JA. Increased prevalence of interstitial cystitis: previously
unrecognized urologic and gynecologic cases identified using a
new symptom questionnaire and intravesical potassium sensitiv-
ity. Urology. 2002;60:573-8.

Humphrey L, Arbuckle R, Moldwin R, Nordling J, van de Merwe
JP, Meunier J, Crook T, Abraham L. The bladder pain/interstitial
cystitis symptom score: development, validation, and identifica-
tion of a cut score. Eur Urol. 2012;61:271-9.

Bradley CS, Rovner ES, Morgan MA, Berlin M, Novi JM, Shea
JA, Arya LA. A new questionnaire for urinary incontinence diag-
nosis in women: development and testing. Am J Obstet Gynecol.
2005;192:66-73.

Bradley CS, Rahn DD, Nyggard IE, Barber MD, Nager CW,
Kenton KS, Siddiqui NY, Abel RB, Spino C, Richter HE, Network
PFD. The questionnaire for urinary incontinence diagnosis
(QUID): validity and responsiveness to change in women under-
going non-surgical therapies for treatment of stress predominant
urinary incontinence. Neurourol Urodyn. 2010;29:727-34.
Holroyd-Leduc JM, Tannenbaum C, Thorpe KE, Straus SE. What
type of urinary incontinence does this woman have? JAMA.
2008;299:1446-56.

Plouffe L. Screening for sexual problems through a simple ques-
tionnaire. Am J Obstet Gynecol. 1985;151:166-9.

Quirck FH, Heiman JR, Rosen RC, Laan E, Smith MD, Boolell
M. Development of a sexual function questionnaire for clinical
trials of female sexual dysfunction. ] Womens Health Gend Based
Med. 2002;11:277-89.

Quirck F, Haughie S, Symonds T. The use of the sexual function
questionnaire as a screening tool for women with sexual dysfunc-
tion. J Sex Med. 2005;2:469-77.

Symonds T, Abraham L, Bushmakin AG, Williams K, Martin M,
Cappelleri JC. Sexual function questionnaire: further refinement
and validation. J Sex Med. 2012;9:2609-16.

Leiblum S, Symonds T, Moore J, Soni P, Steinberg S, Sisson M. A
methodology study to develop and validate a screener for hypoac-
tive sexual desire disorder in postmenopausal women. J Sex Med.
2006;3:455-64.

Rust J, Derogatis L, Rodenberg C, Koochaki P, Schmidt S,
Golombok S. Development and validation of anew screen-
ing tool for hypoactive sexual desire disorder: the brief pro-
file of female sexual function (B-FSF). Gynecol Endocrinol.
2007;23:638-44.

Hagen S, Glazener C, Sinclair L, Stark D, Bugge C. Psychometric
properties of the pelvic organ prolapse symptom score. BJOG.
2009;116:25-31.

Hagen S, Glazener C, Cook J, Herbison P, Toozs-Hobson
P. Further properties of the pelvic organ prolapse symptom score:
minimally important change and test-retest reliability. Neurourol
Urodyn. 2010;29:1055-6.

Lukacz ES, Lawrence JM, Burchette RJ, Luber KM, Nager CW,
Buckwalter JG. The use of visual analog scale in urogyneco-
logic research: a psychometric evaluation. Am J Obstet Gynecol.
2004;191:165-70.

Ulrich D, Guzman Rojas R, Dietz HP, Mann K, Trutnovsky G. Use
of a visual analog scale for evaluation of bother from pelvic organ
prolapse. Ultrasound Obstet Gynecol. 2014;43:693-7.

58.

59.

60.

61.

62.

63.

64.

65.

66.

67.

68.

69.

70.

71.

72.

73.

Shumaker SA, Wyman JFE, Uebersax JS, McClish D, Fantl
JA. Health-related quality of life measures for women with uri-
nary incontinence: the incontinence impact questionnaire and
the urogenital distress inventory. Continence program in women
(CPW) research group. Qual Life Res. 1994;3:291-306.

Harvey MA, Kristjansson B, Griffith D, Versi E. The incontinence
impact questionnaire and the urogenital distress inventory: a
revisit of their validity in women without a urodynamic diagnosis.
Am J Obstet Gynecol. 2001;185:25-31.

Barber M, Spino C, Janz NK, Brubaker L, Nyggard I, Nager CW,
Wheeler TL, for the Pelvic Floor Disorder Network. The mini-
mum important differences for the urinary scales of the Pelvic
Floor Distress Inventory and Pelvic Floor Impact Questionnaire.
Am J Obstet Gynecol. 2009;200:580.e1-7.

Dyer KY, Xu Y, Brubaker L, Nygaard I, Markland A, Rahn D,
Chai TC, Stoddard A, Lucacz E, Urinary Incontinence Treatment
Network (UITN). Minimum important difference for validated
instruments in women with urge incontinence. Neurourol Urodyn.
2011;30:1319-24.

Uebersax JS, Wyman JE, Shumaker SA, McClish DK, Fantl
JA. Short forms to assess life quality and symptom distress for
urinary incontinence in women: the incontinence impact question-
naire and the urogenital distress inventory. Continence Program
for Women Research Group. Neurourol Urodyn. 1995;14:131-9.
Barber MD, Kuchibhatla MN, Pieper CF, Bump RC. Psychometric
evaluation of 2 comprehensive condition-specific quality of life
instruments for women with pelvic floor disorders. Am J Obstet
Gynecol. 2001;185:1388-95.

Letouzey V, Mercier G, Adjoussou S, Bohoussou E, Mares P, de
Tayrac R. Can the PFDI or PFIQ be used to predict outcome in
pelvic reconstructive surgery? Prog Urol. 2013;23:940-5.

Barber MD, Walters MD, Bump RC. Short forms of two condition-
specific quality-of-life questionnaires for women with pelvic
floor disorders (PFDI-20 and PFIQ-7). Am J Obstet Gynecol.
2005;193:103-13.

Barber MD, Chen Z, Lukacz E, Markland A, Wai C, Brubaker
L, Nyggard I, Weidner A, Janz NK, Spino C. Further validation
of the short form versions of the pelvic floor distress inventory
(PFDI) and pelvic floor impact questionnaire (PFIQ). Neurourol
Urodyn. 2011;30:541-6.

Price N, Jackson SR, Avery K, Brookes ST, Abrams P. Development
and psychometric evaluation of the ICIQ vaginal symptoms ques-
tionnaire: the ICIQ-VS. BJOG. 2006;113:700-12.

Baessler K, O’Neil SM, Maher CF, Battistutta D. Australian pel-
vic floor questionnaire: a validated interviewer-administered pel-
vic floor questionnaire for routine and research. Int Urogynecol J.
2009;20:149-58.

Radley SC, Jones GL, Tanguy EA, Stevens VG, Nelson C,
Mathers NJ. Computer interviewing in urogynecology: concept,
development and psychometric testing of an electronic pelvic
floor assessment questionnaire in primary and secondary care.
BJOG. 2006;113:231-8.

Jones GL, Radley SC, Lumb J, Jha S. Electronic pelvic floor symp-
toms assessment: test of data quality of ePAQ-PF. Int Urogynecol
J Pelvic Floor Dysfunct. 2008;19:1137-47.

Jones GL, Radley SC, Lumb J, Farkas A. Responsiveness of the
electronic personal assessment questionnaire-pelvic floor (ePAQ-
PF). Int Urogynecol J Pelvic Floor Dysfunct. 2009;20:557-64.
Coons SJ, Gwaltney CJ, Hays RD, Lundy JJ, Sloan JA, Revicki
DA, Lenderking WR, Cella D, Basch E, ISPOR ePRO Task Force.
Recommendations on evidence needed to support measurement
equivalence between electronic and paper-based patient-reported
outcome (PRO) measures: ISPOR ePRO good research practices
task force report. Value Health. 2009;12:419-29.

Hiller L, Radley S, Mann CH, Radley SC, Begum G, Pretlove SJ,
Salaman JH. Development and validation of questionnaire for the



46

Patient-Reported Outcomes and Pelvic Organ Prolapse

573

74.

75

76.

77.

78.

79.

80.

81.

82.

83.

84.

85.

86.

87.

88.

89.

90.

assessment of bowel and lower urinary tract symptoms in women.
BJOG. 2002;109:413-23.

Hiller L, Brdashaw HD, Radley SC, Radley S. A scoring system
for the assessment of bowel and lower urinary tract symptoms in
women. BJOG. 2002;109:424-30.

. Haley J, Capewell A, Hagen S. Validity study of the severity

index, a simple measure of urinary incontinence in women. BMJ.
2001;322:1096-7.

Jackson S, Donovan J, Brookers S, Eckford S, Swithinbank L,
Abrams P. The Bristol female lower urinary tract symptoms
questionnaire: development and psychometric testing. Br J Urol.
1996;77:805-12.

Khan MS, Chaliha C, Leskova L, Khullar V. A randomized cross-
over trial to examine administration techniques to the Bristol
female lower urinary tract symptom (BFLUTS) questionnaire.
Neurourol Urodyn. 2005;24:211-4.

Brookes ST, Donovan J, Wright M, Jackson S, Abrams P. A
scored form of the Bristol female lower urinary tract symptoms
questionnaire: data from a randomized controlled trial of sur-
gery for women with stress incontinence. Am J Obstet Gynecol.
2004;191:73-82.

Avery K, Donovan J, Peters TJ, Shaw C, Gotoh M, Abrams
P. ICIQ: a brief and robust measure for evaluating the symp-
toms and impact of urinary incontinence. Neurourol Urodyn.
2004;23:322-30.

Sirls LT, Tennstedt S, Brubaker L, Kim HY, Nyggard I, Rahn DD,
Shepherd J, Richter HE. The minimum important difference for
the international consultation short form in women with stress uri-
nary incontinence. Neurourol Urodyn. 2015;34:183-7.

Coyne K, Revicki D, Hunt T, Corey R, Stewart W, Bentkover
J, Kurth H, Abrams P. Psychometric validation of an overactive
bladder symptom and health-related quality of life questionnaire:
the OAB-q. Qual Life Res. 2002;11:563-74.

Coyne KS, Matza LS, Thopmson CL, Kopp XS, Khullar
V. Determining the importance of change in the overactive blad-
der questionnaire. J Urol. 2006;176:627-32.

Coyne KS, Gelhorn H, Thopmson C, Kopp ZS, Guan Z. The psy-
chometric validation of a 1-week recall period for the OAB-q. Int
Urogynecol J. 2011;22:1555-63.

Jelovsek JE, Chen Z, Markland AD, Brubaker L, Dyer KY, Meikle
S, Rahn DD, SiddiquiNY TA, Barber MD. Minimum important
differences for scales assessing symptom severity and quality
of life in patients with fecal incontinence. Female Pelvic Med
Reconstr Surg. 2014;20:342-8.

Cotterill N, Norton C, Avery KNL, Abrams P, Donovan
JL. Psychometric evaluation of anew patient-completed question-
naire for evaluating anal incontinence symptoms and impact on
quality of life: ICIQ-B. Dis Colon Rectum. 2008;51:82—7.

Jorge IMN, Wexner SD. Etiology and management of fecal incon-
tinence. Dis Colon Rectum. 1993;36:77-97.

Agachan F, Chen T, Pfeifer J, Reissman P, Wexner SD. A consti-
pation scoring system to simplify evaluation and management of
constipated patients. Dis Colon Rectum. 1996;39:681-5.

de la Portilla F, Calero-Lillo A, Jimenez-Rodriguez RM, Reyes
ML, Segovia-Gonzalez M, Maestre MV, Garcia-Cabrera
AM. Validation of a new scoring system: rapid assess-
ment faecal incontinence score. World J Gastrointest Surg.
2015;7:203-7.

Rockwood TH, Church JM, Flesman JW, Kane RL, Mavrantonis
C, Thorson AG, Wexner SD, Bliss D, Lowry AC. Patient and sur-
geon ranking of the severity of symptoms associated with fecal
incontinence: the fecal incontinence severity index. Dis Colon
Rectum. 1999;42:1525-32.

Hull TL, Floruta C, Piedmonte M. Preliminary results of an
outcome tool used for evaluation of surgical treatment for fecal
incontinence. Dis Colon Rectum. 2001;44:799-805.

91.

92.

93.

94.

95.

96

97.

98.

99.

100.

101.

102.

103.

104.

105.

106.

107.

108.

109.

Harvie HS, Lee DD, Andy UU, Shea JA, Arya LA. Validity of util-
ity measures for women with pelvic organ prolapse. Am J Obstet
Gynecol. 2018;218:119.e1-8.

Horsman J, Furlong W, Feeny D, Torrance G. The health utilities
index (HUI): concepts, measurement properties and applications.
Health Qual Life Outcomes. 2003;1:54.

Harvie HS, Shea JA, Andy UU, Propert K, Schwartz JS, Arya
LA. Validity of utility measures for women with urge, stress, and
mixed urinary incontinence. Am J Obstet Gynecol. 2014;210:85.
el-6.

Pinto AM, Subak LL, Nakagawa S, Vittinghoff E, Wing RR,
Kusek JW, Herman WH, West DS, Kuppermann M. The effect
of weight loss on changes in health-related quality of life among
overweight and obese women with urinary incontinence. Qual
Life Res. 2012;21:1685-94.

Subak LL, Brubaker L, Chai TC, Creasman JM, Diokno AC,
Goode PS, Kraus SR, Kusek JW, Leng WW, Lukacz ES, Norton
P. Tennstedt;urinary incontinence treatment Network. Obstet
Gynecol. 2008;111:899-907.

. EuroQol Group. EuroQol — a new facility for the measurement of

health-related quality of life. Health Policy. 1990;16:199-208.
Ware JE, Sherbourne CD. The MOS 36-item short-form health
survey (SF-36). Med Care. 1992;30:473-83.

Barber MD, Kenton K, Janz NK, Hsu Y, Dyer KY, Greer J, White
A, Meikle S, Ye W. Validation of the activities assessment scale in
women undergoing pelvic reconstructive surgery. Female Pelvic
Med Reconstr Surg. 2012;18:205-10.

Chen SS, Cheung RY, Lai BP, Lee LL, Choy KW, Chung
TK. Responsiveness of the pelvic floor distress inventory and pel-
vic floor impact questionnaire in women undergoing treatment for
pelvic floor disorders. Int Urogynecol J. 2013;24:213-21.

Digesu GA, Khullar V, Cardozo L, Robinson D, Salvatore
S. P-QOL: a validated questionnaire to assess the symptoms and
quality of life of women with urogenital prolapse. Int Urogynecol
J.2005;16:176-81.

Takazawa N, Fujisaki A, Yoshimura A, Tsujimura A, Horie
S. Short-term outcomes of the transvaginal minimal mesh proce-
dure for pelvic organ prolapse. Investig Clin Urol. 2018;59:133-40.
Farthmann J, Mengel M, Henne B, Grebe M, Watermann D,
Kauthold J, Stehle M, Fuenfgled C. Improvement of pelvic floor-
related quality of life and sexual function after vaginal mesh
implantation for cystocele: primary endpoint of a prospective
multicenter trial. Arch Gynecol Obstet. 2016;294:115-21.
Norman GR, Sloan JA, Wyrwich KW. Interpretation of changes in
health-related quality of life: the remarkable universality of a half
a standard deviation. Med Care. 2003;41:582-92.

Revicki D, Hays RD, Cella D, Sloan J. Recommended methods for
determining responsiveness and minimally important differences
for patient-reported outcomes. J Clin Epidemiol. 2008;61:102-9.
Shumaker SA, Wyman JFE, Uebersax JS, McClish D, Fantl
JA. Health-related quality of life measures for women with uri-
nary incontinence: the incontinence impact questionnaire and the
urogenital distress inventory. Qual Life Res. 1994;3:291-306.
Corcos J, Behloudi H, Beaulieu S. Identifying cut-off scores with
neural networks for interpretation of the incontinence impact
questionnaire. Neurourol Urodyn. 2002;21:198-203.

Corcos J, Behlouli H, Beaulieu S. Identifying cut-off scores with
neural networks for interpretation of the incontinence impact
questionnaire. Neurourol Urodyn. 2002;21:198-203.

Wagner TH, Patrick DL, Bavendam TG, Martin ML, Buesching
DP. Quality of life of persons with urinary incontinence: develop-
ment of a new measure. Urology. 1996;47:67-71.

Yalcin I, Patrick DL, Summers K, Kinchen K, Bump
RC. Minimal clinically important differences in incontinence
quality-of-life scores in stress urinary incontinence. Urology.
2006;67:1304-8.



574

S. Athanasiou

110.

111.

112.

113.

114.

115.

116.

117.

118.

119.

120.

121.

122.

123.

124.

125.

126.

127.

128.

Schurch B, Denys P, Kozma CM, Reese PR, Slaton T, Barron
R. Reliability and validity of the incontinence quality of life ques-
tionnaire in patients with neurogenic urinary incontinence. Arch
Phys Med Rehabil. 2007;88:646-52.

Kelleher CJ, Cardozo LD, Khullar V, Salvatore S. A new question-
naire to assess the quality of life of urinary incontinent women. Br
J Obstet Gynaecol. 1997;104:1374-9.

Kelleher CJ, Pleil AM, Reesee PR, Burgess SM, Brodish PH. Hoq
much is enough and who says so? BJOG. 2004;111:605-12.
Rockwood TH, Church JM, Fleshman JW, Kane RL,
Mavrantonis C, Thorson AG, Wexner SD, Bliss D, Lowry
AC. Fecal incontinence quality of life scale: quality of life
instrument for patients with fecal incontinence. Dis Colon
Rectum. 2000;43:9-16.

Peterson AC, Sutherland JM, Liu G, Crump RT, Karimuddin
AA. Evaluation of the fecal incontinence quality of life scale
(FIQL) using item response theory reveals limitations and sug-
gests revisions. Qual Life Res. 2018;27:1613-23.

Rust J, Golombok S. The Golombok-Rust inventory of sexual sat-
isfaction (GRISS). Br J Clin Psychol. 1985;24:63-4.

Taylor JE, Rosen RC, Leiblum SR. Self-report assessment of
female sexual function: psychometric evaluation of the brief
index of sexual functioning for women. Arch Sex Behav.
1994;23:627-43.

Mazer NA, Leiblum SR, Rosen RC. The brief of sexual func-
tioning for women (BISF-W): a new scoring algorithm and com-
parison of normative and surgically menopausal populations.
Menopause. 2000;7:350-63.

Bobes J, Gonzalez MP, Bascaran MT, Clayton A, Garcia M, Rico-
Villade Moros F, Banus S. Evaluating changes in sexual function-
ing in depressed patients: sensitivity to change of CFSQ. J Sex
Marital Ther. 2002;28:93—-103.

Keller A, McGarvey EL, Clayton AH. Reliability and construct
validity of the changes in sexual functioning questionnaire short-
form (CSFQ-14). J Sex Marital Ther. 2006;32:43-52.

Rosen R, Brown C, Heiman J, Keiblum S, Meston C, Shabsigh
R, Ferguson D, D’Agostino R Jr. The female sexual function
index (FSFI): a multidimensional self-report instrument for
the assessment of female sexual function. J Sex Marital Ther.
2000;26:191-208.

Wiegel M, Meston C, Rosen R. The female sexual function index
(FSFI): cross-validation and development of clinical cutoft scores.
J Sex Marital Ther. 2005;31:1-20.

McCoy NL. The McCoy female sexuality questionnaire. Qual
Life Res. 2000;9:739-45.

Handa VL, Cundiff G, Chang HH, Helzlsouer KJ. Female
sexual function and pelvic floor disorders. Obstet Gynecol.
2008;111:1045-52.

Dennerstein L, Lehert P, Dudley E. Short scale to measure female
sexuality: adapted from McCoy female sexuality questionnaire. J
Sex Marital Ther. 2001;27:339-51.

Dennerstein L, Anderson-Hunt M, Dudley E. Evaluation of a short
scale to assess female sexual functioning. J Sex Marital Ther.
2002;28:389-97.

Dennerstaein L, Randolph J, Taffe J, Dudley E, Burger H.
Hormones, mood, sexuality, and the menopausal transition. Fertil
Steril. 2002;77:S42-8.

Rogers RG, Kammerer-Doak D, Villarreal A, Coates K, Qualls
C. A new instrument to measure sexual function in women with
urinary incontinence or pelvic organ prolapse. Am J Obstet
Gynecol. 2001;184:552-8.

Rogers RG, Coates KW, Kammerer-Doak D, Khalsa S, Quallis
C. A short form of the pelvic organ prolapse/urinary incontinence
sexual questionnaire (PISQ-12). Int Urogynecol J Pelvic Floor
Dysfunct. 2003;14:164-8.

129.

130.

131.

132.

133.

134.

135.

136.

137.

138.

139.

140.

141.

142.

143.

144.

145.

146.

Rogers GR, Villarreal A, Kammerer-Doak D, Qualls C. Sexual
function n women with and without urinary incontinence and/or
pelvic organ prolapse. Int Urogynecol J Pelvic Floor Dysfunct.
2001;12:361-5.

Mamik MM, Rogers RG, Quallis CR, Morrow JD. The mini-
mum important difference for the pelvic organ prolapse-urinary
incontinence sexual function questionnaire. Int Urogynecol J.
2014;25:1321-6.

Roos AM, Thakar R, Sultan AH, dE Leeuw JW, Paulus ATG. The
impact of pelvic floor surgery on female sexual function: a mixed
quantitative and qualitative study. BJOG. 2014;121:92-101.
Rogers RG, Rockwood TH, Constantine ML, Thakar R,
Kammerer-Doak DN, Pauls RN, Parekh M, Ridgeway B, Jha S,
Pitkin J, Reid F, Sutherland SE, Lukacz ES, Domoney C, Sand
P, Davilla GW, Espuna Pons ME. A new measure of sexual
function in women with pelvic floor disorders (PFD): the pelvic
organ prolapse/incontinence sexual questionnaire, [UGA-revised
(PISQ-IR). Int Urogynecol J. 2013;24:1091-103.

Rockwood TH, Constantine ML, Adegoke O, Rogers RG,
McDermott E, Davila GW, Domoney C, Jha S, Kammerer-Doak
D, Lukacz ES, Parekh M, Pauls R, Pitkin J, Reid F, Ridgeway
B, Thakar R, Sand PK, Sutherland SE, Espuna-Pons M. The
PISQ-IR: considerations in scale scoring and development. Int
Urogynecol J. 2013;24:1105-22.

Lowder JL, Ghetti C, Oliphant SS, Skoczylas LC, Swift S, Switzer
GE. Body Image in the Pelvic Organ Prolapse Questionnaire:
development and validation. Am J Obstet Gynecol. 2014;211:174.
el-9.

Kiresuk T, Sherman R. Goal attainment scaling: a general method
for evaluating community mental health programs. Commun
Mental Health J. 1968;4:443-53.

Payne C, Allee T. Goal achievement provides new insights into
interstitial cystitis/painful bladder syndrome symptoms outcomes.
Neurourol Urodyn. 2009;28:13-7.

Becker H, Stuifbergen A, Rogers S, Timmerman G. Goal attain-
ment scaling to measure individual change in intervention studies.
Nurs Res. 2000;49:176-80.

Lowenstein L, FitzGerald MP, Kenton K, Dooley Y, Templehof
M, Mueller ER, Brubaker L. Patient-selected goals: the fourth
dimension in assessment of pelvic floor disorders. Int Urogynecol
J Pelvic Floor Dysfunct. 2008;19:81-4.

Hullfish KL, Bovbjerg VE, Gibson J, Steers WD. Patient centered
goals for pelvic floor dysfunction surgery: what is success and is it
achieved? Am J Obstet Gynaecol. 2002;187:88-92.

Hullfish KL, Bovbjerg VE, Steers WD. Patient centered goals
for pelvic floor dysfunction surgery: long-term follow-up. Am J
Obstet Gynaecol. 2004;191:201-5.

Srikrishna S, Cardozo L. Patients goals in urogynecology. Expert
Rev Obstet Gynecol. 2012;7:327-33.

Khullar V, Marschall-Kehrel D, Espuna-Pons M, Kelleher CJ,
Tully SE, Piault EC, Brubaker L, Fianu-Jonasson A, Weinstein D,
Bergqvist A, Kvasz M. European content validation of the self-
assessment goal achievement (SAGA) questionnaire in patients
with overactive bladder. Int Urogynecol J. 2013;24:1529-36.
Brubaker L, Shull B. EGGS for patient-centered outcomes. Int
Urogynecol J Pelvic Floor Dysfunct. 2005;16:171-3.

Yalcin I, Bump RC. Validation of two global impression question-
naires for incontinence. Am J Obstet Gynecol. 2003;189:98—101.
Sriktishna S, Robinson D, Cardozo L. Validation of the patient
impression of improvement (PGI-I) for urogenital prolapse. Int
Urogynecol J. 2010;21:523-8.

Gelhorn HL, Coyne KS, Sikirica V, Gauld J, Murhpy
M. Psychometric evaluation of health-related quality of life mea-
sures after pelvic organ prolapse surgery. Female Pelvic Med
Reconstr Surg. 2012;18:221-6.



46

Patient-Reported Outcomes and Pelvic Organ Prolapse

575

147.

148.

149.

150.

151.

152.

153.

154.

155.

156.

157.

158.

159.

160.

161.

162.

Tincello DG, Owen RK, Slack MC, Abrams KR. Validation of the
patient global impression scales for use in detrusor overactivity:
secondary analysis of the RELAX study. BJOG. 2013;120:212-6.
Larsen MD, Lose G, Guldberg R, Gradel KO. Discrepancies
between patient-reported outcome measures when assessing uri-
nary incontinence or pelvic-prolapse surgery. Int Urogynecol J.
2016;27:537-43.

Haff RE, Stoltzfus J, Lucente VR, Murphy M. The surgical satis-
faction questionnaire (SSQ-8): a validated tool for assessment of
patient satisfaction following surgery to correct prolapse and/or
incontinence. JMIG. 2011;18:S47-70.

Murphy M, Sternschuss G, Haff R, van Raalte H, Saltz S, Lucente
V. Quality of life and surgical satisfaction after vaginal reconstruc-
tive vs obliterative surgery for the treatment of advanced pelvic
organ prolapse. Am J Obstet Gynecol. 2008;198:573.e1-7.
Burgio KL, Goode PS, Richter HE, Locher JL, Roth DL. Global
ratings of patient satisfaction and perceptions of improvement
with treatment for urinary incontinence: validation of three global
patient ratings. Neurourol Urodyn. 2006;25:411-7.

Pleil AM, Coyne KS, Reese PR, Jumadilova Z, Rovner ES,
Kelleher CJ. The validation of patient-rated global assessments
to treatment benefit, satisfaction, and willingness to continue- the
BSW. Value Health. 2005;8:525-34.

European Agency for the Evaluation of Medicinal Products and
Committee for Proprietary Medicinal Products. Note for guidance
on the clinical investigation of medicinal products for the treat-
ment of urinary incontinence. London: European Agency for the
Evaluation of Medicinal Products and Committee for Proprietary
Medicinal Products; 2002.

Coyne KS, Matza LS, Kopp Z, Abrams P. The validation of the
patient perception of bladder condition (PPBC): a single-item
global measure for patients with overactive bladder. Eur Urol.
2006:49:1079-86.

Coyne KS, Elinoff V, Gordon DA, Deng DY, Brodsky M, Glasser
DB, Jumadilova Z, Carlsson M. Relationships between improve-
ments in symptoms and patient assessments of bladder condi-
tion, symptom bother and health-related quality of life in patients
with overactive bladder treated with tolterodine. Int J Clin Pract.
2008:62:925-31.

Ruiz M, Pardo A, Rejas J, Soto J, Villasante F, Aranguren
JL. Development and validation of the “treatment satisfaction with
medicines questionnaire”. Value Health. 2008;11:913-26.

Rejas J, Ruiz MA, Pardo A, Soto J. Minimally important differ-
ence of the treatment satisfaction with medicines questionnaire
(SATMED-Q). BMC Med Res Methodol. 2011;11:142.

Atkinson M, Sinha A, Hass SL, Colman SS, Kumar RN, Brod M,
Rownland CR. Validation of a general measure of treatment sat-
isfaction, the treatment satisfaction questionnaire for medication
(TSQM), using a national panel study of chronic disease. Health
Qual Life Outcomes. 2004;2:12.

Piault E, Marcucci G, Kopp Z, Brubaker L, Abrams P. Patient
satisfaction: international development, transability assessment
and linguistic validation of the OAB-S, an overactive bladder
treatment satisfaction questionnaire. ISPOR 8™ Annual European
Congress. Florence: Value in Health; 2005. p. A88.

Piault E, Evans CJ, Espindle D, Kopp Z, Brubaker L, Abrams
P. Development and validation of the overactive bladder satisfac-
tion (OAB-S) questionnaire. Nerourol Urodyn. 2008;27:179-90.
Kopp Z, Abrams P, Piault E, Evans C, Epindle D, Atkinson M,
Brubaker L, Jumadilova Z. Patient satisfaction in studies of over-
active bladder: a generic questionnaire versus a disease specific
questionnaire. Abstract presented at: international incontinence
society 36th annual meeting; 2006. Accessed 12 Apr 2018.
Kuyken W, Group TW. The World Health Organization quality
of life assessment (WHOQOL): position paper from the World
Health Organization. Soc Sci Med. 1995;41:1403-9.

163.

164.

165.

166.

167.

168.

169.

170.

171.

172.

173.

174.

175.

176.

177.

178.

179.

https://www.cdc.gov/hrqol/. Accessed 19 May 2018.

Karimi M, Brazier J. Health, health-related quality of life,
and quality of life: what is the difference? Pharmacoeconomis.
2016;34:645-9.

Zhu L, Yu S, Xu T, Yang X, Lu Y, Lang J. Validation of the
Chinese version of the pelvic organ prolapse/urinary incontinence
sexual questionnaire short form (PISQ-12). Int J Gynaecol Obstet.
2012;116:117-9.

Teleman P, Stenzelius K, Iorizzo L, Jacobsson U. Validation of
the Swedish short forms of the pelvic floor impact questionnaire
(PFIQ-7), pelvic floor distress inventory (PFDI-20) and pelvic
organ prolapse/urinary incontinence sexual questionnaire (PISQ-
12). Acta Obstet Gynecol Scand. 2011;90:483-7.

Mattsson NK, Nieminen K, Heikkinen AM, Jalkanen J, Koivurova
S, Eloranta ML, Suvitie P, Tolppanen AM. Validation of the short
forms of the pelvic floor distress inventory (PFDI-20), pelvic floor
impact questionnaire (PFIQ-7), and pelvic organ prolapse/urinary
incontinence sexual questionnaire (PISQ-12) in Finnish. Health
Qual Life Outcomes. 2017;15:88.

Henn EW, Richter BW, Marokane MMP. Validation of the PFDI-
20 and PFIQ-7 quality of life questionnaires in two African lan-
guages. Int Urogynecol J. 2017;28:1883-90.

Teig CJ, Grotle M, Bond MJ, Prinsen CAC, Engh MAE,
Cvancarova MS, Kjgllesdal M, Martini A. Norwegian translation,
and validation, of the pelvic floor distress inventory (PFDI-20) and
the pelvic floor impact questionnaire (PFIQ-7). Int Urogynecol J.
2017;28:1005-17.

Grigoriadis T, Athanasiou S, Giannoulis G, Mylona SC, Lourantou
D, Antsaklis A. Translation and psychometric evaluation of the
Greek short forms of two condition-specific quality of life ques-
tionnaires for women with pelvic floor disorders: PFDI-20 and
PFIQ-7. Int Urogynecol J. 2013;24:2131-44.

Due U, Brostrgm S, Lose G. Validation of the pelvic floor dis-
tress Inventory-20 and the pelvic floor impact Questionnaire-7 in
Danish women with pelvic organ prolapse. Acta Obstet Gynecol
Scand. 2013;92:1041-8.

Mc Cabe MP, Sharlip ID, Atalla E, Balon R, Fisher AD, Laumann
E, Lee SW, Lewis R, Segraves RT. Definitions of sexual dysfunc-
tions in women and men: a consensus statement from the fourth
international consultation on sexual medicine 2015. J Sex Med.
2016;13:135-43.

Pauls RN, Kleeman SD, Segal JL, Silva WA, Goldenhar LM,
Karram MM. Practice patterns of physician members of the
American Urogynecologic Society regarding female sexual dys-
function: results of a national survey. Int Urogynecol J Pelvic
Floor Dysfunct. 2005;16:460-7.

Panman CM, Wiegersma M, Taisma MN, Kollen BJ, Berger MY,
Lisman-Van Leeuwen Y, Dekker JH. Sexual function in older
women with pelvic floor symptoms: a cross-sectional study in
general practice. Br J Gen Pract. 2014;64:e144-50.

Thompson JC, Rogers RG. Surgical management for pelvic
organ prolapse and its impact on sexual function. Sex Med Rev.
2016;4:213-20.

Athanasiou S, Grigoriadis T, Chalabalaki A, Protopapas A,
Antsaklis A. Pelvic organ prolapse contributes to sexual dys-
function: a cross-sectional study. Acta Obstet Gynecol Scand.
2012;91:704-9.

Lawndy SSS, Withagen MI, Kluivers KB, Vierhout ME. Bewteen
hope and fear: patient’s expectations prior to pelvic organ prolapse
surgery. Int Urogynecol J. 2011;22:1159-63.

Jones M, Kharawala S, Langham J, Gandhi P. Goal attainment
scaling- a useful individualized clinical outcome measure. Value
Health. 2014;17:A585.

Ashford S, Turner-stokes L. Systematic review of upper-limb
function measurement methods in botulinum toxin intervention
for focal spasticity. Physiother Res Int. 2013;18:178-89.


https://www.cdc.gov/hrqol/

	46: Patient-Reported Outcomes and Pelvic Organ Prolapse
	46.1	 Introduction
	46.2	 Recommendations for Practice
	46.2.1	 POP Symptomatology
	46.2.2	 Patient-Reported Outcome Questionnaires
	46.2.3	 Selecting PRO Instruments
	46.2.4	 Categories of PROs

	46.3	 PRO Instruments for POP
	46.3.1	 Screeners
	46.3.2	 Symptom Questionnaires
	46.3.3	 Quality of Life Questionnaires or Health-Related Quality of Life Questionnaires
	46.3.4	 Sexual Function
	46.3.5	 Patients’ Expectations and Satisfaction

	46.4	 Future Directions
	Further Reading
	Screeners
	Detection of Patients with POP Symptoms Before a Clinical Examination
	Detection of Patients with LUTS
	Detection of Patients with Sexual Dysfunction

	Symptom Questionnaires
	PROs with Wide Coverage of POP Symptoms
	PROs Focusing on LUTS
	PROs Focusing on Bowel Function

	Quality of Life Questionnaires
	Generic Questionnaires
	Condition Specific

	Sexual Function
	Generic PROs
	Condition-Specific PROs
	Patients’ Expectations PROs
	Patients’ Satisfaction PROs

	References




