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Glossary of Terms

Concurrent validity Validity is established by comparing and new outcome instrument with a
criterion measure, or gold standard, both of which are administered at the s:i
time (Streiner and Norman 1995).

Content \alidity /| 2yGSyid OFrftARAGE Aada RSTAYSR | a Wit
appears logically to examine and comprehensively include the full scope of
OKIF NI OGSNR&aAGAOa 2NJ R2YlFAya AG Aa 7

Construct validy The assessment of construct validity is an ongoing process, involving the
comparison of outcome instrument findings to other evidence (Beatie 2001,
Bowling 1997). In general, construct validity is established through the
development of hypotheses congeng the behaviour of the outcome
instrument, in various situations and populations.

Face validity CrOS GIrtARAGE AYLX ASa WoKSGKSNI 2y
FaaSaaAy3d GKS RSAANBR ljdzr t AGASEDPQ
Sensitivityb detect { Sy aAidA@aie OFy 6S RSFAYSR lFa (KS

change over time Ad NBESOryld oG2 GKS LI GASYy(d 2N Of )

Testretest reliability  Testretest reliability provides information atut the extent to which the same
results are gained on repeated use of the outcome instrument over time, wh
no change is expected (Beatie 2001, Simmons et al 1999).

Validity Validity provides evidence that an outcome instrument measures what it is
suppased to measure (Andresen 2000, Bowling 1997).
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. Beatie P (2001): Measurement of health outcomes in the clinical setting: applications to physiotherapy.
Physiotherapy Theory and Practicé 173185.

. Bowling A (1997): Research methods in heailthestigating health and health services. Buckingham:
Open University Press.

. Fortin P, Stucki G and Katz J (1995): Measuring relevant change: an emerging challenge in
rheumatological clinical trialgsrthritis and Rheumatisr@8: 10271030.
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1. Introduction

Background

The Outcomes Calculator has been under development since 1999, in a series of ataged strategies.
Preliminary investigations comprised:

+  Widespread data collection from over 2000 clinicians regarding current use of measures of health
outcome in clinical practice (Grimmer et al 1998, Grimmer et al 1999)

+ Investigation of requirementef funding bodies regarding health outcomes derived from treatment by
clinicians (Grimmer et al 2000, Grimmer and Milanese 2002)

+ Literature review to assess evidence of validity, reliability, sensitivity to change and clinical utility of
common measuresfdiealth outcome used by clinicians, as well as other measures of health outcome
that may be useful for clinicians (Bialocerkowski et al 2002, Bialocerkowski et al 2003, Grimmer and
Milanese 2002)

+ Discussions with health Australian clinicians regardingbidueiers and facilitators to regular use of
health outcomes in clinical practice (Research Committee APA 1999, Grimmer et al 2000), and

+ Evaluation of the content of common measures of outcome and their usage by researchers and
clinicians (Bialocerkowski al 2000, Bialocerkowski et al 2003, Grimmer et al 2000).

¢KS GSNY w2dzi02YSQ AYyO2NLlLRN}GSa GKS KSFEtGK 3AFAY |
of many conditions, this involves an episode of care (a number of linked occasions a)s€&urcently the

most common type of outcome information is on cost, or number of contacts with the patient. Our
investigations highlighted that most clinicians collect no standard information from patients on health
outcome, despite this being the moshportant information required by health funders. What information

is collected is nonstandardised, collected at variable time frames throughout the episode, and is usually
handwritten in patient notes, which makes it inefficient and less than useful ifucal benchmarking. The

need for a simple, efficient mechanism for collecting standard information routinely on patient progress
was identified from our preliminary investigations. The Outcomes Calculator software was developed to
address this need.

Aim of the Outcomes Calculator

The Outcomes Calculator aims to facilitate the use of standardised outcome measures in clinical practice to
monitor change in patient status over time. Patients complete selected outcome measures prior to, or
following treatment(without reference to the clinician) and the data can be entered into the Outcomes
Calculator by administrative staff. This avoids the potential bias by the clinician and ensures that the
LI GASYy(Qa @ASgs 27F GKSAN 02y Raoiiakt@maticallyiconabtes 2na ycaré S R ®
for each outcome measure. Summarising outcome in this way would assist in communicating patient
progress, between clinicians, patients and funders.

Prevalence and impa of pelvic floor disorders

The Pelvic FloorOucomes Calculator has been developed fmlvic floor disordersbecause of the
prevalence otbladder and bowel disorders argklvic organprolapsein the population, their impact on
health and quality of life and their suitability for treatment in primasre.
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Incontinence is a common health problem that affects people of all ages and backgrounds. Internationally
prevalence estimates for urinary incontinence (Ul) vary, but higher rates are consistently reported for older
women and men when compared withair younger counterparts. It has been reported that between 17%

- 55% of older communitgwelling women have experienced Ul and 11985% of older men. By
comparison, it is estimated that 12%2% of younger women and 39%% of younger men are affected
(Thom et al 1998). In Australia, ovemillion people are thought to be affected.

Prevalence estimates of faecal incontinence for the Australian population range from 2.9% (Avery et al
2004) to 11.3% (Kalantar et al 2002). Incontinence is a highlgitsenissue, affecting the social,
psychological, emotional, physical and sexual lives of those affected (Avery et al 2004).

Pelvic organ polapse affects up to 50% of parous womevrith 10-20% seeking medical care (Thakar &
Stanton 2002)In addition tothe personal, health and quality of life implications for those affectedyic

floor disordershave financial costs both for the individual and for society (Doran et al 2001).

The need for outcome assessment

Assessment and treatment of these conditiohas developed over recent years and conservative
managementfor urinary incontinenceis now widely advocated as firbhe treatment because of its
efficacy, low cost and low risk (Wilson et al 2005). Assessment of treatment outcomes is well estalished i
research although the plethora of outcome measures often makes interpretation of results and comparison
between studies difficult. The need for more robust and standardised outcome measures for both clinicians
and researchers has been addressed by therhational Consultation on Incontinence (ICI) (Abrams et al
HANHO YR GKS 1'dAGNYEALY [/ 2YY2y6SIEtGK D2@SNYYSyl
(Thomas et al 2006). Currently there are a number of tools recommended by these bodies for use in
research and clinical practice, although research on outcome measurement is ongoingelViteFloor
Outcomes Calculatohas been developed to promote the use of these recommended tools in clinical
practice by making them available for clinicians and wihh facility to easily calculate response to
treatment.

Outcome measures fopelvic floor disorders

The outcome measures contained within the CAMvic FloolOutcomes Calculatdnave been selected

based on their validity, reliability, sensitivity teetgéct change over time and clinical utility for patient
populations withsymptoms of thdower urinary tract (LUTSpecal incontinencand pelvic organ prolapse
frequently treated by pelvic floor physiotherapists and continence nurses.

The recommendatios of the International Consultation on Incontinence (ICl) (2002) and the Australian

I 2YY2y6SIHt 0K D2@SNYYSyid tNR2SO0 W/ 2yiAySyOS hdziOsz
et al 2006), have been closely considered in the development dPéhdc Foor Outcomes CalculatoiThe
recommendations of two subsequent reports by Sansoni et al (2006) and Hawthorne et al (2006),
commissioned by the Australian Government, have also been considered. Our aim has been to provide
clinicians with psychometricallyobust tools which are appropriate and practicable for clinical practice.

Tools which have been recommended by thkeai@ COMS and were supplied for use free of charge by the
developers have been included.

As pelvic floor disorders often exist and toprovide a comprehensive assessment of pelvic floor
symptoms, an instrument which assesses bladder, bowel and pelvic organ prolapse symptoms has also
been included (Barber et al 2005).
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The International Classification of Function (ICF) (2002) is a Wedth Organizatioapproved system
designed to classify health and health related states. Outcome measures can evditfatent
components of health body functions, body structures, impairments, activity, participation and
environment. The instrumenté this Outcomes Calculator can be selected to measure outcomes in a
number of these areaseg quality of life questionnaires can be used to measure the degree to which
incontinence restricts people from participation in social activities (ICF: pattaipa

Selection of outcome measures

When choosing an outcome measure, a number of issues should be considered:

1. What is the most appropriate measureor measures for a given patient and their
condition/symptoms?

2. What is an acceptableurdenfor the paientin completingthe questionnaires &/or charts?

3. Choose aminimum data set comprising the most apjpriate tools For example, foclinicians new
to outcome measurementin their practice, suggested measures for patients with urinary
incontinence would ke a Bladder Diargndthe ICIQUI SFFor a patient with a range of bladder and
bowel or prolapse symptomshe Pelvic Floor Distress Inventogy Short Form 20 would be
appropriate.

Further research into the optimum components of such a minimum daté&seteded.

The Continence Outcomes Measurement Suite Project

The Continence Outcomes Measurement Suite Project was commissioned by the Australian
Commonwealth Government Department of Health & Ageing, National Continence Management Strategy
(NCMS), withthe goal of recommending a suite of continence outcome measures to be used by clinicians
and researchers in Australidhe full report can be accessed by contacting the Australian Government
Department of Health and Ageing website: [Homepage on the Intkrne
http:/www.health.gov.au/internet/wcms/publishing.nsf/Content/ageingpntinence
outcome.htm~ageingontinenceoutcome03.htm

The International Consultation on Incontinence

The ICI has released a number of patieompleted questionnaires as part oftamprehensive project to

create psychometrically robust tools for use by specialist clinicians and researchers. The ICIQ Modules will
be comprehensive, covering a wide range of conditions: lower urinary tract, vaginal and bowel symptoms,
urinary incontin@ce, nocturia, overactive bladder, neurogenic and children. Modules will also include
guality of life and patient satisfaction questionnaires. A summary is provided in Table 1.

At the time of releasing the Outcomes Calculator Version 2 (Urinary and Bawetinence) fifteen of the
modular ICIQ questionnaires were available. Eleven have been included in the OC and those still under
development may be added as they become available. Further information on the ICIQ modules can be
obtained from Mrs Nikki Cterill, Bristol Urological Institute, Southmead Hospital, WestbamyTrym,

Bristol BS10 5NB, UK (nikki_cotterill@bui.ac.uk).
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G¢KS L/Lv LRftAOE Aa adzOK GKIFG ljdzSadAaz2yyl ANBa OFy
by those compamis who have contributed to the development of the ICIQ and by academic
organisations/groups or clinicians. Commercial groups who have not contributed to the development of the
ICIQ to date will be expected to contact the ICIQ direct (www.icig.net) to @cgermission and pay
royalties in order to use the modules: any monies raised in this way will be used to fund the continuing
development of the ICIQ. The CAHE does not authorize use of thad€tionnaire(ICIQ)or commercial

groups as described abaved
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Table 1: ICIQ Modular structure

*Items not yet finalised

CONDITION RECOMMENDED MODULES OPTIONAL MODULES
A) Core modules
Urinary Symptoms Males: ICIQMLUTS Males: ICIQMLUTS LF
Females: ICIBLUS Females: ICKBLUTS LF

Vaginal Symptoms ICIQVS

Bowel Symptoms ICIQBS*

Urinary Incontinence ICIQUI SF ICIQUI LF*
CONDITION B) Specific Patient Groups

Nocturia ICIGN

OverActive Bladder ICIQOAB

Neurogenic ICIQNeuro*

Children ICIQLUTSC*

RECOMMENDED ABIN MODULES

QoL . Generic QoL | Sexual Matters PostTreatment
ICIQLUTS(qol SF12 Males: ICIEMLUTSsex
Females: ICKBLUTSsex
ICIQVSqol* SF12 ICIQVSsex*
ICIQBSqd* SF12 Males: ICIEBssex*
Females: ICIHBssex*
ICIQLUTSqol SF12 Males: ICIEMLUTSsex
ICIQUIqgol (optional) Females: ICKBLUTSsex
QoL  Generic QoL | Sexual Matters
ICIQNqol SF12 Males: ICIGQMLUTSsex ICIQS*
Females: ICKBLUTSsex (satisfaction)
ICIQOAR)0I SF12 Males ICIQMLUTSsex
Females: ICKBLUTSsex
SF12
ICIQLUTSCqol*
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General Instructions for Use

This manual is to be used in conjunction with the CRidizic Floo Oucomes Calculator and the
CAHFEPelvic FlooOutcomes Calculator Software Guid@ll of the outcome measures included in
the Pelvic FlooCalculator Version 2 and listed in the Table of Contents (page 2) may be printed for
patient use
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2. Urinary Incantinence & Urinary Symptoms Questionnaires

Background

Urinary incontinence symptoms may be measured by a variety of means. These include symptom
inventories as well as objective means including pad tests, frequency and volume charts and bladder
diaries.This chapter covers symptom inventories.

2.1. International Consultation on Incontinence Questionnaire Female Lower Urinary Tract
Symptoms Module (ICIGLUTS)

Scoring

Part aof each question is entered into the outcomes calculator and contributes to vkeatl scorePart b

of each question is a Visual Analogue Scale bother score fiidnwhich does not contribute to the overall
score but is intended as a guide to clinicians to indicate the overall bother experienced by the patient. The
VAS bother scoresre not entered into the outcomes calculator.

(The following section has been reprinted with permission from the ICIQ Study Group)
Summary

The ICIGFLUTS is a brief and psychometrically robust patientpleted questionnaire for evaluating
female lowerurinary tract symptoms and impact on quality of life (QoL) in research and clinical practice
across the world. The IGKQUTS is derived from the fully validated BFE&H §uestionnaire and provides a
brief and robust measure to assess the impact of ugireymptoms on outcome. It is scored on a scale
from 0-15 for symptoms of filling, Q2 for voiding symptoms and-Z0 for incontinence symptoms. This
short and simple questionnaire will also be of use to general practitioners and clinicians in bothymirdar
secondary care institutions to screen for lower urinary tract dysfunction, to obtain a brief yet
comprehensive summary of the level and impact of urinary symptoms and to facilitate peliigictan
discussions. It is also an ideal research tool. $leeond International Consultation on Incontinence
recommended that all randomised trials evaluating treatments for incontinence should employ
standardised and validated questionnaires to assess their impact on patient outcome. THeELLOI®
provides a bief and robust measure for this purpose, as well as in epidemiological surveys, particularly
when more than one measure is being used.

Patient population

The ICIQFLUTS is relevant for use in women, young and old, from all patient groups, includmgudini
community populations, across the world.

Time to complete:Afew minutes
Development

Studies were undertaken to evaluate the psychometric properties of the-FCWUI'S following standard
methods of psychometric testing, including content validitgnstruct validity (including comparison with
other existing measures), stability (testtest reliability), internal consistency and responsiveness to
change following treatment. The IGERUTS has been shown to be robust and psychometrically sound in
studies in the UK.
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Reliability. as above
Validity: as above
Responsivenesasabove
Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westhamry
Trym, Bristol BS10 5NB, kki_cotterill@bui.aaik). The ICI-LUTS is copyright protected and should
not be altered in any way. It may be used if it is quoted clearly, and it must be used in its entirety, as
presented in the copy enclosed. It is not possible to use parts of the questionnaire ifoisataany studies
without the written permission of the ICIQ study group. The scoring system is clearly stated on the
guestionnaire. If any researchers or clinicians wish to use theRCIJ S, the authors ask to be informed of
the details of the study rad any results that are presented or published. The H&UQTS has been
translated into a number of languages other than-Exglish using standard methods for international
adaptation. If any researchers wish to be involved in the translation or psychimmesting of alternative
language versions of the IGKRUTS, or would like to enquire about available translations, please contact
Nikki Gardenerdetailsabove). The authors ask that no data from studies tidate alternative language
versions of the ICKBLUTS be published without prior consent.
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Miscellaneous

In addition to the ICIFLUTS, the development and psychometric testing of the modular ICIQ questionnaire
is being undertaken, in an effort to produce an internationally accepted series of questies for
research and clinical use. The ICIQ is intended to be fully comprehensive for incontinence and related lower
urinary tract symptoms (LUTS). Conditgpecific short form questionnaires (for screening and
epidemiological studies) and long formeastionnaires (for further investigation) are being developed for
seven core conditions: urinary incontinence, other urinary symptoms fCUJS), bowel incontinence,
other bowel symptoms, vaginal symptoms, overactive bladder and noctuiag form moduls will also
include items to assess conditi@pecific quality of life (QoL), general QoL and condgioecific sexual
matters. Finally, there will be posteatment modules to assess outcome, including patient satisfaction,
expectations and complicatioragising from treatment. Please refer to copies of the individual modules for
further details and to the ICIQ validation checklist for the origin and current validation status of the
modules/items.

The ICIGFLUTS is primarily intended for female loweyuriNE G N} Ol &adé&vLiiz2vYaQ NBaSH
standard investigative protocol at baseline and foHopy in prevalence studies, clinical trials and
investigative studies of symptoms or QoL. The J&LQTS will also provide a robust measure for use in
randomised trials evaluating treatments for urinary symptoms in order to assess their impact on patient
outcome. Investigators will be able to select particular modules or domains for use independently or
together as the objectives of each study requirds.dimple and robust nature will also make the ICIQ
FLUTS an ideal tool for use in community and clinic populations in routine clinical use, where further
investigation of the level of symptoms, their perceived cause and impact on QoL is required.

Descrigors.: Questionnaire, urinary symptoms, quality of life, patient, outcome measure
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International Consultation on Incontinence Questionnaire Female Lower Urinary Tract Symptoms
Module (ICIQFLUTS)

cc cc cc ccc cc/cclcccec

Initial number ¢ 2RI & Q&pAR MAGNSHY  YEAR

CONFIDENTIAL
Urinary symptoms

Many people experience urinary symptoms some of the time. We are trying to find out how many people
experience urinary symptoms, and how much thegher them. We would be grateful if you could answer
the following questions, thinking about how you have been, on average, ov&ARBS FOUR WEEKS

1. Please write in your date of birth: ¢ ¢ /c C /c C C C
DAY MONTH YEAR

2a. During the night, how many times do you have to get up to urinate, on average?

four or more |:| 4

2b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 8109
not at all a great deal

3a. Do you have a sudden need to rush to the toilet to urinate?

never |:| 0
occasionallD 1
sometimes|:| 2

most of the time[ | 3

all of the time[ ] 4

3b. How much does this bother you?
Please ring a number betwe@rn(not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal
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4a. Do you have pain in your bladder?

never |:|
occasionally{:|
sometimes|:|

most of the time |:|

all of the time|:|

4b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0o 1 2 3 4 5 6 7 810
not at all a great deal

5a. How often do you pass urine during the day?

1to6 times|:|
7108 times|:|
9to 10 times|:|

11to 12 timeg |

13 or more times|:|

5b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0o 1 2 3 4 5 6 7 810
not at all a great deal

F score: sum scores Zm

6a. Is there a delay before you can start to urinate?

never |:|
occasionallD
sometimes|:|

most of the time|:|

all of the time|:|

6b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a greatdeal

7a. Do you have to strain tarinate?
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occasionally| |
sometimes|:|

most of the time|:|

all of the time|:|

7b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

8a. Do you stop and start more than once while you urinate?

never |:|
occasionally |
sometimes|:|

most of the time|:|

all ofthe time |:|

8b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

V score: sum scores 6aa+8a

9a. Does urine leak before you can get to the toilet?

never |:|
occasionally |
sometimes|:|

most of the time|:|

all of the time|:|

9b. How much does this bother you?
Please ring a number between 0 (not at all) and 10-¢atgdeal)

0O 1 2 3 4 5 6 7 810
not at all a great deal
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10a. How often do you leak urine?

never[ |

once or less per wee| |

two to three times per WeeD

once per day{:|

several times per daj:|
10b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

11a Does urine leak when you are physically active, exert yourself, cough or sneeze?

never |:|
occasionallD
sometimes|:|

most of the time|:|

all of the time|:|

11b. How much does this bother you?
Please ring a number between 0 (av@ll) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

12a. Do you ever leak urine for no obvious reason and without feeling that you want to go?
never

occasbnally[ |
sometimes|:|

most of the time|:|

all of the time|:|

12b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

01 2 3 4 5 6 7 810
not at all a great deal
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13a. Do you leak urine when you are asleep?
never |:|
occasionallyD
sometimes|:|
most of the time|:|
all of the timel:l

13b. How much does this bother you?
Please ring a number betweenr®( at all) and 10 (a great deal)
o 1 2 3 4 5 6 7 810
not at all a great deal

[uy

N

| score: sum scores9h3a

© BFLUTSF

Thank you very much for answering these questions.
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2.2. International Consultation on Incontinence Questionnaire Male Lower Urinary Tract
Symptoms Module (ICIILUTS)

Scoring

Part aof each question is entered into the outcomes calculator and contributes to the overall Saotdo

of each question is Visual AnalegScale bother score fromi®D which does not contribute to the overall
score but is intended as a guide to clinicians to indicate the overall bother experienced by the patient. The
VAS bother scores are not entered into the outcomes calculator.

(The folowing section has been reprinted with permission from the ICIQ Study Group)
Summary

The ICIMLUTS is a brief and psychometrically robust pat@mpleted questionnaire for evaluating male
lower urinary tract symptoms and impact on quality of life (RioLresearch and clinical practice across the
world. The ICIQILUTS is derived from the fully validatedri@®&SF questionnaire and provides a brief and
robust measure to assess the impact of urinary symptoms on outcome. It is scored on a scal@rfom 0
voiding symptoms and-4 for incontinence symptoms. This short and simple questionnaire will also be of
use to general practitioners and clinicians in both primary and secondary care institutions to screen for
lower urinary tract dysfunction, to obta a brief yet comprehensive summary of the level and impact of
urinary symptoms and to facilitate patiewtinician discussions. It is also an ideal research tool. The Second
International Consultation on Incontinence recommended that all randomised teluating treatments

for incontinence should employ standardised and validated questionnaires to assess their impact on patient
outcome. The ICKYMLUTS provides a brief and robust measure for this purpose, as well as in
epidemiological surveys, partieuly when more than one measure is being used.

Patient population

The ICIQMLUTS is relevant for use in men, young and old, from all patient groups, including clinic and
community populations, across the world.

Time to complete Afew minutes
Developmaent

Studies were undertaken to evaluate the psychometric properties of the-MLIQTS following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testtest reliability), internal consistency and responsiveness to
change following treatment. The IGNJLUTS has been shown to be robust and psychometrically sound in
studies in the UK.

Reliability: As above
Validity: As above
Responsivenesds above
Didribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westhamry
Trym, Bristol BS10 5NB, (kki_cotterill@bui.ac.uk)The ICIEALUTS is copyright protected and should
not be altered in any way. It may besed if it is quoted clearly, and it must be used in its entirety, as
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presented in the copy enclosed. It is not possible to use parts of the questionnaire in isolation in any studies
without the written permission of the ICIQ study group.

The scoring sysia is clearly stated on the questionnaire. If any researchers or clinicians wish to use the
ICIQMLUTS, the authors ask to be informed of the details of the study and any results that are presented
or published. The ICHILUTS has been translated into a rian of languages other than tEnglish using
standard methods for international adaptation. If any researchers wish to be involved in the translation or
psychometric testing of alternative language versions of the-MIQTS, or would like to enquire about
available translations, please contact Nikki Gardeuetdils above). The authors ask that no data from
studies to validate alternative language versions of thed@LQ TS be published without prior consent.

References

+  Donovan J, Peters T, Abrams P, Brooks S, de la Rosette J, Schafer W. Scoring the shonn&enSFCS
questionnaire.J Urol 2000; 164(6):1948955

+  Other references:

+ Donovan J, Abrams P, Peters T, Kay H, Reynard J, Chapple C, de la RoselteAl, Khe IGBPH' study: the
psychometric validity and reliability of the I@&le questionnaire BJU 1996; 77:554662

+ Avery K, Donovan J, Peters T, Shaw C, Gotoh M, & Abrams P. ICIQ: a brief and robust measure for evaluating the
symptoms and impact afrinary incontinenceNeurourol.Urodyn2004; 23(4):3230.

+ Avery K, Abrams P, Chadwick M, & Donovan J. Development and psychometric evaluation of the ICIQ urinary and
bowel incontinence modules: the IGIQ and ICIEBINeurourol.Urodyn2004; 1. (Abstrag.

+ Donovan, J., Badia, X., Corcos, J., Gotoh, M., Kelleher, C., Naughton, M., & Shaw, C. 2002, "Symptom and quality
of life assessment," imcontinence: Proceedings of the Second International Consultation on Incontinence, July 1
3, 2001 2nd edn, L. Cdozo, S. Khoury, & A. Wein, eds., Health Publication Ltd, Plymouth, p1867

Miscellaneous

In addition to the ICIQMLUTS, the development and psychometric testing of the modular ICIQ
guestionnaire is being undertaken, in an effort to produce an mationally accepted series of
guestionnaires for research and clinical use. The ICIQ is intended to be fully comprehensive for
incontinence and related lower urinary tract symptoms (LUTS). Conditieaific short form
guestionnaires (for screening and dpimiological studies) and long form questionnaires (for further
investigation) are being developed for seven core conditions: urinary incontinence, other urinary symptoms
(ICIGMLUTS), bowel incontinence, other bowel symptoms, vaginal symptoms, overatdidder and
nocturia.Long form modules will also include items to assess cones@tific quality of life (QoL), general
QoL and conditiorspecific sexual matters. Finally, there will be piweatment modules to assess outcome,
including patient satisiction, expectations and complications arising from treatment. Please refer to copies
of the individual modules for further details and to the ICIQ validation checklist for the origin and current
validation status of the modules/items.

The ICIQMLUTS is@A Y I NAtf & AYyGSYRSR F2NJ YIS f26SN) dzNAR Yl NB
standard investigative protocol at baseline and folops in prevalence studies, clinical trials and
investigative studies of symptoms or QoL. The 4#@LQTS will alsorpvide a robust measure for use in
randomised trials evaluating treatments for urinary symptoms in order to assess their impact on patient
outcome. Investigators will be able to select particular modules or domains for use independently or
together as theobjectives of each study requires. Its simple and robust nature will also make the ICIQ
MLUTS an ideal tool for use in community and clinic populations in routine clinical use, where further
investigation of the level of symptoms, their perceived causeiammict on QoL is required.

Descriptors Questionnaire, urinary symptoms, quality of life, patient, outcome measure
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International Consultation on Incontinence Questionnaire Male Lower Urinary Tract Symptoms Module
(ICIGMLUTS)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI & QAapAWR | NioS™ YEAR
CONFIDENTIAL
Urinary symptoms

Many people experience urinary symptoms some of the time. We are trying to find out how many people
experience urinary sgptoms, and how much they bother them. We would be grateful if you could answer
the following questions, thinking about how you have been, on average, ov&@ARBS FOUR WEEKS

1. Please write in your date of birth: ¢ ¢ /c C /c C C C
DAY MONTH YEAR

2a. Is there a delay before you can start to urinate?

never |:| 0
occasionallyD 1
sometimes|:| 2

most of the time|:| 3

all of the time|:| 4

2b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 9810
not at all a great deal

3a. Do you have to strain t@ontinue urinating?

never |:| 0
occasionallD 1
sometimes| | 2

most of the time|:| 3

all of the time|:| 4

3b. How much does this bother you?
Please ring a number betwe® (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal
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da. 2 2dA R @2dz alé GKIFIG GKS AGNBYy3IGK 2F @ 2dzNJ dzNA
normal|:| 0

occasionally reduceD 1
sometimes reduced | 2
reduced most of the timei:| 3

reduced all of the timg__ | 4
4b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0 1 2 3 4 5 6 7 9810
not at all a great deal

ba. Do you stop and start more than once while you urinate?

never |:| 0
occasionally] | *
sometimes[ | 2

most of the time|:| 3

all of the time|:| 4

5b. How much does this bother you?
Please ring a nuber between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

6a. How often do you feel that your bladder has not emptied properly after you have urinated?

never |:| 0
occasionallD 1
sometimes|:| 2

most of the time|:| s

all of the time|:| 4

6b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 & 9 10
not at all a great deal

VS: sum scores-@
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7a. Do you have a sudden need to rush to the toilet to urinate?

never |:|
occasionally{:|
sometimes| |

most of the time|:|

all of the time|:|

7b. How much abes this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

8a. Does urine leak before you can get to the toilet?

neve |:|
occasionallD
sometimes|:|

most of the time|:|

all of the time|:|

8b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

01 2 3 4 5 6 & 9 10
not at all a great deal

9a. Does urine leak when you cough or sneeze?

never |:|
occasionallD
sometimes|:|

most of the time|:|

all of the time|:|

9b. How much does this bother you?
Please ring a number bet&n O (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal
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10a. Do you ever leak for no obvious reason and without feeling that you want to go?
never |:| 0
occasionaIIyD 1
sometimes| | 2
most of the time|:| 3
all of the time[ ] 4
10b. How much does this bother you?
Please ring a number between 0O (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
11la. Do you leak urine when you are asleep?
never |:| 0
occasionallD 1
sometimes[ | 2
most of the time|:| 3
all of the time|:| 4
11b. How much does this bother you?
Please ring a number between O (abiall) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
12a. How often have you had a slight wetting of your pants a few minutes after you had finished urinai
and had dresed yourself?
never |:| 0
occasionallD 1
sometimes|:| 2
most of the time[ | 3
all of the time|:| 4
12b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 45 6 7 8 90
not at all a great deal

IS: sum scores-I2
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13a. How often do you pass urine during the day?

1to6 times|:|
7t08 times|:|
9to 10 times|:|

11to 12 timeg] |

13 or more times|:|

13b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

14a. During the night, how many times doou have to get up to urinate, on average?

14b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 45 6 7 8 90
not at all a great deal

© IC3naleSF

Thank you very much for answering these questions.
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2.3. International Consultation on Incontinence Questionnaire Nocturia Module (IGNY

Scoring

Part aof each qustion is entered into the outcomes calculator and contributes to the overall s&ane.b

of each question is Visual Analogue Scale bother score frdthvhich does not contribute to the overall
score but is intended as a guide to clinicians to indithéeoverall bother experienced by the patient. The
VAS bother scores are not entered into the outcomes calculator.

(The following section has been reprinted with permission from the ICIQ Study Group)
Summary

The ICIGN is a brief and psychometrically nast patientcompleted questionnaire for evaluating the
frequency of daytime and nighttime urination and impact on quality of life (QoL) in men and women in
research and clinical practice across the world. The-MNi€derived from the fully validated IG&le and
BFLUTS questionnaires and provides a brief and robust measure to assess the impact of frequent daytime
and nighttime urination on outcome. This short and simple questionnaire will also be of use to general
practitioners and clinicians in both prary and secondary care institutions to screen for nocturia, to obtain

a brief yet comprehensive summary of the level and impact of frequent urination and to facilitate patient
clinician discussions. Its brevity also makes the -NClah ideal research toollhe Second International
Consultation on Incontinence recommended that all randomised trials evaluating treatments for
incontinence should employ standardised and validated questionnaires to assess their impact on patient
outcome. The ICKY provides a hief and robust measure for this purpose, as well as in epidemiological
surveys, particularly when more than one measure is being used.

Patient population

The ICIEN is relevant for use in the widest range of individuals, including men and women, yodimidan
from all patient groups, including clinic and community populations, across the world.

Time to complete Afew minutes
Development

Studies were undertaken to evaluate the psychometric properties of the-NMCiQllowing standard
methods of psychomtric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testtest reliability), internal consistency and responsiveness to
change following treatment. The IGND has been shown to beobust and psychometrically sound in
studies in the UK.

Reliability: As above
Validity: As above

Responsivenesds above
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Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westhamry

Trym, BristoBS10 5NB, UKikki_cotterill@bui.ac.uk)The ICIEN is copyright protected and should not be
altered in any way. It may be used if it is quoted clearly, and it must be used in its entirety, as presented in
the copy enclosed. It is not possible to usetpaf the questionnaire in isolation in any studies without the
written permission of the ICIQ study group. If any researchers or clinicians wish to use tH¢, GE)
authors ask to be informed of the details of the study and any results that are pexentpublished. The
ICIQN has been translated into a number of languages other thaifekhtfish using standard methods for
international adaptation. If any researchers wish to be involved in the translation or psychometric testing of
alternative languagerersions of the ICIKQ, or would like to enquire about available translations, please
contact Nikki Gardener (details above). The authors ask that no data from studies to validate alternative
language versions of the IGNQbe published without prior congé

References

+ Donovan J, Abrams P, Peters T, Kay H, Reynard J, Chapple C, de la Rosette J, Konde'BPHhstU@\3 the
psychometric validity and reliability of the I6&le questionnaire BJU 1996; 77:554662

+ Jackson, S., Donovan, J., Brooke€&ford, S., Swithinbank, L., & Abrams, P. The Bristol Female Lower Urinary
Tract Symptoms questionnaire: development and psychometric tediidld. 1996; 77:80812.

+  Other references:

+ Avery K, Donovan J, Peters T, Shaw C, Gotoh M, & Abrams P. IQamdorobust measure for evaluating the
symptoms and impact of urinary incontinendéeurourol.Urodyn2004; 23(4):3230.

+ Avery K, Abrams P, Chadwick M, & Donovan J. Development and psychometric evaluation of the ICIQ urinary and
bowel incontinence modles: the ICIQJI and ICIEBINeurourol.Urodyn2004; 1. (Abstract).

+ Donovan, J., Badia, X., Corcos, J., Gotoh, M., Kelleher, C., Naughton, M., & Shaw, C. 2002, "Symptom and quality
of life assessment,” imcontinence: Proceedings of the Second Internati€onsultation on Incontinence, JWy 1
3, 2001 2nd edn, L. Cardozo, S. Khoury, & A. Wein, eds., Health Publication Ltd, Plymouth;3i.267

Miscellaneous

In addition to the ICIEN, the development and psychometric testing of the modular ICIQ dquresdire is

being undertaken, in an effort to produce an internationally accepted series of questionnaires for research
and clinical use. The ICIQ is intended to be fully comprehensive for incontinence and related lower urinary
tract symptoms (LUTS). Condit-specific short form questionnaires (for screening and epidemiological
studies) and long form questionnaires (for further investigation) are being developed for seven core
conditions: urinary incontinence, other urinary symptoms, bowel incontinenceerottowel symptoms,
vaginal symptoms, overactive bladder and nocturia (iI8)Qong form modules will also include items to
assess conditiogpecific quality of life (QoL), general QoL and condijpecific sexual matters. Finally,
there will be posttreatment modules to assess outcome, including patient satisfaction, expectations and
complications arising from treatment. Please refer to copies of the individual modules for further details
and to the ICIQ validation checklist for the origin and currentatibn status of the modules/items.

The ICIEN is primarily intended for nocturia research, to form part of the standard investigative protocol at
baseline and followp in prevalence studies, clinical trials and investigative studies of symptoms or QoL.
The ICIEN will also provide a robust measure for use in randomised trials evaluating treatments for
nocturia in order to assess their impact on patient outcome. Investigators will be able to select particular
modules or domains for use independently ogéther as the objectives of each study requires. Its simple
and robust nature will also make the 1GNJan ideal tool for use in community and clinic populations in
routine clinical use, where further investigation of the level of symptoms, their perdeisase and impact

on QoL is required.

Descriptors Questionnaire, nocturia, urinary symptoms, quality of life, patient, outcome measure .
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International Consultation on Incontinence Questionnaire Nocturia Module (ICIQ -N)
cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI & QapAR | MoBTH  YEAR

CONFIDENTIAL

Nocturia

Many people experience urinary symptoms some of the time. We are trying to find out how many people
experience urinary symptoms, and how much theyhastthem. We would be grateful if you could answer
the following questions, thinking about how you have been, on average, ov&@ARBS FOUR WEEKS

1. Please write in your date of birth: ¢ C /c C /c C C C
DAY MONTH YEAR

2 Are youtick one) FemaleC MaleC

3a. How often do yu pass urine during the day?

1to6 times|:| 0
7t08 times|:| L
9to 10 times|:| 2

11to 12 times| | 3

13 times or more|:| 4

3b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

4a. During the night, how many times do you have to get up to urinate, on average?

4b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0o 1 2 3 4 5 6 7 810
not at all a great deal

© BFLUTS

Thank you very much for answering thesgiestions.
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2.4. International Consultation on Incontinence Questionnaire Overactive Bladder Module
(ICIQOAB)

Scoring

Part aof each question is entered into the outcomes calculator and contributes to the overall Santeh

of each question is Visual Angue Scale bother score from1® which does not contribute to the overall
score but is intended as a guide to clinicians to indicate the overall bother experienced by the patient. The
VAS bother scores are not entered into the outcomes calculator.

(Thefollowing section has been reprinted with permission from the ICIQ Study Group)
Summary

The ICIGDAB is a brief and psychometrically robust patieompleted questionnaire for evaluating
overactive bladder and related impact on quality of life (QoL) @mrand women in research and clinical
practice across the world. The IGGAB is derived from the fully validated ICSmale and BFLUTS
guestionnaires and provides a brief and robust measure to assess the impact of urinary frequency, urgency,
urge incontinene and nocturia symptoms. This short and simple questionnaire will also be of use to
general practitioners and clinicians in both primary and secondary care institutions to assess for overactive
bladder, to obtain a brief yet comprehensive summary of theeleand impact of overactive bladder
syndrome and to facilitate patieftlinician discussions. Its brevity also makes the -[CAB an ideal
research tool. The Second International Consultation on Incontinence recommended that all randomised
trials evaluatng treatments for incontinence should employ standardised and validated questionnaires to
assess their impact on patient outcome. The FOIEB provides a brief and robust measure for this
purpose, as well as in epidemiological surveys, particularly whee than one measure is being used.

Patient population

The ICIQDAB is relevant for use in the widest range of individuals, including men and women, young and
old, from all patient groups, including clinic and community populations, across the world.

Time to complete Afew minutes
Development

Studies were undertaken to evaluate the psychometric properties of the-O2B following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testtest reliability), internal consistency and responsiveness to
change following treatment. The IGIQAB has been shown to be robust and psychometrically sound in
studies in the UK.

Reliability: As above
Validity: As dove
ResponsiveneséAs above
Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westkumy
Trym, Bristol BS10 5NB, (ikki_cotterill@bui.ac.uk)The ICICDAB is copyright protected and should not
be altered in any way. It may be used if it is quoted clearly, and it mugsée in its entirety, as presented
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in the copy enclosed. It is not possible to use parts of the questionnaire in isolation in any studies without
the written permission of theCQIQ study group. If any researchers or clinicians wish to use theOlE&BQ

the authors ask to be informed of the details of the study and any results that are presented or published.
The ICIGDAB has been translated into a number of languages other th&inglish using standard
methods for international adaptation. If any researchers wish to be involved in the translation or
psychometric testing of alternative language versions of the -{@AB, or would like to enquire about
available translations, pleasmntact Nikki Gardener (details above). The authors ask that no data from
studies to validate alternative language versions of the 4GB be published without prior consent.

References

+ Donovan J, Abrams P, Peters T, Kay H, Reynard J, Chapple Rosiettia J, Kondo A. The {88H' study: the
psychometric validity and reliability of the I6&le questionnaire BJU 1996; 77:554662

+ Jackson, S., Donovan, J., Brookes, S., Eckford, S., Swithinbank, L., & Abrams, P. The Bristol Female Lower Urinary
TractSymptoms questionnaire: development and psychometric tesiJg. 1996; 77:80812.

+  Other references:

+ Avery K, Donovan J, Peters T, Shaw C, Gotoh M, & Abrams P. ICIQ: a brief and robust measure for evaluating the
symptoms and impact of urinary incontinee.Neurourol.Urodyn2004; 23(4):3230.

+ Avery K, Abrams P, Chadwick M, & Donovan J. Development and psychometric evaluation of the ICIQ urinary and
bowel incontinence modules: the IGIQ) and ICIEBINeurourol.Urodyn2004; 1. (Abstract).

+ Donovan, J., &lia, X., Corcos, J., Gotoh, M., Kelleher, C., Naughton, M., & Shaw, C. 2002, "Symptom and quality
of life assessment,” imcontinence: Proceedings of the Second International Consultation on Incontinence, July 1
3, 2001 2nd edn, L. Cardozo, S. KhounA.&Vein, eds., Health Publication Ltd, Plymouth, pp-265.

Miscellaneous

In addition to the ICI€DAB, the development and psychometric testing of the modular ICIQ questionnaire
is being undertaken, in an effort to produce an internationally accemedes of questionnaires for
research and clinical use. The ICIQ is intended to be fully comprehensive for incontinence and related lower
urinary tract symptoms (LUTS). Conditgpecific short form questionnaires (for screening and
epidemiological studigsand long form questionnaires (for further investigation) are being developed for
seven core conditions: urinary incontinence, other urinary symptoms, bowel incontinence, other bowel
symptoms, vaginal symptoms, overactive bladder OKB). and nocturid.ong form modules will also
include items to assess conditi@pecific quality of life (QoL), general QoL and condsioecific sexual
matters. Finally, there will be posteatment modules to assess outcome, including patient satisfaction,
expectationsand complications arising from treatment. Please refer to copies of the individual modules for
further details and to the ICIQ validation checklist for the origin and current validation status of the
modules/items.

The ICIGDAB is primarily intended faveractive bladder syndrome research, to form part of the standard
investigative protocol at baseline and follawp in prevalence studies, clinical trials and investigative
studies of symptoms or QoL. The I@AB will also provide a robust measure for useandomised trials
evaluating treatments for overactive bladder in order to assess their impact on patient outcome.
Investigators will be able to select particular modules or domains for use independently or together as the
objectives of each study reqes. Its simple and robust nature will also make the 10KB an ideal tool for

use in community and clinic populations in routine clinical use, where further investigation of the level of
symptoms, their perceived cause and impact on QoL is required.

Descriptors: Questionnaire, overactive bladder, urinary symptoms, quality of life, patient, outcome
measure.
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International Consultation on Incontinence Questionnaire Overactive Bladder MoqU@EQOAB)
cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI & QabAR I IOBT™  YEAR
CONFIDENTIAL

Overactive Bladder

Many people experience urinary symptoms some of the time. We are trying to find out how many people
experience urinary symptoms, and how much they bother th&de would be grateful if you could answer
the following questions, thinking about how you have been, on average, ov&ABS FOUR WEEKS

1. Please write in your date of birth: ¢ C /c C /c C C C
DAY  MONTH YEAR
2 Are youtick one) FemaleC MaleC

3a. How often do you passirine during the day?

lto6times| | ©
7t08 times|:| L
9to 10 times|:| 2

11to 12 times|:| 3

13 or more times|:| 4

3b.  How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0 1 2 3 4 5 6 7 8 10
not at all a great deal

4a.  During the night, how many times do you have to get up to urinate, on average?

four or more |:| 4

4b.  How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal
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5a. Do you have to rush to the toilet tarinate?

never |:|
occasionally{:|
sometimes| |

most of the time|:|

all of the time|:|

5b.  How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5% 7 8 910
not at all a great deal

6a. Does urine leak before you can get to the toilet?

never[ |
occasionally |
sometimes|:|

most of the time|:|

all of the time|:|

6b.  How much does this bother you
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

© ICSmale/BFLUTS

Thank you very much for answering these questions.
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2.5. International Consultation on Incontinence Questionnaikdrinary Incontinence Short
Form (ICIQUI SF)

Scoring

The first three questions (Q%) are scored and can be entered into the calculator. Question 6 is a symptom

list whichcanbeusedasachec f A4 2F (GKS LI GASy(iQa aedvyLiizyaz oc
on the questionnaires but is entered into the outcomes calculator as the scores are automatically
computed.

(The following section has been reprinted with permission from @ 3@dy Group)
Summary

The ICIQJI SF is a brief and psychometrically robust pat@hpleted questionnaire for evaluating the
frequency, severity and impact on quality of life (QoL) of urinary incontinence in men and women in
research and clinical pcice across the world. It is scored on a scale freB10The ICIQJI SF provides a

brief and robust measure to assess the impact of symptoms of incontinence on outcome. This short and
simple questionnaire will also be of use to general practitioners alimicians in both primary and
secondary care institutions to screen for incontinence, to obtain a brief yet comprehensive summary of the
level, impact and perceived cause of symptoms of incontinence and to facilitate palieictan
discussions. Its buity also makes the ICIQI SF an ideal research tool. The Second International
Consultation on Incontinence recommended that all randomised trials evaluating treatments for
incontinence should employ standardised and validated questionnaires to assds#tpact on patient
outcome. The ICKQI SF provides a brief and robust measure for this purpose, as well as in epidemiological
surveys, particularly when more than one measure is being used.

Patient population

The ICIQJI SF is relevant for use in thdest range of individuals, including men and women, young and
old, from all patient groups, including clinic and community populations, across the world.

Time to complete A few minutes
Development

Studies were undertaken to evaluate the psychomepioperties of the ICIQI SF following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testest reliability), internal consistency and responsivende

change following treatment (including conservative management and surgical intervention). THel ISFQ

has been shown to be robust and psychometrically sound in studies in the UK, with replication in Japan. The
ICIQUI SF scoring system also exlsilhiigh levels of validity, reliability and responsiveness.

Reliability. As above
Validity: As above
Responsivenesds above

Distribution
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Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westbumy

Trym, Brisvl BS10 5NB, UKikki_cotterill@bui.ac.uk)The ICIQJI SF is

copyright protected and should not be altered in any way. It may be used if it is quoted clearly, and it must
be used in its entirety, as presented in the copy enclosed. It is not possite tparts of the questionnaire

in isolation in any studies without the written permission of the ICIQ study group. The scoring system is
clearly stated on the questionnaire. If any researchers or clinicians wish to use thBIISK) the authors

ask to beinformed of the details of the study and any results that are presented or published. The/ICIQ
SF has been translated into a number of languages other thakrndKsh using standard methods for
international adaptation. If any researchers wish to beoimed in the translation or psychometric testing of
alternative language versions of the IGUQSF, or would like to enquire about available translations, please
contact Nikki Gardenerdétails above). The autbrs ask that no data from studies to validate alternative
language versions of the ICIQ SF be published without prior consent.

References

+ Avery K, Donovan J, Peters T, Shaw C, Gotoh M, & Abrams P. ICIQ: a brief and robust measure for evaluating the
symptoms and impact of urinary incontinendgdeurourol.Urodyn2004; 23(4):3230.

+  Other references:

+ Avery K, Abrams P, Chadwick M, & Donovan J. Development and psychometric evaluation of the ICIQ urinary and
bowel incontinence modules: the ICIQ) and ICIEBINeurourol.Urodyn2004; 1. (Abstract).

+ Donovan, J., Badia, X., Corcos, J., Gotoh, M., Kelleher, C., Naughton, M., & Shaw, C. 2002, "Symptom and quality
of life assessment," imcontinence: Proceedings of the Second International Consultation on heswaj July-1
3, 2001 2nd edn, L. Cardozo, S. Khoury, & A. Wein, eds., Health Publication Ltd, Plymouth;3d.267

+ Avery K, Donovan J, & Abrams P. Validation of a new questionnaire for incontinence: the

+ International Consultation on Incontinence Quesinaire (IGKQ).Neurourol.Urodyn2002; 20. (Abstract).

Miscellaneous

In addition to the ICIQJI SF, the development and psychometric testing of the modular ICIQ questionnaire
is being undertaken, in an effort to produce an internationally acceptedesenf questionnaires for
research and clinical use. The ICIQ is intended to be fully comprehensive for incontinence and related lower
urinary tract symptoms (LUTS). ConditEpecific short form questionnaires (for screening and
epidemiological studies)nal long form questionnaires (for further investigation) are being developed for
seven core conditions: urinary incontinence (including the 4@IGF), other urinary symptoms, bowel
incontinence, other bowel symptoms, vaginal symptoms, overactive bladddrrecturia. Long form
modules will also include items to assess condipecific quality of life (QoL), general QoL and condition
specific sexual matters. Finally, there will be pweatment modules to assess outcome, including patient
satisfaction, &pectations and complications arising from treatment. Please refer to copies of the individual
modules for further details and to the ICIQ validation checklist for the origin and current validation status of
the modules/items.

The ICIQJI SF is primarilintended for incontinence research, to form part of the standard investigative
protocol at baseline and followp in prevalence studies, clinical trials and investigative studies of
symptoms or QoL. The IGWD) SF will also provide a robust measure forins@ndomised trials evaluating
treatments for incontinence in order to assess their impact on patient outcome. Investigators will be able
to select particular modules or domains for use independently or together as the objectives of each study
requires.lts simple and robust nature will also make the HOICSF an ideal tool for use in community and
clinic populations in routine clinical use, where further investigation of the level of symptoms, their
perceived cause and impact on QoL is required.

Desciptors.” Questionnaire, incontinence, urinary symptoms, quality of life, patient, outcome
measure.
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International Consultation on Incontinence Questionnaitgrinary IncontinenceShort Form(ICIQUI SF)

cc cc cc ccc cc/cclcccec

Initial number ¢ 2RI & Q&apAR | No8TY YEAR

CONFIDENTIAL

Many people leak urine some of the time. We are trying to find out how many people leak urine, and how
much this bothers them. We would be grateful if you could answer the follpwirestions, thinking about
how you have been, on average, over the PAST FOUR WEEKS.

1. Please write in your date of birth: ¢ ¢ /c C /Cc C C C
DAY MONTH  YEAR

2 Are you(tick one) FemaleC MaleC

3 How often do you leak urine(ick one box)

never| |

about on@ a week or less ofte1:|
two or three times a weeD
about once a da)|:|

several times a dai:|

all the time |:|

g h WO N BB O

4 We would like to know how much uringou think leaks.

How much urine do yowsuallyleak (whether youwear protection or not)?
(Tick one box)

none[ | 0

a small amounD 2
a moderate amounl|:|

a large amount|:|

A.

o M

5 Overall, how much does leaking urine interfere with your everyday life?

Please ring a number between 0 (not dj ahd 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

B.
ICIQ score: sum scores 3+4+5
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6 When does urine leak{Please tick all that apply to you)
neverg urine does not IeaD
leaks before you can get to the toiID
leaks when you cough or snee|:|
leaks when you are aslee|:|
leaks when you are physically active/exercis|:|
leaks when you have finished urinating ané dressed|:|

leaks for no obvious reaso|:|

leaks all the time|:|

/ 2 LBNAIKG 6 aL/ Lv DNEPdzZLE

Thank you very much for answering these questions.
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2.6. Revised Urinary Incontinence Scale (RUIS)

Scoring

¢KS LI GASYGQa NIB eddpigtditBedOuttonEs Caloflat® Nl fhe fRdrautomatically
computed¢ KS w! L{ G2GFrt &02NB Aa OIFfOdA ISR o0& | RRAGAZ)

Summary

The Urogenital Distress Inventory 6 (Shumaker et al 1994) and the Incontinerer@ySkadex (Sandvik et

Ff wWnnno GSNBE NBO2YYSYRSR FT2N) dzaS o6& Of AyAOAl ya
Report of the Continence Outcome Measurement Suite Project (Thomas et al 2006). However, subsequent
psychometric testing revealed s@rinadequacies in these instruments and revision was recommended
(Hawthorne et al 2006). As a result of further psychometric testing the Revised Urinary Incontinence Scale
was developed and recommended for use with urinary incontinence (Sansoni et al Rf)é) detail of

this work is provided in the following section.

(The following section has been adapted from a project funded under the National Continence Management
Strategy, with permission from the Director of Special Needs Strategies Section, @yn@are Branch,
Australian Government Department Health and Ageing, on behalf of the Commonwealth. )

A Continence Outcome Measurement Suite Project (COMS) was commissioned by the Australian
Government Department of Health and Ageing, National Contindvie@agement Strategy Research
Program with the goal of recommending a suite of continence outcome measures to be used by clinicians
and researchers in Australia. This project was finalised in early 2006 (Thomas et al.,, 2006).
Recommendations from this reporled to a related projectMeasuring Incontinence in Australia
(Hawthorne, 2006)Measuring Incontinence in Australfa006) assessed a number of the recommended
measures (Urogenital Distress Inventory 6, Incontinence Severity Index, and the WexneCeatioaince

Grading Scale) by including them in the autumn 2004 South Australian Health Omnibus Survey
(SAHOS)(Harrison Health Research, 2004), which was a community population survey. Earlier studies
(Hawthorne, 2006; AIHW, 2006) had indicated that theaswa case for the revision of these scales. The
UDI6 appeared to contain some items that were being endorsed by those without urinary incontinence.
The ISI was a two item scale, which raised questions about its measurement stability. The psychometric
performance of these measurement scales was investigated using data from the 2004 SAHOS, and some
revised scales for urinary and faecal incontinence, including the Revised Urinary Incontinence Scale, were
developed (Sansoni et al 2006). It was thought a lbétistrument may result from combining the IS items
(frequency and amount of urinary leakage) with the three items from the@Jibat have higher itentotal
O2NNBflFdiA2ya FyR f2FR Y2NB KAIKE & 2y (KSappear&dy S NI f
to improve the screening assessment of incontinence when compared with the original measures.
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Populations

The Hawthorne (2006) study provided Australian prevalence estimates for both faecal and urinary
incontinence based on the community sey data from the SAHOS (2009ne of the limitations of using
community survey data is that as the data is collected in face to face interviews, the data are at the level of
subjective reports of incontinence symptoms rather than confirmed diagnosesminunity survey will

also exclude those currently placed in institutional settings (e.g. nursing homes) and as such the prevalence
estimates for the elderly are likely to be underestimated (Hawthorne, 2006). These considerations mean
that in a community grvey there will be a limited range of responses to incontinence items particularly
those pertaining to more severe levels of symptoms. It will thus be necessary to trial the refined measures
in a range of clinical settings in follow up field trials.

Rderences

+ Harrison Health Research (2008puth Australian Health Omnibus Survey (SAHOS) (Repmuth Australian
Department of Health, Adelaide.

+ Hawthorne G, Sansoni J, Hayes LM, Marosszeky N and Sansoni EM288&)ing Patient Satisfaction with
Incantinence Treatment.Centre for Health Service Development, University of Wollongong and the Department
of Psychiatry, University of Melbourne.

+ Sandvik H, Seim A, Vanvik A and Hunskaar S (20@@)\erity index for epidemiological surveys of female
urninaty incontinence: Comparison with -#8ur PadWeighing TestsNeurourology and Urodynamic¥ol. 19,
pp.137.

+ Sansoni J, Marosszeky N, Sansoni E and Hawthorne G R€fdihg Continence Measurement Tools (Final
Report). Centre for Health Service Developnmeblniversity of Wollongong and the Department of Psychiatry,
The University of Melbourne.

+ Shumaker S, Wyman J, Uebersax J, McClish D and Fantl JH&88W)elated quality of life measures for
women with urinary incontinence: the Incontinence Impagée&ionnaire and the Urogenital Distress Inventory.
Continence Program in Women (CPW) Research Gpuatity of Life ResearcWol. 3, No. 5, pp.291.

+  Thomas S, Nay R, Moore K, Fonda D, Hawthorne G, Marosszeky N and SansoniCb(2id@8ce Outcomes
Measurement Suite Project (Final Repdbgpartment of Health and Ageing, Canberra.
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Revised Urinary Incontinence Scale (RUIS)
Please tick one box for each question about your urine loss

1. Do you experience and g0 how much are you bothered byrine leakage related to the
feeling of urgency?

not at all
slightly
moderately
greatly

O O O 0

2. Do you experience and if so how much are you bothered bine leakage related to physical
activity, coughing or sneezing?

not at all
slightly
moderatdy
greatly

O 0O 0O 0

3. Do you experience and if so how much are you bothered bya#l amounts of urine leakage
(drops)?

not at all
slightly
moderately
greatly

O O 0O 0

4. How often do you experience urine leakage?

never
less than once a month
a fewtimes a month
a few times a week
every day and / or night

O O o0 o0 0

5. How much urine do you lose each time?

none
drops
small splashes
more

O O O 0O

Sansoni J, Marosszeky N, Sansoni E and Hawthorne G RdG06ig Continence
Measurement Tools (Final ReforCentre for Health Service Development, University of Wollongong and the Department of
Psychiatry, The University of Melbourne.
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3. Urinary Incontinence Objective Measures

3.1. Bladder Diary / Frequency Volume Chart
Scoring

The bladder diary is an imgant diagnostic tool for clinicians. Information is obtained about a number of
important variables. Total 24 hour output, maximum voided volume, daytime and nocturnal frequency and
number of incontinent episodes can be entered into the Outcomes Calculator.

Recording

One template is provided as recommended by the ICS but other diaries with more information are used
commonly in clinical practice. Instructions for use of the diaries by patients are provided and should be
printed out with the template for tke patient.

(The following section has been reprinted from a project funded under the National Continence
Management Strategy, with permission from the Director of Special Needs Strategies Section, Community
Care Branch, Australian Government Departmergltdeand Ageing, on behalf of the Commonwealth. )

Background

The frequency/volume chart is a tool to record intake and urine output for eacho24 period. Most of

these charts are designed to chart the number of voidings and their timing over thepdaibd and each
voided volume. In addition it can be used to record episodes of urgency and leakage and the number of
incontinence pads used.

Many studies have investigated the properties of the charts and the diaries.

Locher, Goode, Roth, Worrell aidirgio (2001) report the outcomes of a major study of the reliability of
bladder diaries for urinary incontinence in a study sample of 214 older women with a history of stress urge
and / or mixed urinary incontinence. The participants maintained a 1balder diary in which they kept

records of the time and characteristics of each incontinence episode. It was found that 5 days of recording
gSNBE ySOSaalNe G2 200FAY |y AYGSNYyI f O2yaAraidaSyoe
suggesteditat seven consecutive days of bladder diary provides a satisfactory provides a satisfactory, valid
and reliable measure of frequency of incontinence episodes.

Nygaard and Holcomb performed a study of the reliability of the seven day voiding diarynpke sd 138
women with stress urinary incontinence. The study participants maintained two, seven day voiding diaries
completed at four week intervals. The test-test reliability for the number of weekly incontinence
episodes was found to be equal t&=10.831. The correlation between the first three days of the seven day
diary with the last four days was found to be R = 0.887. The researchers concluded that their results
supported the use of a three day diary as an appropriate outcome measure is gtigary incontinence.

Rabin, McNett and Badlani (1996) reported the outcomes of an evaluation of an electronic voiding diary
OFtf SR+@AR¥IDdz | 26 SPOSNE (KS&8 RAR y20 NBLR2NI NBfAL
those of more conveional methods.
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Robinson, McClish, Wyman, Bump and Fanti (1996) reported a study in which they investigated the impact
of completion of seven day urinary diaries with, and without, detailed instructions. 278 women with
urinary incontinence participatkin the study. The test #st reliability for the diaries was found to vary

from 0.67 to 0.78. The researchers concluded that the seven day urinary diary is a valid and reliable tool to
assess urinary incontinence symptoms.

Wyman, Choi, Harkins, Wils and Fantl (1988) reported the outcomes of a study in which they
investigated the use of a one week urinary diary in a sample of 50 community dwelling older women. The
participants kept the diary for two consecutive weeks. Tegest reliability wasound to be satisfactory

for the diary.

Chaikin, Blaivas, Rosenthal and Weiss (1999) reported the results of a study designed to assess the
reliability and validity of alternative outcome measures for pwaginal sling surgical intervention for
stress icontinence. On the basis of their analysis, they concluded that the pad test and voiding diary were
found to be psychometrically satisfactory and they recommended that these should be part of routine
outcome measurement following surgical intervention.

The 2 ICS/WHO Consultation on Incontinence has provided sets of templates for micturition time charts,
frequency volume charts, and bladder diaries. We consider that there is considerable advantage in the
adoption of uniform recording standards.

We thiSNEF2NBE NBO2YYSYyR GKFdG GKS /2YYAGGSSQa GSYLX t
practitioners. The recommendations from the Committee are reproduced below in the form of
recommended form templates from their report:

Three types of Bladder ChartsdhDiaries can be used to collect data:

Micturition Time Chart
e Times of voiding and
e Incontinence episodes

Frequency Volume Chart
¢ Times of voiding with voided volumes measure
e Incontinence episodes and number of changes or incontinence pads or clothing.

Bladder Diaries
The information above, but also
e Assessments of urgency
o Degree of leakage (slight, moderate or large) and descriptions of actions leading to symptoms such
as stress leakage, e.g. running to catch a bus.

Recommendations for Frequency Volun@harts Bladder Charts and Diaries

The research in this area, as with the research with pad tests shows that broadly the longer the period of
0KS GSaid GKS o0SGGSNI GKS LIABOK2YSUNRO LISNF2NXIyOSo
of the seven day voiding diary found that the correlation between the first three days of the seven day
diary with the last four days was found to be R = 0.887. This suggests ththtyadBary may have sufficient
psychometric performance for clinical evaluation.
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Bladder Diary / Frequency Volume Chart
(2" ICS/WHO Consultation on Incontinence template)

(The following section has been reprinted from a project funded under the National Confitemagement Strategy,
with permission from the Director of Special Needs Strategies Section, Community Care Branch, Australian Government
Department Health and Ageingn behalf of the Commonwealdh

FREQUENCY / VOLUME CHABTANDARD VERSIQR DAYS

Name:

Date 7am Midday Midnight 6am Pads used

No. of drinks per day:

In each chart/diary, the time the individual got out of bed in the morning and the time they wérddat
night should be clearly indicate®oided volumes are entered sequentially in the second column

Each chart/diary must be accompanied by clear instructions for the individual who will complete the
chart/diary: the language used must be simple ath@nsuggestions given for patient instructions. There
are a variety of designs of charts and diaries and examples of a detailed bladder diary are given. The
number of days will vary from a single day up to one week.

INSTRUCTIONS FOR COMPLETING THE MIONJRME CHART

This chart helps you and us to understand why you get trouble with your bladder. The diary is a very
important part of the tests we do, so that we can try to improve your symptomgh®wghart you need to
record:

1. Whenyou getoutofbed y (G KS Y2NYyAy3Is aKz2g GKAa 2y (GKS RAI NJ

2. The time, e.g. 7.30am, when you pass your urine. Do this every time you pass urine throughout the day
and also at night if you have to get up to pass urine.

3. Ifyou leak urine, showths® GgNAGAY 3 | d2é 06SG0 2y GKS RAIFNEB |

4. When you go to bed at the end of the day show itonthe diggyNA 4 S &2 Sy i (G2 0SR¢

Date/time Fluids taken in Amount of urine passed *= wet
(mls or ounces)
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3.2. Incontinent Epsode Diary
Background

The Incontinent Episode Diary has been included by the developers ofntimmtinence Outcomes
Calculatorto monitor the number of incontinent episodes over 7 days.

The ICS recommends a thrday bladder diary for accurate initi@ssessment of lower urinary tract
symptoms in women in clinical practice but recommends a s@&agnbladder diary for research purposes
(Steskin et al., 2005) The optimal time over which the information should be collected has been
investigated but is not clea(Payne et al., 2005)While longer test periods contribute to greater
psychometric properties, increasing the complexity or length of recordingss®ciated with reduced
patient complianc€Robinson et al., 1996, Gordon and Groutz, 2001)

Wyman et al (1988) found the-day diary to be a reliable method for assessing thelvarit S& Wy dzYo S
RFEAGAYS YAOUAINRAGA2YAQ FYR WydzYoSNJ 2F AyO2yiaAySyi
function. It was also found to be reliable whether instructions were brief or more inte(Riokinson et al.,

1996)

The ICS provides no guidance abowt tptimal tool for collection of outcome information on the variable
WAYO2YyGAYSY(ld SLA&2RS FTNBIljdSSyoOeQ [ft2ySed & LI NI 2
symptoms, patients are required to complete ad&8y bladder diaryLaycock et al., 2001However, for
measurement of outcome of the frequency of incontinent episodes, a simpler tool, over a week is
desirable, as it approximates every day [jfeayne et al., 2005) Seven days can be considered to be a
representative period of everyday life, which incorporates a ranggmital activities such as performing
household chores, recreational and sporting events such as gym attendance or sports participatday A 7
diary may be important for women with stress incontinence, whose incontinence may only be provoked by
physicalactivities such as weekly sport or gym. Studies have confirmed the reproducibility of the variable
WAYO2YGAYSY( SLA a-@Rdary@Vidah elzal.y10830d sipl@ dharts had been found

to enhance subject compliangg&ordon and Groutz, 2001)A 7day diary of incontinence episodes has
been used in clinical research (Neumann et al 2005) and has been included in this Outcomes Calculator.

Scoring

The numier of incontinent episodes recorded on seven consecutive days is to be entered into the
Outcomes Calculator. The severity of urine loss eg damp, wet or soaked cannot be recorded.

Recording A template is provided for patient use.
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Incontinent Episode Diary

Name: Date:

Please recor@veryaccidental loss of urine over 7 consecutive days with an X.

(Start on a convenient day and camie recording for 7 days)

Day 1 Day 2 Day 3 Day 4 Day 5 Day 6 Day 7
eg X
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3.3. 24 hour Pad Test
Scoring

The number of wet pads, wet pad weight /2 howsd drypad weight / 24 hours are entered into the
Outcomes Calculator which calculatedwnoe (weight) of urine loss. Change over time is computed and
displayed graphically.

Recommendations concerning pad tests

Pad tests are a means of quantitatively assessing the amount of urine leakage from a person with urinary
incontinence. Primary cargractitioners in general are not likely to require the outcomes of a pad test in
routine practice although this is a useful tool for researchers and specialist incontinence clinicians. It may
have particular relevance for specialist clinicians in the mamant of postprostatectomy incontinence.

The reliability of the 24 hour pad test will depend on the standardization of the procedure and on the scales
used. Redesting should be done on days which are similar in terms of the activities performed and the
volumes and type of fluids consumed.

Note that women with mild stress urinary incontinence may only lose small volumes of urine. The volume
lost may constitute a bother for the patient but may be too small to be measurable with a pad test
especially ithe scales used do not have adequate sensitivity.

Measurement

24 hour Pad TestWet pads are collected by the patient for 24 hours and stored in an airtight plastic bag.
The equivalent number of dry pads is put in a similar plastic bag. Each bag iedvbigthe patient or
brought into the clinic for weighing.

Recording

24 hour Pad TestUrine weight (g) is equivalent to the volume (ml) and is entered into the Outcomes
Calculator as a raw number.

(The following section has been reprinted from a pbjunded under the National Continence
Management Strategy, with permission from the Director of Special Needs Strategies Section, Community
Care Branch, Australian Government Department Health and Ageing, on behalf of the Commonwealth. )

Background

The pad test is a means of quantitatively measuring the amount of urine leakage over a specified time
interval. The big issue in the design of pad tests is the time over which the test should be administered and
the conditions under which it should be admieised. It is hardly surprising that longer tests have been
found to have superior psychometric properties, as this is the case with the observation of any behavioural
phenomenon. The longer the period of observation generally results in more reliabilityvalidity.
However, the length of the test may also impact upon adherence as the longer the test, the greater the
degree of inconvenience to patients with the consequent threats to adherence.
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Victor (1990) reviewed the literature on pad weighing tesis feasurement of urinary incontinence.
Victor argued that the short term tests, while having distinct practical advantages, actually have low
sensitivity and require very close attention to procedure in order to reach acceptable tesstreeliability.

He argued that the long term tests of duration §24 hours have much better sensitivity and testtest
reliability and hence validity.

Ryhammer, Djurhuus and Laurberg (1999) performed a comprehensive review on pad weighing tests for
women with urinay incontinence. In their review they noted that there is a large degree of intra and
individual variability and that it may not be possible to use such measures to formulatdfatalues to
separate continence from incontinence.

The Second ICS/WHO eattation on incontinence concluded that:
e A 24hour test has good reproducibility
e Atestlasting longer than 24 h has little advantage
e A pad test cannot distinguish between stress and urge incontinence

A review of some of the many studies of this issumis presented.

Jorgensen, Lose and Andersen (1987) studied the reliability and validity of tHeoan@ad weighing test

in a study sample of 81 women. Te testtest reliability was found to be R = 0.68. The researchers
described this is as relatiyegood. However, it is at the low end of expectation from a psychometric
viewpoint.

Lose, Rosenkilde, Gammelgaard and Schroeder (1988) reported a further study of thweupnpad
weighing test in a study sample of 25 female patients with urinary ingente. On this occasion, testre

test results were found to be highly correlated with M = 0.97. However, there were significant differences
in measurement of the actual derived amounts. The researchers did not use the more appropriate intra
class corrkation coefficient to analyse their data. This would have revealed changes en masse in the
absolute values and would have been sensitive to phase shifts.

Nygaard and Zmolek (1995) studied the psychometric properties of a modified pad test in a safbbe of
symptomatic participants. Using a KendaHlefficient of concordance they found that the overall test re
test reliability was 0.964 for pad weight gain, 0.764 for area of stain and 0.60 for volume voided.

Rasmussen, Mouritsen, Dalgaard and Fdtadoller (1994) tested the test reest reliability of the 24hour

pad weighing test and the impact of fluid intake and level of activity upon the test result. A study sample of
14 women referred to urinary incontinence clinic performed 6 xh@dr pad ests with different levels of
activity and high and low fluid intake. The researchers reported that théao24 pad test gave a
satisfactory level of test rest reliability.

Hall and Fall (1991) investigated the reproducibility, sensitivity and waliditn pad test for urine loss in
stress urinary incontinence. The researchers supported the use of-aamepad test.

Ryhammer, Laurberg, Djurhuus and Hermann (1998) studied the association between urinary incontinence
and pad tests using a 2#bur pad test in a sample of 144 healthy menopausal women. The researchers
found little relationship between their subject assessment or urinary incontinence and pad test outcomes.
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Simons, Yoong, Buckland and Moore (2001) reported an important study camgéinei reproducibility of
outcomes of the ondnour pad test. In a sample of 56 incontinent women, two -twer pad tests were
performed one week apart prior to treatment. Substantial variations between the tests were found and
confidence intervals ass@ted with these estimates were found to be large. The tedest reliability of

the onehour pad test was found by these researchers to be clinically inadequate and they concluded its
poor repeatability implies that it should not be used in the measwgratrof post treatment outcomes for
urinary incontinence.

Klarkov and Hald (1984) reported the outcomes of arélute perineal pad test in a study of 50 patients
with urinary incontinence.

Persson, Berggvist and WolAdanssen (2001) reported the outcomef an ultrashort perineal pad test

for female stress urinary incontinence. In their study 34 women with stress incontinence, 13 with urge
incontinence and 10 neimcontinent participants took part in the study. The researchers concluded that
the pad st has acceptable reproducibility.

Wilson, Mason, Herbison and Sutherst (1989) reported the outcomes of an evaluation of the home pad test
for quantifying urinary incontinence. They concluded that this test was psychometrically sound.

Versi et al (1996performed a study of the home pad test for women with urinary incontinence. Test re
test reliability analysis of 2hour and 48hour tests showed excellent correlation coefficients of 0.9 and
0.94. The researchers concluded that the home pad tesprnbination with the frequency volume chart,

is reliable, valid and practicable.

These studies confirm the reviews cited of the performance of pad tests, that the short tests of 1 or 2 hours
or shorter do not provide sufficient psychometric performancéooused. If it is required to measure the
volume of leaked urine then a Zabur or 48hour test is required whether this is for a practitioner or
researcher. There is no point in collecting convenient but dodgy data.
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24 hour Pad Test

Patient Name:

Date Number of pads | Wet pad weight | Dry pad weight | Urine loss
weighed

Instructions for use
Record the date of the test.

Record the number of pads weighed.

Immediately after removing a wet pad, store it in a large plastic bag, squeeze out the air and seal eg with a
WigAaldSNI GFoQad [/ 2ftt SO0 and dll nightd (iis indpoRait totkeepdhaibag s&adzNB
G2 FT@2AR SOIFLERNIGA2Yy® 2SA3IK YR SYyGdSNI G6KS gSAIAKI

Weigh the same number of dry pads in an identical plastic bag to obtain the weight of the pads and enter in
0KS YRNBSAFIKIQ O2fdzvyd WwW2S{G LIR gSAIKIQ YAydza WF
(equivalent to the volume in ml) for the period of time selected.

Note: The same scales must be used for weighing on each occasion. The accuracy of the measurement will
depend on the sensitivity and reliability of the scales used.
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4, Quiality of Life Measures

4.1. International Consultation on Incontinence Questionnaire Urinary Incontinence Quality
of Life Module (ICIQUTSqol)

Scoring

Part aof each question is enteredtmthe outcomes calculator and contributes to the overall score.

Part bof each question is a Visual Analogue Scale bother score fitdrwhich does not contribute to the
overall score but is intended as a guide to clinicians to indicate the overall he#tpeerienced by the
patient. The VAS bother scores, including question 22, are not entered into the outcomes calculator.

(The following section has been reprinted with permission from the ICIQ Study Group)
Summary

The ICIQUTSqol is a psychometricatbbust patientcompleted questionnaire evaluating quality of life

(Qol) in urinary incontinent patients for use in research and clinical practice across the world. Fhe ICIQ
[V'¢{lj2f Aa GKS YAy3aQa | SIfdK v dzSa ituetye/andiprafidesay | v 0
detailed and robust measure to assess the impact of urinary incontinence on quality of life with particular
NEFSNEyOS G2 a20Alft STF¥FSOuaoed LG Aa 'y ARSIHE NBaStkH
urinary incontinence. The Second International Consultation on Incontinence recommended that all
randomised trials evaluating treatments for incontinence should employ standardised and validated
guestionnaires to assess their impact on patient outcome. ThellOl@qol provides a robust measure for

this purpose.

Patient population

The ICIQUTSqol is relevant for use in women, young and old, from all patient groups, including clinic and
community populations, across the world.

Time to completeSeveral minutes

Development

Studies were undertaken to evaluate the psychometric properties of the-lOEBqol following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stabjli (testretest reliability), internal consistency and responsiveness to
change following treatment. The IGLQYTSqol has been shown to be robust and psychometrically sound in
studies in the UK.

Reliability.: As above

Validity: As above

Responsivenes@s above
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Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westhamry

Trym, Bristol BS10 5NB, (Hikki_cotterill@bui.ac.uk)The ICIQUTSqol is copyright protected and should

not be altered in anyway. It may be used if it is quoted clearly, and it must be used in its entirety, as
presented in the copy enclosed. It is not possible to use parts of the questionnaire in isolation in any studies
without the written permission of the ICIQ study groupamy researchers or clinicians wish to use the 1CIQ
LUTSqol, the authors ask to be informed of the details of the study and any results that are presented or
published. The ICHQUTSqol has been translated into a number of languages other tha&nglishusing
standard methods for international adaptation. If any researchers wish to be involved in the translation or
psychometric testing of alternative language versions of the-LQIQSqol, or would like to enquire about
available translations, please contaNikki Gardenerdetails above). The authors ask that no data from
studies to validate alternative language versions of the 1Q@JPSqol be published without prior consent.
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Miscellaneous

In addition to the ICIQUTSqol, the development and psychometric testing of the modular ICIQ
guestionnaire is being undertakenn ian effort to produce an internationally accepted series of
guestionnaires for research and clinical use. The ICIQ is intended to be fully comprehensive for
incontinence and related lower urinary tract symptoms (LUTS). Conditieaific short form
guestbnnaires (for screening and epidemiological studies) and long form questionnaires (for further
investigation) are being developed for seven core conditions: urinary incontinence, other urinary
symptoms, bowel incontinence, other bowel symptoms, vaginal pggms, overactive bladder and
nocturia. Long form modules will also include items to assess cona#patific quality of life (LUTSqol),
general QoL and conditiespecific sexual matters. Finally, there will be pweatment modules to assess
outcome, irtluding patient satisfaction, expectations and complications arising from treatment. Please
refer to copies of the individual modules for further details and to the ICIQ validation checklist for the origin
and current validation status of the modules/items

The ICIQ.UTSqol is primarily intended for female urinary incontinence quality of life research, to form part
of the standard investigative protocol at baseline and foligpvin prevalence studies, clinical trials and
investigative studies of symptoms QoL. The ICHQUTSqol will also provide a robust measure for use in
randomised trials evaluating treatments for urinary incontinence in order to assess their impact on patient
outcome. Investigators will be able to select particular modules or domainsige independently or
together as the objectives of each study requires.

Descriptors Questionnaire, urinary incontinence, quality of life, patient, outcome measure .
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International Consultation on Incontinence Questionnaire Urinary Incontinence Quyadit Life Module
(ICIQLUTSqol)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI & QAapAWR | NioS™ YEAR

CONFIDENTIAL

Quiality of life

Below are some daily activities that can be affected by urinary problemewHnuch does your urinary
problem affect you? We would like you to answer every question. Simply tick the box that applies to you.

We would be grateful if you could answer the following questions, thinking about how you have been, on
average, over th®AS FOUR WEEKS

1. Please write in your date of birth: ¢ ¢ /c C /c C C C
DAY MONTH YEAR
2 Are youtick one) FemaleC MaleC

3a. To what extent does your urinary problem affect your household tasks (e.g. cleaning, shopping, €
notatall[ | 1

slightly[ | 2
moderately|:| 3

alot|:| 4

3b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

4a. Does your urinay problem affect your job, or your normal daily activities outside the home?

not at all |:|
slightly[ |
moderately| |
alot| |

A W DN P

4b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0o 1 2 3 4 5 6 7 810
not at all a great deal




Unversity of
South Australia

CAHE

Centre for Allled
Hoalth Exidence

The Centre for Allied Health Evidence (CAHE) **

CAHE Pelvic Floor Outcomes Calculator: U s e rMarsual

5a. Does your urinary problem affect your physical activities (e.g. going for a walk, run, sport, gym, e
not at all 1
slightly[ | 2
moderately |:| 3
a lot |:| 4
5b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
6a. Does yourinary problem affect your ability to travel?
not at all |:| 1
slightly[ ] 2
moderately|:| 3
a lot |:| 4
6b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 45 6 7 8 90
not at all a great deal
Ta. Does your urinary problem limit your social life?
notatall[ | 1
slightly[ ] 2
moderately|:| 3
alot| | 4
7b. How much does this bother you?
Please ring a number heeen O (not at all) and 10 (a great deal)
0 1 2 3 4 5 6 7 810
not at all a great deal
8a. Does your urinary problem limit your ability to see/visit friends?
not at all |:| 1
slighty[ ] 2
moderately|:| 3
a lot |:| 4
8b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
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9a. Does your urinary problem affect your relationship with your partner?

notapplicable|:| 8
notatall|:| 1
slighty[ ] 2
moderately|:| 3
alot| | 4
9b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a gteal)
0O 1 2 3 4 5 6 7 810
not at all a great deal

10a. Does your urinary problem affect your sex life?
notapplicable|:| 8
notatall[ | 1
slightly[ ] 2
moderately|:| 3

10b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0 1 2 3 4 5 6 7 8 109
not at all

abt| | 4

a great deal

1la. C. Does your urinary probleaffect your family life?
not applicable

[ |8

notatall[ | 1
slightly[ ] 2
moderately|:| 3
alot|:| 4
11b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 45 6 7 8 90
not at all a great deal
12a. Does your urinary problem make you feel depressed?
notatall|:| 1
slightly[ | 2
moderately|:| 3
very much|_| 4
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12b. How much does this bother you?
Please ring number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
13a. Does your urinary problem make your feel anxious or nervous?
notatall[ | 1
sighty [ ] 2
moderately|:| 3
very much|:| 4
13b. How much does this bother you?
Please ring a number between 0O (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a greatdeal
14a. Does your urinary problem make you feel bad about yourself?
notatall[ | 1
slightly[ | 2
moderately|:| 3
very much|:| 4
14b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
15a. Does your urinary problem affect your sleep?
never |:| 1
sometimes|:| 2
often |:| 3
all the time |:| 4
15b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
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16a. Do you feel worn out/tired?
never|:| 1
sometimes|:| 2
often |:| 3
all the time|:| 4
16b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
Do you do ay of the following? If so, how much?
17a. Wear pads to keep dry?
never|:| 1
sometimes|:| 2
often |:| 3
all the time|:| 4
17b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0 1 23 4 5 6 7 8 1
not at all a great deal
18a. Be careful how much fluid you drink?
never|:| 1
sometimes|:| 2
often |:| 3
all the time|:| 4
18b. How much does this bother you?
Please ring a numbdetween O (not at all) and 10 (a great deal)
0O 1 2 3 4 5 6 7 810
not at all a great deal
19a. Change your underclothes when they get wet?
never|:| 1
sometimes|:| 2
often |:| 3
all the time 4
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19b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

20a. Worry in caseyou smell?

never |:| 1
sometimes|:| 2
often |:| 3
all the time |:| 4

20b.  How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 8109
not at all a great deal

2la. Get embarrassed because of your urinary problem?

never |:| 1
sometimes|:| 2
often |:| 3
all the time |:| 4

21b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a grea) de

0O 1 2 3 4 5 6 7 810
not at all a great deal

22. Overall, how much do urinary symptoms interfere with your everyday life?
Please ring a number between 0 (not at all) and 1¢réat deal)

0 1 2 3 4 5 6 7 810
not at all a great deal

© KHQ
/ 2LIBNRAIKG 6 GL/ Lv DNERdzLXE

Thank you very much for answering these questions.
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4.2. 4.2 International Consultation on Incontence Questionnaire Nocturia Quality of Life
Module (ICIQNgol)

Scoring

Question 15is a Visual Analogue Scale bother score frofr® Gvhich does not contribute to the overall
score but is intended as a guide to clinicians to indicate the overall bottpgrienced by the patient. It
should not be entered into the Outcomes Calculator.

(The following section has been reprinted with permission from the ICIQ Study Group)
Summary

The ICIENgol is a psychometrically robust patiecempleted questionnaire evaating quality of life (QoL)

in patients with nocturia for use in research and clinical practice across the world. THEdalI@@ the N

QoL adapted for use within the ICIQ structure and provides a detailed and robust measure to assess the
impact of noturia on quality of life. It is an ideal research tool as it explores in detail the impact on

LI GASYyGaqQ tAgSa 2F y200dz2NAIF & ¢KS {SO2yR LYGSNYI 4.
randomised trials evaluating treatments for incontinenceogld employ standardised and validated
guestionnaires to assess their impact on patient outcome. TheNgi) provides a robust measure for this
purpose.

Patient population

The ICIENQqol is relevant for use in men, young and old, from all patient gspupcluding clinic and
community populations.

Time to complete Several minutes

Development

Studies were undertaken to evaluate the psychometric properties of the-Ngt®) following standard
methods of psychometric testing, including content validagnstruct validity (including comparison with
other existing measures), stability (testtest reliability), internal consistency and responsiveness to
change following treatment. The IGNgol has been shown to be robust and psychometrically sound in
studies in the UK.

Reliability. As above

Validity: As above

Responsivenesds above
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Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westhamry

Trym, Bristol BS10 5NB, (tkki_cotterill@bui.ac.uk The ICIENqol is copyright protected and should not

be altered in any way. It may be used if it is quoted clearly, and it must be used in its entirety, as presented
in the copy enclosed. It is not possible to use parts of the questionnaire in isolatary studies without

the written permission of the ICIQ study group. If any researchers or clinicians wish to use tiNgtCIQ

the authors ask to be informed of the details of the study and any results that are presented or published. If
any researchey wish to beinvolved in the translation or psychometric testing of alternative language
versions of the ICHKRIgol, or would like to enquire about available translations, please contact Nikki
Gardener (details above). The authors ask that no data frordietuto validate alternative language
versions of the ICKNqol be published without prior consent.

References

+ Abraham, L., Hareendran, A., Mils, I., Martin, M., Abrams P., Drake, M., MacDonagh, R., Noble, J. Development
and validation of a qualitpf-life measure for men with nocturidJrology.2004; 63(3): 48486

+  Other references:

+ Avery K, Donovan J, Peters T, Shaw C, Gotoh M, & Abrams P. ICIQ: a brief and robust measure for evaluating the
symptoms and impact of urinary incontinendéeurourol.Urodyn2004; 23(4):3230.

+ Avery K, Abrams P, Chadwick M, & Donovan J. Development and psychometric evaluation of the ICIQ urinary and
bowel incontinence modules: the ICIQ) and ICIEBINeurourol.Urodyn2004; 1. (Abstract).

+Donovan, J., Badia, X., Corcos, dtplg M., Kelleher, C., Naughton, M., & Shaw, C. 2002, "Symptom and quality
of life assessment,” imcontinence: Proceedings of the Second International Consultation on Incontinence, July 1
3, 2001 2nd edn, L. Cardozo, S. Khoury, & A. Wein, eds., Haallfication Ltd, Plymouth, pp. 2616.

Miscellaneous

In addition to the ICIENqgol, the development and psychometric testing of the modular ICIQ guestionnaire
is being undertaken, in an effort to produce an internationally accepted series of questiesrfair
research and clinical use. The ICIQ is intended to be fully comprehensive for incontinence and related lower
urinary tract symptoms (LUTS). Conditgpecific short form questionnaires (for screening and
epidemiological studies) and long form quesinaires (for further investigation) are being developed for
seven core conditions: urinary incontinence, other urinary symptoms, bowel incontinence, other bowel
symptoms, vaginal symptoms, overactive bladder and noctunag form modules will also incle items

to assess conditiospecific quality of life (Ngol), general QoL and condiipacific sexual matters. Finally,
there will be posttreatment modules to assess outcome, including patient satisfaction, expectations and
complications arising from ¢atment. Please refer to copies of the individual modules for further details
and to the ICIQ validation checklist for the origin and current validation status of the modules/items.

The ICIENqol is primarily intended for male nocturia quality of lifeeasch, to form part of the standard
investigative protocol at baseline and follayp in prevalence studies, clinical trials and investigative
studies of symptoms or QoL. The Iqol will also provide a robust measure for use in randomised trials
evaluating treatments for nocturia in order to assess their impact on patient outcome. Investigators will be
able to select particular modules or domains for use independently or together as the objectives of each
study requires.

Descriptors Questionnaire, nocturia, quality of life, patient, outcome measure
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International Consultation on Incontinence Questionnaire Nocturia Quality of Life Module (18Ql)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI & QabAR | NIOBT™ YEAR

CONFIDENTIAL

Quiality of life

¢tKS F2ff29gAy3 adriaSyYySyida IINB o2dzi GKS AYLI OG 27

1. Please write in your date of birth: ¢ C /c C /c C C C
DAY MONTH YEAR
2 Are youtick one) FemaleC MaleC

OVER THEAST FOUR WEEK®3VINGTO GET UP AT NIGHT URINATX

3. Has made it difficult for me to concentrate the next day

%)
o
3
®
)
|JE|
o, N W A

4, Has made me feel generally low in energy the next day

0
o
3
o
)
i
o, N W A

5. Has required me to nap during the day

0
o
3
®
)
ﬁ
o Fr N W A

6. Has made me less productive the next day

%
o
3
o
5]
i
o, N W A
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7. Has caused me to participate less in activities | enjoy

extremely|:|
quite a bit |:|
moderately|:|
alittle bit [ |
not at all |:|

SO P N W b

8. Has caused me to be careful about when or how much | drink

all the time |:|

most of the time|:|
some of the time|:|

rarely |:|
never |:|

O r N W »

9. Has made it difficult for me to get enough sleep at night

every night|:|
most nights|:|
some nights|:|
rarely |:|
never |:|

SO P N W b

OVER THEAST FOUR WEEKBAVE BEEXI X X X

10. Concerned that I am disturbing others in the house because of having to get up at night to urinate
every night|:| 4
most nights|:| 3
some nights | 2
rarely |:| 1
Not at all |:| 0
11. Preoccupied about having to get up at night to urinate
every night|:| 4
most nights|:| 3
some nights|:| 2
rarely |:| 1
Not at all |:| 0
12. Worried that this condition will get worse in the future
extremely|:| 4
quite a bit |:| 3
moderately|:| 2
alitte bit| | 1
not at all |:| 0

| 13. Worried that there is no effective treatment for this condition (having to get up at
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night to
urinate)

extremely|:| 4
quite a bit |:| 3
moderately[ | 2
alittebit| | 1
not at dl |:| 0

14. Overall, how bothersome has having to get up at night to urinate been during the past four weeks?

extremely|:| 4
quite a bit |:| 3
moderately| | 2
alittebit| | 1
not at all |:| 0

15. Overall, how much does having to get up might to urinate interfere with your everyday life?

Please ring a number between 0 (not at all) and 10 (a great deal)

0O 1 2 3 4 5 6 7 810
not at all a great deal

Thank you very mah for answering these questions.
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4.3. International Consultation on Incontinence Questionnaire Overactive Bladder Quality of
Life Module (ICIQDABqol)

Scoring

Question 28is a Visual Analogue Scale bother score frofr® Gvhich does not contribute to the ovesl
score but is intended as a guide to clinicians to indicate the overall bother experienced by the patient. It
should be entered into the Outcomes Calculator.

(The following section has been reprinted with permission from the ICIQ Study Group)

Summary

The ICI@DABQol is a psychometrically robust patieoimpleted questionnaire evaluating quality of life

(Qol) in patients with overactive bladder for use in research and clinical practice across the world. The ICIQ
OABgol is the OAB adapted for use witin the ICIQ structure and provides a detailed and robust measure

to assess the impact of overactive bladder on quality of life. It is an ideal research tool as it explores in
RSGIAET GKS AYLI OG 2y LI GASYyGaQ f A @Gk Cossditatich @S NI O
Incontinence recommended that all randomised trials evaluating treatments for incontinence should
employ standardised and validated questionnaires to assess their impact on patient outcome. The ICIQ
OABgol provides a robust measure this purpose.

Patient population

The ICIQDABQol is relevant for use in the widest range of individuals, young and old, from all patient
groups, including clinic and community populations, across the world.

Time to completeSeveral minutes

Developmaent

Studies were undertaken to evaluate the psychometric properties of the-@&IBqol following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testtest reliability), internal consistency and responsiveness to
change following treatment. The IGIQABqol has been shown to be robust and psychometrically sound in
studies in the UK and US.

Reliability: As above
Validity: As above
ResponsivenesAs dove

Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westhamry
Trym, Bristol BS10 5NB, (Kkki_cotterill@bui.ac.uk)The ICI€DABqol is copyright protected and should
not be altered in any wayt lmay be used if it is quoted clearly, and it must be used in its entirety, as
presented in the copy enclosed. It is not possible to use parts of the questionnaire in isolation in any studies
without the written permission of the ICIQ study group. If aegearchers or clinicians wish to use the ICIQ
OABqol, the athors ask to be informed of thdetails of the study and any results that are presented or
published. The ICKQABQgol has been translated into a number of languages other thaBrdhsh using
standard methods for international adaptation. If any researchers wish to be involved in the translation or
psychometric testing of alternative language versions of the-{@ABqol, or would like to enquire about
available translations, please contact Niklar@ener (etails above). The authors ask that no data from
studies to validate alternative language versions of the4GABqol be published without prior consent.
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symptoms and impact of urinary incontinendéeurourol.Urodyn2004; 23(4):3230.
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Miscellaneous

In addition to the ICIEDABqol, the development an psychometric testing of the modular ICIQ
guestionnaire is being undertaken, in an effort to produce an internationally accepted series of
guestionnaires for research and clinical use. The ICIQ is intended to be fully comprehensive for
incontinence and rated lower urinary tract symptoms (LUTS). Condispecific short form
guestionnaires (for screening and epidemiological studies) and long form questionnaires (for further
investigation) are being developed for seven core conditions: urinary incontineoitesr urinary
symptoms, bowel incontinence, other bowel symptoms, vaginal symptoms, overactive bladder and
nocturia. Long form modules will also include items to assess condipatific quality of life(ICIQ
OABgol) general QoL and conditiespecificsexual matters. Finally, there will be pdstatment modules

to assess outcome, including patient satisfaction, expectations and complications arising from treatment.
Please refer to copies of the individual modules for further details and to the IGHati@ checklist for

the origin and current validation status of the modules/items.

The ICI@DABQgol is primarily intended for overactive bladder quality of life research, to form part of the
standard investigative protocol at baseline and folops in pevalence studies, clinical trials and
investigative studies of symptoms or QoL. The 4GKBqol will also provide a robust measure for use in
randomised trials evaluating treatments for overactive bladder in order to assess their impact on patient
outcome. Investigators will be able to select particular modules or domains for use independently or
together as the objectives of each study requires.

Descriptors Questionnaire, overactive bladder, quality of life, patient, outcome measure
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International Conslltation on Incontinence Questionnaire Overactive Bladder Quality of Life Module
(ICIQOABQoI)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI & QAapAWR | NioS™ YEAR
CONFIDENTIAL
Quiality of life

For the follaving questions, please think about your overall urinary symptonthdrpast four weeksand
how these symptoms have affected your life. Please answer each question about how often you have felt
this way to the best of your ability. Please circle the nanthat best answers each question.

1. Please write in your date of birth: ¢ ¢ /¢ C /Cc C C C
DAY MONTH  YEAR

2 Are youtick one) FemaleC MaleC

During thepast fourweek¥ K2 ¢ 2FGSy KI @S @2dz2NJ of I RRSNJ a@vyLlizya

3. Made you carefully plan your journey?
none of the time|:|

a little of the time[ |
some of the time|:|

a good bit of the time|:|
most of the time|:|

all of the time|:|

none of the time[ |
a little of the time |:|
some of he time |:|

a good bit of the time|:|
most of the time|:|

all of the time|:|

5. Caused you to plan fAescape routeso to toi
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of he time |:|
most of the time|:|

all of the time|:| 6

o OB~ WDN P

4. Caused you to feel drowsy or sleepy during the day?

o o~ WODN B

D

a b~ W N -
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6. Caused you distress?
none of the time|:|

1
a little of the time |:| 2
some of the time|:| 3

a good bit of the timg | 4
most of the time|:| 5

all of the time[ | 6

During trepast fourweek§¥ K2 ¢ 2FGSy KI @S @&2dz2NJ of I RRSNJ aegvyLiizya

7. Frustrated you?
none of the time[ |

a little of the time |:|
some of the time|:|

a good bit of the timg | 4
most of the time|:|

all of the time|:|

w N -

o Ol

8. Made you feel lile there is something wrong with you?
none of the time|:|

1
a little of the time[ | 2
someofthetime|:| 3

a good bit of the timg__| 4
mostofthetime|:| 5
aIIofthetime|:| 6

9. I nterfered with your ability to get a 00
none of the timeb

a little of the time |:|
some of the time|:|

a good bit of the time|:|
most of the time|:|

all of the time|:|

10.  Caused you to decrease your physical activities (exercising, sports, etc.)?
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of the time|:|
most of the time|:|

all of the time|:|

o oA WOWN PRPS

o O~ WODN P
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11.  Prevented you from feeling rested upon waking in the morning?
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of the time|:| 4
most of the time|:| 5

all of the time|:| 6

w N -

During thepast fourweek¥ K2 ¢ 2FGSy KI @S @2dz2NJ of I RRSNJ a@vyLlizya

12.  Frustrated your family and friends?
none of the time|:|

1
a little of the time[ | 2
some of the time|:| 3

a good bit of the timg | 4
most of the time|:| 5

6

all of the time|:|

13.  Caused you anxiety or worry?
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of the timg[__|
most of the time|:|

all of the time|:|

o 01~ WODN P

14.  Caused you to stay home more often than you would prefer?
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of the time|:|
most of the time|:|

SO0 A WDN

15.  Caused you to adjust your travel plans so that you are always near a toilet?
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of the time|:|
most of the time|:|

all of the time|:|

o 00~ W N PP
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16. Made you avoid activities away from toilets (i.e., walks, running, hiking)?
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of the time|:| 4
most of the time|:| 5

all of the time|:| 6

w N -

During thepast four week§ K2 ¢ 2FGSy KI @S @2dz2NJ of I RRSNJ a@vYLlizyYa

17.  Made you frustrated or annoyed about the amount of time you spend in the toilet?
none of the time|:|

a little of the time[ |
some of the time[ |

a good bit of the time|:|
most d the time |:|

all of the time|:|

o 00 WDN P

18.  Awakened you during sleep?
none of the time|:|

a little of the time[ |
some of the time] |

a good bit of the time|:|
most of the time|:|

all of the time|:|

o 00~ WDN P

19.  Made you worry about  odour or hygiene?
none of the time|:|

1
a little of the time[ | 2
someofthetime|:| 3

a good bit of the time|:| 4
mostofthetime|:| 5

6

all of the time|:|

20.  Made you uncomfortable while travelling with others because of needing to stop for
a toilet?

none of the time|:| 1

a little of the time |:| 2
some of the time|:| 3

a good bit of the time|:| 4
most of the time|:| 5

6

all of the time|:|
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During thepast fourweek§ K2 ¢ 2FGSy KI @S &2dz2NJ of I RRSNJ aeé YL

21.  Affected your relationships with family and friends?
none of the time|:|

a little of the time |:|
some of the time|:|

a good bit of the time|:|
most of the time|:|

all of the time|:|

22.  Caused you to decrease participating in social g atherings, such as parties or visits
with family or friends?

o 00 W DN P

none of the time|:|
a little of the time |:|
some of the time|:|

a good bit of the timg__|
most of the time|:|

all of the time|:|

noneof the time |:|
a little of the time[ |
some of the time|:|

a good bit of the timg[__|
most of the time|:|

all of the time|:|

none of the time|:| 1
alitle of theime [ | 2
some of the time|:| 3

a good bit of the time|:| 4
5
6

o 01~ WODN P

23.  Caused you embarrassment?

o OB~ WON P

24.  Interfered with getting the amount of sleep you needed?

most of the time|:|

all of the time|:|
During thepast fourweek§¥ K2 ¢ 2FGSy KI @S @2dz2NJ of F RRSNJ aeé YL
25.  Caused you to have problems with your partner or spouse?

none of thetime |:| 1

a little of the time |:| 2
some of the time|:| 3

a good bit of the time|:| 4
most of the time|:| 5

all of the time|:| 6

2Ya

2Ya
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26.

Caused you to plan activities more carefully?
none of the time|:|

a little of the time |:|
sone of the time[ |

a good bit of the time] |
most of the time|:|

all of the time|:|

o OB~ WODN PP

27.

Caused you to locate the closest toilet as soon as you arrive at a place you have
never been?
none of the time|:|

a little of the time |:|
some of the time[ |

a good bit of the time__|
most of the time|:|

all of the time|:|

o 01~ WDN P

28.

Overall, how much do your urinary symptoms interfere with your everyday life?
Please ring a number between 0 (not at all) and 10 (a great deal)

0o 1 2 3 4 5 6 7 810
not at all a great deal

© OABq
/ 2L NAIKG 6 aGL/ Lv DNERdzLE

Thank you very much for answering these questions.
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4.4. International Consultation on Incontinence Questionnaire Urindncontinence Quality of
Life Module (ICIQJIqol)

(The following section has been reprinted with permission from the ICIQ Study Group)
Summary

The ICIQJIgol is a psychometrically robust patiecdmpleted questionnaire evaluating quality of life (QaL) i
urinary incontinent patients for use in research and clinical practice across the world. THI¢©I@s the 4

QOL adapted for use within the ICIQ structure and provides a detailed and robust measure to assess the
impact of urinary incontinence on quiyl of life with particular reference to feelings and emotions. It is an
ARSEFEt NB&aSINOK (22t +ta AG SELX2NBa Ay RSGIAfT GKS
International Consultation on Incontinence recommended that all randendhirials evaluating treatments for
incontinence should employ standardised and validated questionnaires to assess their impact on patient
outcome. The ICKQIgol provides a robust measure for this purpose.

Patient population

The ICIQJIqol is relevanfor use in the widest range of individuals, young and old, from all patient groups,
including clinic and community populations, across the world.

Time to complete:Several minutes
Development

Studies were undertaken to evaluate the psychometric propsrtof the ICIQJIqol following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testest reliability), internal consistency and responsiveness tongba
following treatment. The ICKQIqgol has been shown to be robust and psychometrically sound in studies in the
UK.

Reliability. As above
Validity: As above
Responsivenesds above
Distribution

Correspondence toMrs Nikki Cotterill Bristol Urologeal Institute, Southmead Hospital, Westbwog-Trym,
Bristol BS10 5NB, Uikki_cotterill@bui.ac.uk) The 1CIQJIqol is copyright protected and should not be
altered in any way. It may be used if it is quoted clearly, and it must be used in its eraggiggsented in the
copy enclosed. It is not possible to use parts of the questionnaire in isolation in any studies without the written
permission of the ICIQ study group. If any researchers or clinicians wish to use th#dGIQhe authors ask

to beinformed of the details of the study and any results that are presented or published. Th&Jlgihas
been translated into a number of languages other thanBiglish using standard methods for international
adaptation. If any researchers wish to beaiwed in the translation or psychometric testing of alternative
language versions of the IGI@qgol, or would like to enquire about available translations, please contact Nikki
Gardener (details above). The authors ask that no data from studies to vadilieteative language versions

of the ICIQUIgol be published without prior consent.

Copyright E AICIQ groupbd
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Miscellaneous

In addition to the ICIQJIgol, the development and psychometric testing of the modular ICIQ questionnaire is
being undertaken, in an effort to produce an internationally accepted series of questionnaires for research and
clinical useThe ICIQ is intended to be fully comprehensive for incontinence and related lower urinary tract
symptoms (LUTS). Conditispecific short form questionnaires (for screening and epidemiological studies) and
long form questionnaires (for further investigati) are being developed for seven core conditions: urinary
incontinence, other urinary symptoms, bowel incontinence, other bowel symptoms, vaginal symptoms,
overactive bladder and nocturiaong form modules will also include items to assess conasjegfic quality

of life (ICIQUIqgol), general QoL and conditiespecific sexual matters. Finally, there will be pweatment
modules to assess outcome, including patient satisfaction, expectations and complications arising from
treatment. Please refer to gies of the individual modules for further details and to the ICIQ validation
checklist for the origin and current validation status of the modules/items.

The ICIQUIgol is primarily intended for urinary incontinence quality of life research, to form glathe
standard investigative protocol at baseline and foHopvin prevalence studies, clinical trials and investigative
studies of symptoms or QoL. The I€l@ol will also provide a robust measure for use in randomised trials
evaluating treatments forurinary incontinence in order to assess their impact on patient outcome.
Investigators will be able to select particular modules or domains for use independently or together as the
objectives of each study requires.

Descriptors Questionnaire, urinary incontinence, quality of life, patient, outcome measure

Copyright E AICIQ groupbd
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International Consultation on Incontinence Questionnaire Urinary Incontinence Quality of Life Module
(ICIQUIqol)

cc cc cc ccc cc/ccl/lcccec
Initial number ¢ 2 Rl & Q3apAYR | MDSTM YEAR

CONFIDENTIAL

Quality of life

On the following pages you will find some statements that have been made by people who have urinary
incontinence (urine leakage). Please tick the response that best applies & ff,eimoment If you are
unsure about how to answer a question, please give the best answer yoiitwame are no right or wrong
answers. Your answers will be kept strictly confidential.

1. Please write in your date of birth: ¢ ¢ /c C /c C C C
DAY MONTH YEAR

2 Are youtick one) FemaleC Male C

Your Feelings

3. | worry about not being able to get to the toilet in timéTick one box)

extremelyl:l
quite a bit |:|
moderately|:|
alittle bit [ |
notatall[ |

extremelyl:l

quite a bit |:|

moderatelyl:l

alittle bit [ ]
not at alll_l 5

5. L KIFE@S (2 06S OFNBTFTdA adlyRAYy3I dzLJ I T i SNigklor® 803)
extremely|:| 1
quite abit |:| 2
moderately|:| 3
alitebit| | 4
5

not at all l_l

extremely|:|
quite a bit |:|
moderately[ |
alittle bit [ |
not at all |_|

g A WO DN PP

4, | worry about coughing or sneezing because of my incoatice(Tick one box)

A WO DN P

6. | worry about where toilets are in unfamiliar placg3ick one box)

g b~ WO DN PP

Copyright E AICIQ groupbd
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7. | feel depressd because of my incontinencglick one box)

extremely|:| 1
quite abit[ | 2
moderately|:| 3
alilebit| | 4
not at all |_| 5

8. .SO0ldzaS 2F Y& AyO2yiliAySyOSs L R2y Qi TS §Tickdna&lJ

box)
extremely |:|
quite a bit I:l

1
2
moderately|:| 3
4
5

alittle bit [ |
not at all

9. | feel frustrated because my incontinence stops me from doing what | want to do

(Tick one box)
extremely[ ]
quite a bit |:|
moderatelyl:l

alittle bit [ |
not at all

g b~ WO N B

10. | worry about other people smelling urine on m@ick one box)

extremelyl:l
quite a bit |:|
moderately|:|
alittle bit [ |
not at all l_l

o A WO DN PP

11. Incontinence is always on my min@ick one box)

extremely |:| 1
quite a bit |:| 2
moderately|:| 3
alittle bit[ ] 4
not at all l_l 5

12 LGQa AYLERZNIIFIYG F2NJYS (2 0S [(ToKoBebdxz YI 1S T NJ
extremely|:|
quiteabit|:|

1
2
moderately|:| 3
4
5

alittle bit [ |
not at all

Copyright E AICIQ groupbd
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2T Y& AyO2yuGAySyOSs Al Q@ickionelXNI |y i |
extremely|:|

quite a bit|:|

moderately|:|

alittle bit ||

not at aII|_|

g A WO DN B

14. | worry about my incontinence geing worse as | grow oldefTick one box)

extremely|:|
quite a bit |:|
moderatelyl:l
alittle bit [ |
not at all |_|

15. L KIFI @S RAFTFAOdAZ Gé 3ISHGAYy3I || 3I2@RkoyeloakK i Qa a
extremelyl:l
quite a bit |:|

moderately|:|

alittle bit [ |
not at all

16. | worry about being embarrassed or humiliated because of my incontine(itiek one box)

extremelyl:l
quite a bit |:|

1
2
moderately|:| 3
4
5

g A WO DN B

a » WO DN P -

alittle bit [ |
not at all

17. a@ AyO2yiAySyOS YI{1Sa YS ¥F@i&bnebax) AF LQY y2i
extremely|:|
quite a bit |:|

1
2
moderately|:| 3
4
5

alittle bit[ ]
not at all

18. My incontinence makes me feel helple¢§ick one box)

extremely|:|
quite a bit |:|
moderately[ |
alittle bit [ |
not at all |_|

g A WO N P

Copyright E AICIQ groupbd
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75

19. | getless enjoyment out of life because of my incontinen@ack one box)

extremely|:|
quite a bit |:|
moderately[ |
alittle bit [ |

not at all

a b~ W N B

20. | worry about wetting myself(Tick one box)

extremely|:|
quite a bit |:|
moderately|:|
alittle bit [ |
notatall[ |

g A WO DN B

21. | feel as though I have no control over my bladd@rick one box)

extremelyl:l
quite a bit |:|
moderatelyl:l
alittle bit [ |
notatall[ |

o A WO DN B

22. 1 have to be careful about what or how much | drink because of my incontinence

(Tick one box)

extremely[ ]
quite a bit |:|
moderatelyl:l
alittle bit [ |
not at all |_|

g A WO N P

23. My incontinence makes my choices about what to wear more limit@dck one box)

extremely|:|
quite a bit |:|
moderately|:|
alittle bit[ ]
not at all |_|

g A W N B

24. 1 worry about having sex because of my incorgimce(Tick one box)

extremely|:|
quite a bit |:|
moderately|:|
alittle bit [ |
not at all |_|

g A WO DN B

© I-QOL (Eli Lilly and Company, 1996)
/ 2LBNAIKG 6 daL/ Lv DNERdzLE
Thank you very much for answering these questions.
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4.5. Pelvic Floor Distressiwentory ¢ Short Form (PFER0)
Scoring
The PFDB20 has 20 items and 3 sidgales. All items use the following format with a response scale frdm 0

Scores from each question are entered directly into the Outcomes Calculator, which calculates a &rahfo
sub-scale and a questionnaire total.

Do you ?
I No; T Yes
0
If yes, how much does it bother you?
1 12 I3 14
Not at allSomewhat Moderately Quite a bit
Summary

The PFDB20 is a reliable and valid conditi@pecific quality of life instrument to evaluate the extent to which
bladder, bowel ad prolapse symptoms affect the quality of life of women.t It is a short form questionnaire,
developed from the longer Pelvic Floor Distress Inventory.2 Disorders of the pelvic floor share many common
risk factors and commonly coexist. Many questionnaimage been published evaluating just one aspect of
pelvic floor dysfunction, especially urinary incontinence. The strength of the-ZBFBl that it allows a
comprehensive evaluation of the effect on quality of life of a combination of lower urinary t@aeer
gastrointestinal tract and pelvic organ prolapse symptoms in a short questionnaire which can be used in the
clinical setting.

The PFD20 consists of 3 subcales, the Urinary Distress Inventory (UDI) (questicf the Pelvic Organ
Prolapse Disess Inventory (POPDI) (questionsl4) and the Colorectahnal Distress Inventory (CRADI)
(questions 1820).(# references?).

Psychometric Properties

The PFB20 demonstrates good tesetest reliability (ICC 0.70) and all subscales-@&)PIOPD6 andCRADBS)
correlate highly with the long form of the PFDI, which has previously demonstrated robust psychometric
properties.2 A multidisciplinary expert panel assessed face and content validity of the short form, which also
demonstrates excellent responsiness to change.

Patient population

The PFDB20 was developed in the US and tested on a population of 45 women fromtonadd age with at

least one pelvic floor disorder, including urodynamic stress incontinence, detrusor overactivity, voiding

dysfurction, pelvic organ prolapse (stage 2 or greater), faecal incontinence, defaecatory dysfunction and rectal
prolapse. The instrument was tested on women both before and after corrective surgery for pelvic floor

disorders.

Copyright E AICIQ groupbd
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Time to completeA few minutes
Development

In 2001, the Pelvic Floor Distress Inventory (PFDI) and the Pelvic Floor Impact Questionnaire (PFIQ) were
published to address the need for a comprehensive instrument to evaluate the effect of a range of pelvic floor
disorders on quality offe of women.2

The structure and content of the two instruments were based on the Urinary Distress

Inventory (UDI) and the Incontinence Impact Questionnaire (11Q) and their respective short foratsgiuDI

11Q-7), developed by Schumaker etalRandrated G KA IKf & NBO2YYSYRSR¢ 1jdzSai.
2T AyO2yliAySyOS IyR AyO02yiGAySyOS AYLI OG0 o6& GKS 22
Consultation on Incontinenck.

The short forms of the PFDI and PFIQ (RBDdnd PFIQ) were pubkhed in 2005 to meet the need for a
comprehensive pelvic floor assessment tool which could be easily used in both the clinical and research
settings.! Only the PFR0 has been in this Outcomes Calculator due to constraints on the number of
instruments intuded.

Distribution

The PDD20 and PFI€J are free ware and can be used without permission of the authors. Correspondence
should be directed to Matthew D. Barber MD MN&,e Chair for Clinical Research, Section of Urogynecology
and Pelvic Reconstrugg Surgery, Department of Obstetrics and Gynecology, Cleveland @86ig Euclid

Ave., Desk A81, Cleveland, OH 44185A.Office: (216) 440439 | Fax: (216) 636129.

E-mail: barberm2@ccf.org
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PELVIC FLOOR DISTRESS INVENBBIRRT FORM 20

Instructions:Please answer all of the questions in the following survey. These questioaskwibu

if you have certain bowel, bladder or pelvic symptoms and, if you do, how much they bother you.
Answer by putting an X in the appropriate box or boxes. While answering these questions, please
consider your symptoms ovéhe last three months

Name: Date:

1. Do you usually experienggessurean the lower abdomen?
I No; T Yes
If yes how much does it bother you? 3

I I I I
Not at all Somewhat Moderately Quite a bit

2. Do you usually experiend¢eeavines®r dullnessn the pelvic area?
I No, T Yes
If yes how much does it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

3. Do you usually have a bulge or something falling out that you can see or feel in the vaginal area?
I No T Yes
If yes how much does it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

4. Do you usually have to push on the vagina or around the rectum to have, or complete, a bowel
movement?

I No, T Yes
If yes how mudnvdoes it bothqr you? 5

I I I I
Not at all Somewhat Moderately Quite a bit

Copyright E AICIQ groupbd
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5. Do you usually experience a feeling of incomplete bladder emptying?
I No, T Yes
If yes how much does it bother you? 3

I I I I
Not at all Somewhat Moderaely Quite a bit

6. Do you ever have to push up on a bulge in the vaginal area with your fingers to start or complete
urination?

1O No; T Yes
If yes how mucI] does it bothg-r yéu 5

I I I I
Not at all Somewhat Moderately Quite a bit

7. Do you feel you need to strain too hard to have a bowel movement?
I No, T Yes
If yes how much does it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

8. Do you feel you have not completely emptied your bowels at the end of a bowel movement?
I No T Yes
If yes how muchdoes it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

9. Do you usually lose stool beyond your control if your stool is well formed?
I No T Yes
If yes how much does it bother you?

I I | I
Not at all Somewhat Moderately Quite a bit

Copyright E AICIQ groupbd
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10.Do you usually lose stool beyond your control if your stool is loose or liquid?
I No, T Yes
If yes how mucI] does it botIler you? 5

I I I I
Not at all Somewhat Moderately Quite a bit

11.Do you usually lose gas from the rectum beyond your control?
I No, T Yes
If yes how mucI] does it bothg-r you? 5

I I I I
Not at all Somewh&  Moderately Quite a bit

12.Do you usually have pain when you pass your stool?
I No T Yes
If yes how much does it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

13.Do you experience a strong sense of urgency and have to rush to the toilet to have a bowel
movement?

I No;, T Yes
If yes how much does it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

14.Does a part of your bowel ever pass through the rectum and bulge outside during or after a
bowel movement?

I No T Yes

If yes how much does it bother you?
I I I I
Not at all Somewhat Moderately Quite a bit

Copyright E AICIQ groupbd
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15.Do you usually experience frequent urination?
I No, T Yes
If yes how mucI] does it bothgr you? 5

I I I I
Not at all Somewhat Moderately Quite a bit

16.Do you usually experience urine leakage associated with a feeling of urgency; that is, a strong
sensation of needing to go to the toilet?

I No, T Yes
If yes how mucI] does it bd)te[ you? 5

I I I I
Not at all Somewhat Moderately Quite a bit

17.Do you usually experience urine leakage related to coughing, sneezing, or laughing?
I No T Yes
If yes how much does it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

18.Do you usually experience small amounts of urine leakage (that is, drops?)
I No T Yes
If yes how much does it bother you?

I I I I
Not at all Somewhat Moderately Quite a bit

19.Do you usually experience difficulty emptying your bladder?
I No T Yes
If yes how muchv does it bothgr you? 3

I I | I
Not at all Somewhat Moderately Quite a bit
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20.Do you usually experiengmin or discomfortin the lower abdomen or genital region?
I No;, T Yes
If yes how much does it bother you? 3

I I I I
Not at all Somewhat Moderately Quite a bit

Thank you for taking the time to complete this questionnaire.
Your responses are confidential.
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5. Vaginal Symptoms
5.1. International Consultéion on Incontinence Vaginal Symptoms Questionnaire

Scoring

The ICIQVS has three sections assessing vaginal symptoms, their effect on sexuality and on quality of
life. The questionnaire aims to assess symptoms predominantly associated with vagiapserol
SEOSLIi F2N) vdzSairzy ¢S 6KAOK lala o6KSUGKBN (KS
considered this a possible pegseatment complication and thus have not included the question in

the scoring. However, Question 9 may have relevanca fwider female population and the

response should be noted but not scored. The scores for questi@ant 1014 are entered into

the Outcomes Calculator which computes the totals for each subsection and the total score.

(The following section has beeeprinted with permission from the ICIQ Study Group)

Summary

The ICIQ/S is a brief and psychometrically robust patieoinpleted questionnaire for evaluating
vaginal symptoms, associated sexual matters and impact on quality of life (QoL) in reaedrch
clinical practice across the world. The IM® provides a brief and robust measure to assess the
impact of vaginal symptoms on outcome and is scored on a scale #&8nf@ vaginal symptoms,-0

58 for sexual matters associated with vaginal symptomd &i0 for impact on quality of life
associated with vaginal symptoms. This short and simple questionnaire will be of use to general
practitioners and clinicians in both primary and secondary care institutions to screen for vaginal
dysfunction, to obtain abrief yet comprehensive summary of the level and impact of vaginal
symptoms and to facilitate patiertlinician discussions. It is also an ideal research tool. The Third
International Consultation on Incontinence recommended that all randomised trialfuatiay
treatments for incontinence use high quality questionnaires, in particular the ICIQ, to assess impact
on patient outcome and facilitate comparisons. The FZE)provides a brief and robust measure for
this purpose, as well as in epidemiologicaiva&ys, particularly when more than one measure is being
used.

Patient population

The ICIQ/S is relevant for use in women, young and old, from all patient groups, including clinic and community
populations, across the world.

Time to complete a few minues

Development

Studies were undertaken to evaluate the psychometric properties of the-MSI@llowing standard
methods of psychometric testing, including content validity, construct validity stability-r@g¢sst
reliability), internal consistency an@sponsiveness to change following treatment. The {€8has
been shown to be robust and psychometrically sound in studies in the UK.

Reliability: As above
Validity: As above

ResponsivenessAs above
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