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Glossary of Terms

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

Content validity I 2y 0SSy @I f AR Adk@nt th &@hictiRtBeTcdntérd & thé idstrushént
appears logically to examine and comprehensively include the full scope of
OKIF NI OGSNR&GAOEa 2NJ R2YlFAya AG Aa 7

Construct validity The assessment of construct validity isangoing 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 concerning the behaviour of the outcome
instrumert, in various situations and populations.

Face validity CrOS @It ARAGE AYLXASE WgKSGKSNI 2y
FaaSaaiy3a GKS RSAANBR ljdzrfAGASEPQ

Sensitivity to detect ~ Sensitivity canb& STAY SR a4 GKS Wl oAt Ale G2

change over time Ad NBfSOryld oG2 GKS LI GASYyd 2N Of )

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

Validity Validity provides evidence that an outcome instrument measures what it is
supposed to measure (Andresen 2000, Bowling 1997)
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Introduction

Background

The Outcomes Calculator has been under development since 1999, in a series of staged research strategies.
Preliminary investigatios comprised:

s 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)

s Investigation of requirements of funding bodies regarding health outcoteeived from treatment by
clinicians (Grimmer et al 2000, Grimmer and Milanese 2002)

s Literature review to assess evidence of validity, reliability, sensitivity to change and clinical utility of
common measures of health outcome used by clinicians, asaw@lther measures of health outcome
that may be useful for clinicians (Bialocerkowski et al 2002, Bialocerkowski et al 2003, Grimmer and
Milanese 2002)

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

s Evaluation of the content of common measures of outcome and their usage by researchers and
clinicians (Bialocerkowski et al 2000, Bialocerkowski et al 2003, Grietrak2000).

¢KS GSN)XY w2dzi02YSQ AYyO2NLlLRN}GSa GKS KSFEtGK 3AFAY |
of many conditions, this involves an episode of care (a number of linked occasions of service). Currently the
most common type of outcom 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 most important information required by health énadWhat 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 for clinical benchmarking. The
need for a simpleefficient 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 Callator 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) andetldata 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 @ASe 2F GKSANI O2yRAGAZ2Y A& NBO23IyAaSRo
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 FloorOutcomes Calculator has been developed fpaivic floor disordersbecause of the

prevalence otladder and bowel disorders angklvic organprolapsein the population, their impact on
health and quality of life and their suitability for treatment in primary care.
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Incontinence is a common health piem 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 with their younger counterparts. It has beenrtexpthat 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 highly sensitive issue, affecting the social,
psychobgical, emotional, physical and sexual lives of those affected (Avery et al 2004).

Pelvic organ polapse affects up to 50% of parous womenth 10-20% seeking medical care (Thakar &
Stanton 2002)In addition to the personal, health and quality of lifepications for those affectedyelvic

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 conditions has developed over recent years and vatiuser
managementfor urinary incontinenceis now widely advocated as firhe treatment because of its
efficacy, low cost and low risk (Wilson et al 2005). Assessment of treatment outcomes is well established in
research although the plethora of outcomeeasures 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 the International Consultation on Incontineého@frams 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, althoughsearch on outcome measurement is ongoing. Fedvic Floor
Outcomes Calculatohas been developed to promote the use of these recommended tools in clinical
practice by making them available for clinicians and with the facility to easily calculate resfmonse
treatment.

Outcome measures fopelvic floor disorders

The outcome measures contained within the CArlvic FlooilOutcomes Calculatdnave been selected
based on their validity, reliability, sensitivity to detect change over time and clinical dtlitpatient
populations withsymptoms of thdower urinary tract (LUTSpecal incontinencand pelvic organ prolapse
frequently treated by pelvic floor physiotherapists and continence nurses.

The recommendations of the International Consultation orohtimence (ICI) (2002) and the Australian

I 2YY2y6SlItUK D2OSNYYSyld tNR2SOG W 2yiAySyOS hdziO:z
et al 2006), have been closely considered in the development d?Péhac FlooOutcomes Calculatoihe
recommendatims 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 psychometrically robust tools which are appropriate and jodae 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 to provide a comprehensive assessment of @efiaior
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 World Health Orgarjagpooved system
desigred to classify health and health related states. Outcome measures can evaliféerent
components of health body functions, body structures, impairments, activity, participation and
environment. The instruments in this Outcomes Calculator can be sdld¢oteneasure 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: participation).

Selection of outcome measures

Whenchoosing 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 patientin completingthe questionnaires &/ocharts?

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 be a Bladder Diaapdthe ICIQUI SFEFor gpatient 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 data set is needed.

The Continence Outcomes Measument Suite Project

The Continence Outcomes Measurement Suite Project was commissioned by the Australian
Commonwealth Government Department of Health & Ageing, National Continence Management Strategy
(NCMS), with the goal of recommending a suite of comaseoutcome 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 Internet]:
http:/www.health.gov.au/internet/wcmgpublishing.nsf/Content/ageingontinence
outcome.htm~ageingontinenceoutcome03.htm

The International Consultation on Incontinence

The ICI has released a number of patieompleted questionnaires as part of a comprehensive project to
create psychometcally 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 incontinence, nocturia, overactive bladder, neurageand 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 Bowel Incontinence) fifteen of the
modular ICIQquestionnaires 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 Cotterill, Bristol Urological Institute, Somiead Hospital, Westburgn-Trym,

Bristol BS10 5NB, UK (nikki_cotterill@bui.ac.uk).
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G¢KS L/ Lv LRftAOE Aa &adzOK GKFG ljdzSadAazyylANBa Oy
by those companies who have contributed to the developmarit 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.iciq.net) to acquire permission and pay
royalties in order touse 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)for commercial
ANRdzLJA & RSAONROSR | 020S¢ @
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Table 1: ICIQ Modular structure

*ltems not yet finalised

CONDITION RECOMMENDED MODULES OPTIONAL MODULES
A) Core modules
Urinary Symptoms Males: ICIQMLUTS Males: ICIQMLUTS LF
Females: ICIGLUTS Females: ICKBLUT&F
Vaginal Symptoms ICIQVS
Bowel Symptoms ICIQBS*
Urinary Incontinence ICIQUI SF ICIQUI LF*
CONDITION B) Specific Patient Groups
Nocturia ICIQN
OverActive Bladder ICIQOAB
Neurogenic ICIQNeuro*
Children ICIQLUTSC*
RECOMMENDED AEIN MODULES
QoL Generic QoL \ Sexual Matters PostTreatment
ICIQLUTSqol SF12 Males: ICIEMLUTSsex
Females: ICKBLUT Ssex
ICIQVSqol* SF12 ICIQVSsex*
ICIQBSqol* SF12 Males: ICIEBssex*
Females: ICIBssex*
ICIQLUTSqol SF12 Males: ICIEMLUTSsex
ICIQUIqol (optional) Females: ICKBLUTSsex
QoL Generic QoL \ SEYOEIRY EUES
ICIQNgol SF12 Males: ICIEMLUTSsex ICIQS*
Females: ICKBLUT Ssex (satisfaction)
ICIQOARy0I SF12 Males: ICIQMLUTSsex
Females: ICKBLUTSsex
12
ICIQLUTSCqol*
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General Instructions for Use

This manual is to be used in conjunction with the CRdEzic Floor Ciaomes Calculator and the
CAHBPelvic Foor Outcomes Calculator Software Guidall 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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Basic Recommended Questionnaires

1. Global Questionnaires
1.1. Australian Pelvic floor questionnaire
1.2.Pelvic floor Distress Inventory (PFDI)
2. Urinary Symptoms
2.1.Bladder Diary/ Frequency volume chart
2.2.Incontinent Episode diary
2.3. International Consultation on Incontinence Questionnaire Urinary Incontinen&hort
Form (ICIQUI SF)
3. Prolapse
3.1. Pelvic Organsmlapse Symptom Scord>OPSHS
4. Bowel
4.1.International Consultation on Incontinence: Anal Incontinence Symptoms (F8)Q
5. Pain
5.1.Pelvic Girdle Pain Questionnaire

Other Outcome measures

6. Urinary Incontinence & Urinary Symptoms Qsionnaires

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 symptomentories.

7.1. International Consultation on Incontinence Questionnaire Female Lower Urinary Tract
Symptoms Module (ICIELUTS)

Scoring

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

of each gestion is a Visual Analogue Scale bother score frdid @hich 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 outtas 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 lower urinary tract symptoms and imgt on quality of life (QoL) in research and clinical practice
across the world. The IGKLUTS is derived from the fully validated BFERH §uestionnaire and provides a
brief and robust measure to assess the impact of urinary symptoms on outcomesctired on a scale

from 0-15 for symptoms of filling, @2 for voiding symptoms and-ZD for incontinence symptoms. This
short and simple questionnaire will also be of use to general practitioners and clinicians in both primary and
secondary care institutms 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 pelilgictan

10
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discussions. It is also an ideal research tool. The Second International Camsudtat 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 brief and robust measure for tlgarpose, as well as in epidemiological surveys, particularly
when more than one measure is being used.

Patient population

The ICIG-LUTS is relevant for use in women, young and old, from all patient groups, including clinic and
community populations, aoss the world.

Time to complete:Afew minutes

Development

Studies were undertaken to evaluate the psychometric properties of the-FCUJ'S following standard
methods of psychometric testing, including content validity, construct validity (incluabngparison with
other existing measures), stability (testtest reliability), internal consistency and responsiveness to

change following treatment. The IGERLUTS has been shown to be robust and psychometrically sound in
studies in the UK.

11
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Reliability: as above

Validity: as above
Responsivenesasabove
Distribution

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

Trym, Bristol BS10 5NB, kki_cotterill@bui.ac.uk)The ICIGLUTS is copyhgprotected 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 isolation in any 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 and any results that are presehtor published. The ICIELUTS has been
translated into a number of languages other than-BErglish 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 ICIELUTS, or would like to enquire about available translations, please contact
Nikki Gardenerdetailsabove). The authors ask that no data from studies to validate alternative language
versions of the ICIGLUTS be published without prior consent.
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Miscellaneous

In addition to the ICIF-LUTS, 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 clinic¢aise. 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 questionnaires (for further itiyaon) are being developed for
seven core conditions: urinary incontinence, other urinary symptoms fCWJS), bowel incontinence,
other bowel symptoms, vaginal symptoms, overactive bladder and noctuwiag form modules will also
include items to asess conditiorspecific quality of life (QoL), general QoL and condsioecific sexual
matters. Finally, there will be posteatment modules to assess outcome, including patient satisfaction,
expectations and complications arising from treatment. Plaager 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.

ThelClEC[ ! ¢{ A& LINAYFINRf& AYyGSyRSR ¥F2NJ ToJorm darbof the2 § S NJ
standard investigative protocol at baseline and follopy in prevalence studies, clinical trials and
investigative studies of symptoms or QoL. The JELQTS will also provide a robust measure for use in
randomised trials evaluating tatments 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 requires. Its simple and robust natdralsdl make the ICKQ

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.

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

13
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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 @ QapAR IMONSHY  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 they bother them. We would be grattgfou 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 /Cc C C C
DAY MONTH  YEAR

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

three |:| s
fourormore[ | 4

2b. 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

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 between 0 (not at all) and 10 (a gieal)

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 |:| 0
occasionally] | t
sometimes|:| 2
most of the time| | 3
all of the time|:| 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 7 810
not at all a great deal
ba. How often do you pass urine ding the day?
1to6 times|:| 0
7to8times| | !
9to 10 times|:| 2
11to 12 timeg | 3
13 or more times|:| 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 34 5 6 7 8 a0
not at all a great deal

F score: sum scores Za

6a. Is there a delay before you can start to urinate?
never[ | ©
occasionally] | !
sometimes|:| 2
most of the time| | 3
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)
o 1 2 3 4 5 6 7 810
not at all a great deal
7a. Do you have tcstrain to urinate?

never|:| 0
occasionallyD 1

15
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sometimes|:| 2

most of the time| | 3

all of the time|:| 4

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

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

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

never |:| 0
occasionally] | t
sometimes|:| 2

most of the time| | 3

all of the time|:|

N

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

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

V score: sum scores 6a+7a+8a

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

never |:| 0
occasionallD
sometimes| | 2

most of the time|:|

all of the time|:|

[uy

w

N

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

01 23 4 5 6 7 8 1
not at all a great deal

16




iCAHE Incontinence Outcomes Calculator: Udanual RN ST

10a. How often do you leak urine?

never I:I

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

11la. Does urine leak when you anghysically active, exert yourself, cough or sneeze?

never |:|
occasionally| |
sometimes|:|

most of the time|:|

all of the time|:|

11b. 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

12a. Do you ever leak urine for no obvious reason and without feeling that you want to go?

never |:|
occasionally| |
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)

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

17




iCAHE Incontinence Outcomes Calculator: Udanual RN ST

13a. Do you leak urine when you are asleep?
never |:|
occasionally| |
sometimes|:|
most of the time|:|
all of the time|:|
13b. How much does this bother you?

Please ring a number between 0 (not at all) and 10 (a gred) dea

o1 2 3 4 5 6 7 8109

not at all a great deal

=

w

| score: sum scores9h3a

© BFLUTSF

Thank you very much for answering these questions.
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7.2.International Consultation on Incontiance Questionnaire Male Lower Urinary Tract
Symptoms Module (ICIQILUTS)

Scoring

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

of each question is Visual Analogue Scale bother score frb@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 following section has been repedtwith permission from the ICIQ Study Group)
Summary

The ICIGMLUTS is a brief and psychometrically robust pat@mpleted questionnaire for evaluating male
lower urinary tract symptoms and impact on quality of life (QoL) in research and clinicat@maeross the
world. The ICILUTS is derived from the fully validatedi@®&SF questionnaire and provides a brief and
robust measure to assess the impact of urinary symptoms on outcome. It is scored on a scal@réon O
voiding symptoms and-24 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 obtain a brief yet comprehensivesiary 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 trials evaluating treatments
for incontinence should employ standardised and validated questionnaires to assess their impact on patient
outcome. The ICKMLUTS provides a brief and robust measure for this purpose, as well as in
epidemiological surveys, particularly when more than one meaisupeing used.

Patient population

The ICIMLUTS 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
Development

Studies were undertaken tevaluate the psychometric properties of the IGURUTS following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testest reliability), internal cosistency and responsiveness to
change following treatment. The IGNMLUTS has been shown to be robust and psychometrically sound in
studies in the UK.

Reliability.: As above
Validity: As above
ResponsiveneséAs above
Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westknmry
Trym, Bristol BS10 5NB, (kki_cotterill@bui.ac.uk)The ICIEMLUTS is copyright protected and should
not be altered in any way. It may be used if it is quoted clearly, iammust 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 system is clearly stated on the gjoesaire. 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 number of languages other th&mglish 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, pleasmntact Nikki Gardenerdétails above). The authors ask that no data from
studies to validate alternative language versions of the1@LQYITS be published without prior consent.

References

s Donovan J, Peters Bbrams P, Brooks S, de la Rosette J, Schafer W. Scoring the short forale|SB
questionnaire.J Urol 2000; 164(6):1948955

s Other references:

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

s 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 incontinendéeurourd.Urodyn.2004; 23(4):3230.

s 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).

s Donovan, J., Badia, X., €us, 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. Khoury, & A. Wein, etslth Publication Ltd, Plymouth, pp. 28Y6.

Miscellaneous

In addition to the ICIMLUTS, the development and 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 related lower urinary tract symptoms (LUTS). Conditieaific short form
guestionnaires (for screening and epidemiological studies) and forg questionnaires (for further
investigation) are being developed for seven core conditions: urinary incontinence, other urinary symptoms
(ICIGMLUTS), bowel incontinence, other bowel symptoms, vaginal symptoms, overactive bladder and
nocturia.Long formmodules will also include items to assess condisiprcific quality of life (QoL), general
QoL and conditiorspecific sexual matters. Finally, there will be pweatment modules to assess outcome,
including patient satisfaction, expectations and cowgtdiions 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 primarily intended for male loM@& dzNRA y I NBE G NI Ol a&dvYLiizyYaQ NX
standard investigative protocol at baseline and follopy in prevalence studies, clinical trials and
investigative studies of symptoms or QoL. The I@LQYTS will also provide a robust measure for mse
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 re@sir Its simple and robust nature will also make the 1CIQ
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 cause and impact on QoL is required.

Descriptors’ Questionnaire, urinary symptoms, quality of life, patient, outcome measure

International Consultation on Incontinence Questionnaire Male Lower Urinary Tract Symptoms Module
(ICIQMLUTS)
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cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI @ QAapAR | NioBT 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 they bottrem. We would be grateful if you could answer
the following questions, thinking about how you have been, on average, ov&tABd FOUR WEEKS

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

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

never |:| 0
occasionallD 1
someimes| | 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 7 810
not at all a great deal

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

never |:| 0
occasionally] | t
sometimes|:| 2

most of the time| | 3

all of the time|:| 4

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

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

21



iCAHE Incontinence Outcomes Calculator: Udanual RN ST

4da. 2 2dzAZ R @2dz alé GKIFIG GKS AGNBYy3IGK 2F @2 dzNJ dzNR
normal|:| 0

occasionally reduce{ | !
sometimes reducecl:| 2
reduced most of the timg__ | 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)

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

5a. Do you stop and start more than once while you urinate?

never |:| 0
occasionally] | t
sometimes|:| 2

most of the time| | 3

all of the time|:| 4

5b. How much does this bother you?
Please ring a number between 0 (not at all) &0da 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| | 3

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 7 810
not at al 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 does this bother you?
Pleaseing 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?
never |:|
occasionally| |
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)
0o 1 2 3 4 5 6 7 810
not at all agreat 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 between 0 (not at all) and 10 éatydeal)

0 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
occasionally] | t
sometimes|:| 2
most of the time| | 3
all of the time|:| 4
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 deh
11a. Do you leak urine when you are asleep?
never |:| 0
occasionally] | t
sometimes|:| 2
most of the time| | 3
all of the time|:| 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 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 urinat
and had dressed yourself?
never |:| 0
occasionaIIyI:| 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)

o1 2 3 4 5 6 7 8109

not at all

a great deal

IS: sum scores-TI2
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13a. How often do you pass urine during the day?

1to6 times|:|
7108 times|:|
910 10 times|:|

11to 12 times|:|

13 or more times|:|

13b. How much does this botér 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 do you have to get up to urinate, average?

three |:|
four or more |:|

14b. 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

© ICSnaleSF

Thank you very much for answering these questions.
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7.3.International Consultation on Incontinence Questionnaire Nocturia Module (1GNJ

Scoring

Part aof each question is entered into the outtes calculator and contributes to the overall scdrart b
of each question is Visual Analogue Scale bother score frdfhvghich does not contribute to the overall
score but is intended as a guide to clinicians to indicate the overall bother experibgded 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 ICIEN is a brief and psychometrically robust patiegimpleted questionaire 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-NiQderived from the fully validated ICSmale and
BFLUTS questionnairaad 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 primary and secondary care institstto 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 tool. The Second International
Consltation 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 brief and robust measure for thisrpose, 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, young and old,
from all patient groupsincluding 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 psychometric testing, including conteslidity, 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 be robust and psychometrically doim
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, Westbumy

Trym, Bristol BS10 5NB, (ikki_cotterill@ui.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 use parts of the questionnaire atigoin any studies without the
written permission of the ICIQ study group. If any researchers or clinicians wish to use tHé, GE)
authors ask to be informed of the details of the study and any results that are presented or published. The
ICIQN hasbeen translated into a number of languages other thanBhglish 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 IQ¥Qor woudl 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 consent.

References

s Donovan J, Alams P, Peters T, Kay H, Reynard J, Chapple C, de la Rosette J, Kondo ABFHE dt8y: the
psychometric validity and reliability of the I6&le questionnaire BJU 1996; 77:554662

s Jackson, S., Donovan, J., Brookes, S., Eckford, S., Swithinb&Rbtams, P. The Bristol Female Lower Urinary
Tract Symptoms questionnaire: development and psychometric tesfidid. 1996; 77:80812.

s Other references:

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

s 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).

s 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 Incoatidatycl
3, 2001 2nd edn, L. Cardozo, S. Khoury, & A. Wein, eds., Health Publication Ltd, Plymouth;3d.267

Miscellaneous

In addition to the ICIN, the development and psychometric testing of the modular ICIQ questionnaire is
being undertaken, imn 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). Conditispecific short form questimaires (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 symmms, overactive bladder and nocturia (IG¥Q Long 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 outcomiacluding 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 motienhes/i

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 aobust 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 objectivesalf siudy 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 perceived cause and impact
on QoL is rguired.

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 ccl/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 they bother them. We would be grétgml 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 /Cc C C C
DAY MONTH  YEAR

2 Are youtick one) FemaleC MaleC

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

lto6times| | ©
7t08times|:| 1

9to 10 times[ | 2
11to 12times|:| 3

13times ormord | ¢

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% 7 8 910
not at all a great deal

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

none[ ] ©
one[ | 1

three|:| 3
fourormore|:| 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

© BFLUTS

Thank you very much for answering these questions.
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7.4. International Conslltation on Incontinence Questionnaire Overactive Bladder Module
(ICIQOAB)

Scoring

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

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 indicate the overall bother experienced by the patient. The
VAS bother scores are not entered into the outcomes calculator.

(The following section has been rgped 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) in men and women in researchnécal cl
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 incontinence and nocturia symptoms. Thi®rs 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 the level and impact of overactiddebl
syndrome and to facilitate patientlinician discussions. Its brevity also makes the -[@AB an ideal
research tool. The Second International Consultation on Incontinence recommended that all randomised
trials evaluating treatments for incontinenaould 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 when more than one measure is bding us

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), stabilityeftretest reliability), internal consistency and responsiveness to
change following treatment. The IGI@AB 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 Urological Institute, Southmead Hospital, Westhamry
Trym, Bristol BS10 5NB, (tkki_cotterill@bui.ac.uk)The ICIEDAB is copyright protected and should not
be altered in any way. It may lused if it is quoted clearly, and it must bsed 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 the ICIQ study group. If any redeens or clinicians wish to use the 1G0@B,

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 thaikndgksh 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 -[@AG, or would like to enquire about
available translations, please contact Nikki Gardener (detlove). The authors ask that no data from
studies to validate alternative language versions of the {GAB be published without prior consent.

References

s Donovan J, Abrams P, Peters T, Kay H, Reynard J, Chapple C, de la Rosette J, Konde'BEHT tstuldys the
psychometric validity and reliability of the I8&le questionnaire BJU 1996; 77:554662

s Jackson, S., Donovan, J., Brookes, S., Eckford, S., Swithinbank, L., & Abrams, P. The Bristol Female Lower Urinary
Tract Symptoms questionnaire: devphloent and psychometric testin@JU. 1996; 77:80812.

s Other references:

s 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; 234):32230.

s 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).

s Donovan, J., Badia, X., Corcos, J., GotohK#lleher, 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., Health Poblicat, Plymouth, pp. 26316.

Miscellaneous

In addition to the ICIE€DAB, 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 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) and long form questionnaiffes 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 condgioecific sexual
matters. Finally, there will be posteatment modules to assess outcome, including patient satisfaction,
expectations and complications arising froreatment. 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 for overactive bladder syndromeaesh, 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 1€@@AB will also provide a robust measure for use in randomised trials
evaluatirg 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. Its simple and robustireatvill also make the ICIQAB 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 @ QapAR | NioBT  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 them. We would be grateful ifoypbd @ahswer
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 /Cc C C C
DAY MONTH  YEAR
2 Are youtick one) FemaleC MaleC

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

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

11to 12 times|:| 3

13 or more timeg | 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 & 8 910
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)

o 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 to urinate?

never |:|
occasbnally[ |
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 6 7 810
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 betwe® (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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7.5. International Consultation orincontinence QuestionnairéJrinary 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
fAd0 6KAOK OFy 06S dzaSR I a slbut@KE scdredf Theistoring ® indickté&d LI i
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 the ICIQ Study Group)
Summary

The CIQUI SF is a brief and psychometrically robust patmarthpleted questionnaire for evaluating the
frequency, severity and impact on quality of life (QoL) of urinary incontinence in men and women in
research and clinical practice across the world. Iteedd on a scale from-B1. The ICIQI 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 and clinicians 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 brevity also makes the HOIQSFan 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 assess their impact on patient
outcome. he ICIQUI 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 the widest range of individuatkjdimg 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 psychometric properties of the-UWCIQF flbowing 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 treatmengincluding conservative management and surgical intervention). TheUC8F

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

Reliability: As above
Validity: As above
ResponsiveneséAs above
Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westhamry
Trym, Bristol BS10 5NB, (Hkki_cotteril@bui.ac.uk) The ICIQJI SF is
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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 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 be informed of the details of thetudy and any results that are presented or published. The-UTIQ

SF has been translated into a number of languages other thakrgKsh using standard methods for
international adaptation. If any researchers wish to be involved in the translationyshpmetric testing of
alternative language versions of the IGUQSF, or would like to enquire about available translations, please
contact Nikki Gardenerdétailsabove). The authors ask that no data from sagdto validate alternative
language versions of the IGLQ) SF be published without prior consent.
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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 accepted series of questionnaires for
reseach 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 questionnaires {tother 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 bladder and nodtorig. form
moduleswill also include items to assess conditigpecific quality of life (QoL), general QoL and condition
specific sexual matters. Finally, there will be pwseatment modules to assess outcome, including patient
satisfaction, expectations and complicationgsang 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 primarily intended for incontinence reskato 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 for use in randomised trials evgluatin
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. Its simple and robust naturelmdlso make the ICHQI SF 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, incontinence, urinary symptoms, quality of life, patient, outcome
measure.
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International Consultation on Incontinence Questionnaitgrinary IncontinencesShort Form(ICIQUI SF)

cc cc cc ccc cc/cclcccec

Initial number ¢ 2RI & QAapAYR | MDSTM 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 following questions, thinking about

howyou have been, on average, over the PAST FOUR WEEKS.

1. Please write in your date of birth: ¢ C /c C /c 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 once a week or less oft<-:|:|
two or three times a WeeD
about once a da3|:|

several times a daj:|

all the time |:|

g ~h WO N B O

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

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

none|[ |
a small amoun{ |

a moderate amounD

alarge amoun{ |

A.

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

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

B

ICIQ score: sum scores 3+4+5
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6 When does urine leak(Please tick all that apply to you)
neverc urine does not IeaD
leaks before you can get to the toiID
leaks when you cough or snee|:|
leaks when you are asleel:|
leaks when you are physically active/exercis|:|
leaks when you have finished urinating and are dres|:|

leaks for o obvious reasoD

leaks all the timel:|

/ 2 LBNAIKG 6 aL/Lv DNERdzZLE

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

Scoring
¢KS LI GASYGQa NBaLRyasSa I NB Sgtar StHNB& scdrehiglddronticallp A y i
computed¢ KS w! L{ G2GFtf &a02NB A& OFftOdAIiSR o6& | RRAGAZ)

Summary

The Urogenital Distress Inventory 6 (Shumaker et al 1994) and the Incontinence Severity Index (Sandvik et
al2000 gSNBE NBO2YYSYRSR T2NJ dzaS o0& OfAYyAOAlLya Ay
Report of the Continence Outcome Measurement Suite Project (Thomas et al 2006). However, subsequent
psychometric testing revealed some inadequacies in these ingnisnand 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 2006). More detail of
this work is povided 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, Community Care Branch,
Australian Gogrnment 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 Continence Management 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 report led to a related projeddeasuring Incontinence in Australia
(Hawthorne, 2006)Measuring Incontinence in Austral{@a006) assessed a number of the recommended
measures (Urogenital Distress Inventory 6, Incontinence Severity Index, and the Wexner Faecal Continence
Grading Scale) by dluding 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 there was a case for the revisibesefd4cales. 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 measurementades 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 better instrument may result frmiiriog the 1SI items
(frequency and amount of urinary leakage) with the three items from the@Jibht have higher itentotal
O2NNBflFidA2ya YR f2FR Y2NB KAIKEE& 2y GKS WISySNIf
to improve the screming 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 survey data from the SAHOS (2004)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 diagnoses. A community survey will
also exalde 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 survey there will be a limitednge 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.
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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 o how much are you bothered byrine leakage related to the
feeling ofurgency?

not at all
slightly
moderately
greatly

O 0O 0O 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
moderately
greatly

O O O 0

3. Do you experienceand if so how much are you bothered byrall 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 few times a month

a few times aveek
every day and / or night

O O 0O 0O 0

5. How much urine do you lose each time?

none
drops
small splashes
more

O O 0O 0

Sansoni J, Marosszeky N, Sansoni E and Hawthorne G Rzd06)g Continence
Measurement Tools (Final Repor@entre for Health Serviceeelopment, University of Wollongong and the Department of
Psychiatry, The University of Melbourne.
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7. Urinary Incontinence Objective Measures
8.1.Bladder Diary / Frequency Volume Chart
Scoring

The bladder diary is an important diagnostic tool for clinicidngrmation 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 proded 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 the patient.

(The following sectiorhas 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 Department Health and Ageing, on behalf ofrtheo@wealth. )

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 the daily period and each
voided volume. Iraddition 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 and Burgio (2001) report the outcarhesmajor 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 14 day bladder 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 2o0lGlFAY Yy AYGSNyL € O2yaraitSyoe
suggested that seven consecutive days of béadtiary 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 diary in a sample of 138
women with stress uring 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 to r = 0.831. The correlation betweefirst 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 in stress urinary incontinence.

Rabin, MNett and Badlani (1996) reported the outcomes of an evaluation of an electronic voiding diary

Ot f SR+*@/AR¥IlDdz | 26 SOSNE (KS@ RAR y20 NBLRNI NBf ALl
those of more conventional methods.
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Robinson, McGlh, 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 participated in the study. The testast 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, Wilson and Fantl (1988) reported thieooes 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. Tedese reliability was found to be satisfactory

for the dary.

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 incontinence. On the basis of theamalysis, 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¢1CS/WHO Consultation on Imtmence 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 therefore recommend that the CommieQa GSYLIX I GS 06S FTR2LIISRk | R2
practitioners. The recommendations from the Committee are reproduced below in the form of
recommended form templates from their report:

Three types of Bladder Charts and Diaries can be used to cadiiect d

Micturition Time Chart
9 Times of voiding and
9 Incontinence episodes

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

Bladder Diaries
The information abve, but also
1 Assessments of urgency
1 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 Volume Charts Bladder Charts and Diaries

The research in this area, as with the research with pad tests shows that broadly the longer the period of
GKS GSad GKS o0SGGSNI G4KS LIA2OK2YSUNARO LISNF2NXYIyOSo
of the seven day voiding diary found thiite 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 tttyadBary may have sufficient
psychometric performance for clinical evaluation.

References
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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 Continence Management Strategy,
with permissdn 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 went to bed at
night should be clearly indited. Voided 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 as in the suggestions given for pasienttions. 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 MICTURITION TIME CHART

This chart helps ywoand 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®ghart you need to
record:

1. When you get out of bed in the morning, show thisontheNdla 6& gNARGAY AT aD20 2 dzi

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.LF 82dz £SI] dNAYySS &K2¢ (0 Kahtble trdedyoudebldedi Ay 3 | a2 é 66

4. When you go to bed at the end of the day show itonthe diggyNA 1 S~ a2 Sy i (G2 0SR¢

Date/time Fluids taken in Amount of urine passed *= wet
(mls or ounces)

8.2.Incontinent Episode Diary
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Background

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

The ICS recommends a thrday bladder diary for accurate initial assessment of lower urinary tract
symptoms in women in clinical practice but recommends a sedanbladder diary for research purposes
(Staskin et al., 2005)The optimal tine 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 recording is associated with reduced
patient conpliance(Robinson et al., 1996, Gordon and Groutz, 2001)

2R ¥
SaQ

Wyman et al (1988) foundtheRl & RAI NB (G2 oS | NBfAILFI6tS YSi
daytime micturitora Q ' YR Wy dzYoSNJ 2F Ay O2yidAySyid SLAA&?Z2
function. It was also found to be reliable whether instructions were brief or more inte(Riokinson et al.,
1996)

K
R

The ICS provides no guidance about the optimal tool for collection ebmg information on the variable
WAYO2yGAYSYyld SLA&a2RS FTNBIljdSydeqQ [ft2ySd 1'a LI NI 2
symptoms, patients are required to complete a8y bladder diaryLaycock et al., 2001However, for
measurement of outcome of the frequey 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 range of typical activities such as psgformi
household chores, recreational and sporting events such as gym attendance or sports participataay A 7
diary may be important for women with stress incontinence, whose incontinence may only be provoked by
physical activities such as weekly sportiggm. Studies have confirmed the reproducibility of the variable
WAYO2y GAYy Syl SLA aaaRdary@Vidah eiz8l.y108830d sinpl® Yharts had been found

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

Scoring

The number of incontinent episodes recordes 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 continue recording for 7 days)

Day 1 Day2 Day 3 Day 4 Day 5 Day 6 Day 7

eg X
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8.3.24 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 calculates volume (weight) of urine loss. Cloapgdime 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 care practitioners in general are n@lyiko 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 management ofgpostatectomy incontience.

The reliability of the 24 hour pad test will depend on the standardization of the procedure and on the scales
used. Reaesting 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 if the scales used do not have adeqgatssitivity.

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 is weighed by the 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 project funded under the National @oatine
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 quantitativeneasuring 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 administered. It is hardly surprisingltimaer 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 reliability and validity.
However, the length oftte 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 tests for measurement of urinary incooéinen
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 testdf duration 12¢ 14 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 urinary incontinence. In their revieweth noted that there is a large degree of intra and
individual variability and that it may not be possible to use such measures to formulatdfotglues to
separate continence from incontinence.

The Second ICS/WHO consultation on incontinence conchiaéd
1 A 24hour test has good reproducibility
1 Atestlasting longer than 24 h has little advantage
1 A pad test cannot distinguish between stress and urge incontinence

A review of some of the many studies of this issue is now presented.

Jorgensen, Lose amthdersen (1987) studied the reliability and validity of the -tioeir pad 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 relatively good. However, it is at the dad of expectation from a psychometric
viewpoint.

Lose, Rosenkilde, Gammelgaard and Schroeder (1988) reported a further study of theupnpad
weighing test in a study sample of 25 female patients with urinary incontinence. On this occasior, test re
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 correlation cefficient to analyse theidata. 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 sample of 14 a
symptomatic participants. Usjy a Kendall cefficient 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 Fririiddtler (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 tests with different levels of
activity and high and low fluid intake. The researchers reported that thénd# pad test gave a
satisfactory level of test rest reliability.

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

Ryhammer, Laurberg, Djurhuus and Hermann (1998) studied the association between urinary incontinence

and pad tests using a 2#ur pad test in a sample of 144 healthyenopausal 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 concerning the reproducibility of
outcomes @ the onehour 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 associated with these estimates were fdonoe large. The test reest 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 measurement of post treatment outcomes for
urinary incontinence.

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

Persson, Bergqvist and WolAdanssen (2001) reported the outcomes of an ulihert perineal pad tds

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 test 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 (1996) performed a study of the home pest for women with urinary incontinence. Testre
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 test, in combination with the frequency \aflarhe

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 performance to be used. If it is required to neetimur
volume of leaked urine then a Z@bur 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 fothe 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 GFroQd /2t€ESOG Ittt 6SG LI Ra €ebthé bagisedied dzNE
G2 F@2AR SOILERNIIGA2Yy D 2SA3IK FYyR SYiSNI GKS ¢SAIKID
Weigh the same number of dry pads in an identical plastic bag to obtain the weight of the pads and enter in
0KS WRNE LIR 6SAIKGIQ Opdzzy PRNBY2 BIIR LW 84 IKH A K IRR &)
(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 rehidity of the scales used.
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8. Quality of Life Measures

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

Scoring

Part aof each question is entered into the outcomes calculator and doutes to the overall score.

Part bof each question is a Visual Analogue Scale bother score #bdnwhich 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 VA 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 psychometrically robust patieompleted questionniae 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 |1 SIfidK vdsSadAaz2yyrANB o60YIl vy
detailed androbust measure to assess the impact of urinary incontinence on quality of life with particular
NEFTSNBYyOS (2 a20Alf S¥FFSOitaod LG Aa |y ARSFHE NBasStH
urinary incontinence. The Second InternatibnConsultation on Incontinence recommended that all
randomised trials evaluating treatments for incontinence should employ standardised and validated
guestionnaires to assess their impact on patient outcome. ThellOTFBqol 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 undertaketo evaluate the psychometric properties of the 1&@IQTSqol following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testtest reliability), interml consistency and responsiveness to
change following treatment. The IGLQUTSqol 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

Corresponénce to: Mrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westbumy

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

not be altered in any way. It may be used if it is quotbehrly, 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 any researchers or cliniciantowish the ICIQ
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 thdanglish using
standard methods for internadhal adaptation. If any researchers wish to be involved in the translation or
psychometric testing of alternative language versions of the-LCIQSqol, 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 thedQIpPSqol be published without prior consent.

References

s Kelleher,C., Cardozo, L., Khullar,V., Salvatore, S. A nestiannaire to assess the quality of life of urinary
incontinent womenBJOG1997; 104:1374.379

s Other references:

s 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 uringrincontinenceNeurourol.Urodyn2004; 23(4):3230.

s 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).

s Dorovan, 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. Cardozo, houry, & A. Wein, eds., Health Publication Ltd, Plymouth, pp3267

Miscellaneous

In addition to the ICIQUTSqol, the development and psychometric testing of the modular ICIQ
guestionnaire is being undertaken, in an effort to produce an intermatiy 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 epidefoigical 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 symptoms, overactive bladder and
nocturia. Long form modules will also include items to assess condgmtific quality of life (LUTSqol),
general QoL and conditiespecific sexual matters. Finally, there will be pweatment modules to assess
outcome, including patient satisfaction, expations 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 ICIQUTSqol is primarily ibded 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 or QoL. The 4QkPSqol will also pvide 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 domains for use independently or
together as bhe objectives of each study requires.

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

51


mailto:kerry_martin@bui.ac.uk

iCAHE Incontinence Outcomes Calculator: Udanual RN ST

International Consultation on Incontinence Questionnaire Urinary Incontinence Quality of Life Module
(ICIQLUTSqol)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI @ QAapAR | NioBTH YEAR

CONFIDENTIAL
Quiality of life

Below are some daily activities that can be affected by urinary problems. How much does your urinary
problem afiect 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€ AST FOUR WEEKS

1. Please write inyour date of birth: ¢ ¢ /c C /c C C C
DAY MONTH  YEAR
2 Are yu (tick one) FemaleC MaleC

3a. To what extent does your urinary problem affect your household tasks (e.g. cleaning, shopping, €
not at all

slightly [ ]

2
moderately |:| 3
4

alot|:|

[EnY

3b. How much doeghis 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

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

notatall|[ |
slightly [ |
moderately| |
alot| |

A W DN PP

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% 7 8 910
not at all a great deal
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ba. Does your urinary problem affect your physical activities (e.g. going for a walk, run, sport, gym, e
not at all 1
slighty[ ] 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 your urinary problem affect your abilitip travel?
notatall[ | 1
slighty[ ] 2
moderately|:| 3
alot| | 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 7 810
not at all a great deal
7a. Does your urinary problem limit your social life?
not at all |:| 1
slighty[ ] 2
moderately|:| 3
a lot |:| 4
7b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a gieal)
0o 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
slightly[ ] 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)

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

a great deal
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9a. Does your urinary problem affect yo relationship with your partner?

not applicable|:| 8
not at all |:| 1
slightly[ ] 2
moderately|:| 3
a lot |:| 4
9b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
0O 1 2 34 5 6 7 8 a0
not at all a great deal

10a. Does your urinary problem affect your sex life?
not applicable|:| 8
not at all |:| 1
slighty[ ] 2
moderately|:| 3
a lot |:| 4

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

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

a great deal

1l1a. C. Does your urinary problem affect your family life?
not applicable

11b. 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

[ ]s

not at all |:|
slighty[ ]
moderately|:|
a lot |:|

A W N P

a great deal

12a. Does your urinary problem make you feel depressed?

not at all |:| 1
slighty[ ] 2
moderately|:| 3
very much|_| 4
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12b. How much does this bother you?
Please ring a number between 0 (not at all) &0da 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?
not at all |:| 1
slightly[ ] 2
moderately|:| 3
very much |:| 4
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. Does your urinary prblem make you feel bad about yourself?
not at all |:| 1
slighty[ ] 2
moderately|:| 3
very much|:| 4
14b. 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% 7 8 910
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 @{mt all) and 10 (a great deal)

0 1 2 3 4 5 6 7 8 109
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. Howmuch 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 any of the following? If so, how mueh
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)
0o 1 2 3 4 5 6 & 9 10
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 number between 0 (not at all) and 10réatgdeal)
0 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 des 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 case you 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 7 810
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 great deal)

0O 1 2 34 5 6 7 8 a0
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 10 (a great deal)

01 23 4 5 6 7 8 1
not at all a great deal

© KHQ
/ 2LRNRIKG 6 &L/ Lv DNERdzLXE

Thank you very much for answering these questions.
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9.2.4.2 International Consultation on Incontinence Questionnaire Nocturia Quatifytife
Module (ICIQNgol)

Scoring

Question 15is a Visual Analogue Scale bother score froff® Gvhich does not contribute to the overall
score but is intended as a guide to clinicians to indicate the overall bother experienced by the patient. It
shouldnot 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 evaluating quality of life (QoL)

in pdaients with nocturia for use in research and clinical practice across the world. Th&¢OI@ the N

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

LI GASyGaQ tAgdSa 2F y200dz2NAIF & ¢KS {SO2yR LYGSNY!I G.
randomised trials evaluating treatments for incontinence should employ standardised andtedlida
guestionnaires to assess their impact on patient outcome. TheNg® provides a robust measure for this
purpose.

Patient population

The ICIENqgol is relevant for use in men, young and old, from all patient groups, including clinic and
community pgulations.

Time to completeSeveral minutes

Development

Studies were undertaken to evaluate the psychometric properties of the-Ngt following standard
methods of psychometric testing, including content validity, construct validity (including atsopawith
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 alove

Validity: As above

ResponsiveneséAs 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 ICIENgol is copyright proteted 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 isolation in any studies without
the written permission of the ICIQ study group. If any researchers or clinicians wish to use tidgtT|Q

the authors ask to be informed of the details of the study and any results that are presented or published. If
any researchers wish to bavolved in the transltion or psychometric testing of alternative language
versions of the ICHQIgol, 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 Enguag
versions of the ICIQgol be published without prior consent.

References

s 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 nocturidrology.2004; 63(3): 48486

s Other references:

s 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.

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

s Donovan, J., Badia, X., Corcos, J., Gotoh, M., Kelleher, C., Naught&rShaw, 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., Health Publication Ltd, Plymouth;3i6. 267

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 questionnaires for
research and clinical use.dICIQ is intended to be fully comprehensive for incontinence and related lower
urinary tract symptoms (LUTS). ConditEpecific short form questionnaires (for screening and
epidemiological studies) and long form questionnaires (for further investigasiom)©eing 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 include items

to assess conditiospecift quality of life (Ngol), general QoL and conditggrecific sexual matters. Finally,
there will be posttreatment modules to assess outcome, including patient satisfaction, expectations and
complications arising from treatment. Please refer to copieshef 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 life 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@qol will also provide a robust measure for use in randomised trials
evaluating treatments for nocturia in ordém 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, out come measure
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International Consultation on Incontinence Questionnaire Nocturia Quality of Life Module (18QI)

cc cCc cC ccc

cc/cclcccec

Initial number ¢ 2RI & QapAWR | NioSTH YEAR

CONFIDENTIAL

Quality df life
CKS F2tf2gAy3 adriSySyiaa I NB
1. Please write in your date of birth: ¢ ¢ /c C /Cc C C C

DAY  MONTH YEAR
2 Are youtick one) FemaleC MaleC

OVER THEAST FOUR WEEK&VING TO GET UPMIGHT TO URINATE

I 6 2 dzi

GKS AYLI O

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

O P, N W b

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

SO P N W b

5. Has required me to nap during the day

O r N W b

6. Has made me less productive the next day

O P, N W b
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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 P N W b

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

every night|:|
most nights|:|
some nighty |

SO P, N W b

OVER THBAST FOUREEKS HAVE BEEXI X X X

10. Concerned that | am disturbing others in the house because of having to get up at night to urinate
every nightl | 4
most nights|:|
some nights|:|

rarely |:|
Not at all |:|

O Fr N W

11. Preoccupied about having toag up at night to urinate

every night| |

most nights|:|
some nights|:|
rarely |:|

Not at all |:|

O r N W &

12. Worried that this condition will get worse in the future

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

O P N W b

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

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

14.

Overall, how bothersme 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 at night to urinate interfere withuyaveryday 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 much for answering these questions.
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9.3.International Consultation on Incontinence Questionnaire Overactive Bladder Quality of
Life Module (ICIQDABqol)

Scoring

Question 28is a Visual Analogue Scale bother score freff® Gvhich does not contribute to the overall
score but is intended as a geido 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 ICIQDABQol is a psychometriba robust patientcompleted questionnaire evaluating quality of life

(Qol) in patients with overactive bladder for use in research and clinical practice across the world. The ICIQ
OABqol is the OA8 adapted for use within the ICIQ structure and providegetailed and robust measure

to assess the impact of overactive bladder on quality of life. It is an ideal research tool as it explores in
RSGI AT GKS AYLIOG 2y LI GASyGaQ tA@Sa 2F 2@SNI O
Incontinence ecommended that all randomised trials evaluating treatments for incontinence should
employ standardised and validated questionnaires to assess their impact on patient outcome. Fhe ICIQ
OABqol provides a robust measure for this purpose.

Patient population

The ICIQ@DABQol 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

Development

Studies were undertaken to evalte the psychometric properties of the ICE@ABQqol following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testtest reliability), internal consiehcy and responsiveness to
change following treatment. The IGI@ABQgol has been shown to be robust and psychometrically sound in
studies in the UK and US.

Reliability.: As above
Validity: As above
Responsivenes#s above

Distribution

Correspondencea Mrs Nikki Cotterill Bristol Urological Institute, Southmead Hospital, Westknmry
Trym, Bristol BS10 5NB, (Kkki_cotterill@bui.ac.uk)The ICI€DABqol is copyright protected and should
not be altered in any way. It may be used if it is quoted cjearhd 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 any researchers or clinicians wishtteUgQ
OABqgol, the atlnors ask to be informed of thdetails of the study and any results that are presented or
published. The ICKQABgol has been translated into a number of languages other thaBrdksh using
standard methods for international adtggion. 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 Nikki Gardeuwetdils above). The authors ask that no data from
studies to validate alternative language versions of the 4GABqol be published without prior consent.
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Miscellaneous

In addition to the ICIEDABqol, the development and psychometric testing of the madufalQ
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 related lower urinary tract symptom&U(TS). Conditiespecific short form
guestionnaires (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 inaatinence, other bowel symptoms, vaginal symptoms, overactive bladder and
nocturia. Long form modules will also include items to assess conddpatific quality of life(ICIQ
OABgol) general QoL and conditiespecific sexual matters. Finally, there vl 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 andcurrent validation status of the modules/items.

The ICIGDABQqol is primarily intended for overactive bladder quality of life research, to form part of the
standard investigative protocol at baseline and foHop in prevalence studies, clinical trials dan
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 seiguarticular 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 Consultation on Incontinence QuestionmaiOveractive Bladder Quality of Life Module
(ICIQOABQoI)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI @ QAapAR | NioBT YEAR

CONFIDENTIAL

Quality of life

For the following questions, please think abowuy overall urinary symptoms ithe past 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 number that best answers each question.

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

During thepast fourweek§¥ K2 ¢ 2F 4GSy KI @S @&2dz2NJ of I RRSNJ aevyLiizya

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 timg__|
most of the time|:|

all of the time|:|

o O~ WODN P

4, Caused you to feel drowsy or sleepy during the day?
none of the time|:|

alittle of the time| |
some of the time[ |

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

all of the time|:|

o 00 WDN P

D

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

all of the time|:|

o 0o~ WODN P
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6. Caused you distress?
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 DN P

During thepast four weeks how often haved 2 dzNJ 6 f F RRSNJ &d@ YLJi 2 Ya X

7. Frustrated you?
none of the time|:|

alittle 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

8. Made you feel like there is something wrong with y@
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

9. I nterfered with your ability to get a goo
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 0ol A WN RS

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

1
a little of the time |:| 2
some of the time|:| 3
agood bit of the time[ | 4
most of the time|:| 5

6

all of the time|:|

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

12.  Frustrated your 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|:|

o 00 WDN P

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

alittle of the time| |
some of the time[ |

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

all of the time|:|

o OB~ WDN P

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

alittle of the time[ |
some of the time|:|

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

SO0 A W N P

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|:|

most of the time|:|

all of the time|:|

1
2
3
a good bit of the time|:| 4
5
6
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16. Made you avoid activit  ies 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] |
most of the time|:|

all of the time|:|

o OB~ WDN PP

During thepast four weeks how often haved 2 dzNJ 6 f  RRSNJ a@ YLJi2YaX

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 of the time|:|

all of thetime |:|

o 01~ WODN P

18.  Awakened you during sleep?
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 00~ WODN P

19.  Made you worry about odour or hygiene?
none of tre 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

20. Made you uncomfortable while travelling with others because of needing to stop for
a toilet?
none of tre time |:|

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

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

all of the time|:| 6

a b~ WO DN B

During thepast fourweek¥ K2 ¢ 2F 0SSy KI @S @2dz2NJ of I RRSNJ aevyLiizya
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21.

Affected your relationships with famil y 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|:|

o OB~ WODN P

22.

Caused you to decrease participating in social gatherings, such as parties or
with family or friends?

visits

none of the time|:|
alittle of the time[ |
some of the time|:|

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

all of the time|:|

o 00 WN P

23.

Caused you embarrassment?

none of the time|:|
alittle 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

24.

Interfered with getting the amount of sleep you needed?

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|:|

ga b~ W DN

»

During thepast four week§ K2 g 2F 4GSy KI @S @2dz2NJ 6f F RRSNJ &a& YL

25.

Caused you to have problems with your partner or spouse?

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

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

all of the time|:|

o 01~ WODN P

| 26.

Caused you to plan activities more carefully?
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none of the time|:| 1

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

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

all of the time|:| 6

27.  Caused you to locate the closest toilet as soon as you arrive at a place you have
never been?
none of the time|:| 1
a little of the time|:| 2
some of the time|:| 3
a goodbit of the time |:| 4
most of the time|:| 5
all of the time|:| 6
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 45 6 7 8 90
not at all a great deal
© OABq

/ 2 LBNAIKG 6 aL/Lv DNERdzZLE

Thank you very much for answering these questions.
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9.4. International Consultation on Incontinence Questionnaire Urinary Incontinence Quality of
Life Module (ICIQUIqol)

(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 (QoL) in
urinary incontinent patientdor use in research and clinical practice across the world. TheU@i) is 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 quality of life with particulaference to feelings and emotions. It is an
ARSEFt NB&aSINOK 22t +Fa AG SELX2NBa Ay RSGIAfT GKS
International Consultation on Incontinence recommended that all randomised trials evaluating treatfoen
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 ICIQJIgol is relevant for use in the widest rangeindividuals, 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 properties of the-Wty@ following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (tastest reliability), internal consistency and responsiveness to change
following treatment. TheClQUIqgol has been shown to be robust and psychometrically sound in studies in the
UK.

Reliability. As above
Validity: As above
Responsivenes#s above
Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, Southmead Hiap Westburyon-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 entirety, as presented in the
copy enabsed. 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#daliQhe authors ask

to be informed of the details of thetudy and any results that are presented or published. The-UT4Ql has

been translated into a number of languages other thanBi#iglish using standard methods for international
adaptation. If any researchers wish to be involved in the translation pchmnetric testing of alternative
language versions of the IGL@gol, 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 ICIQUIgol be published without prior consent.
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Miscellaneous

In addifon to the ICIQUIqol, 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 use. The ICIQ is intended to blyfeomprehensive for incontinence and related lower urinary tract
symptoms (LUTS). Conditispecific short form questionnaires (for screening and epidemiological studies) and
long form questionnaires (for further investigation) are being developed feersecore 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 cond#patific quality

of life (ICIQUIpl), 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 copies of the individual modules further details and to the ICIQ validation
checklist for the origin and current validation status of the modules/items.

The ICIQUJIqgol is primarily intended for urinary incontinence quality of life research, to form part of the
standard investigativ@rotocol at baseline and followp in 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 for urinary incontinence in ordéw 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
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International Consultation on Incontinence Questionnaire Urinary Incontinence Quality of Life Module
(ICIQUIqol)

cc cc cc ccc cc/ccl/cccec
Initial number ¢ 2RI @ QAapAR | NioBTH YEAR

CONFIDENTIAL
Quiality 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 & ffeimoment If you are
unsure about howd answer a question, please give the best answer youTdagre 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 C
DAY MONTH YEAR

2 Are youtick one) FemaleC MaleC

Your Feelings

3. | worry about not being able to get to the toilet in tim§Tick one box)
extremely|:| 1
quite a bit I:l 2
moderately|:| 3
alitebit| | 4
not at all |_| 5
4, | worry about coughing or sneezing because of my incontine(iGek one box)

extremely I:l 1
quite abit| | 2
moderately|:| 3
4

alittle bit [ |

not at all 5

5. L KIFE@S 2 06S OFNBTFTdA adlyRAYy3I dzLJ I T i S(Nigklor® BoR)
extremelyl:l 1
quite abit| | 2
moderately|:| 3
alitte bit[ ] 4
5

not at all l_l

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

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

g A WO DN B
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7. | feel depressed because of my incontinen@&ck one box)

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

8. .SO0ldzaS 2F Y& AyO2yliAySyOSs L R2y Qi TS §Tickdna&lJ

box)
extremely|:| 1
guite a bit |:| 2
moderately|:| 3
alitebit| | 4
not at all |_| 5

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 A WO N B

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

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

g A WO DN PP

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

extremelyl:l 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|:| 1

quite a bit |:| 2

moderately|:| 3

alitte bit| | 4

not at aII|_| 5
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13.

.50 d&aS 2F Yeé AyO2yuAySyOS: Al Qaickonel®&ND [ y a

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

g A W N B

14.

| worry about my incontinence getting worse as | grow old@rick one box)

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

g A WO N B

15.

L KIFIP3S RAFTFAOAA Gé 3ISHGGAYy3I | T2 @Rk ogferbakK G Q &
extremely I:l
quite a bit |:|

moderately |:|

alittle bit [ |
not at all

a A WO N P

16.

| worry about being embarrassed or humiliated because of my incontine(iiek one box)

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

g A WO DN PP

17.

Myiy O2y GAySyOS YI{1Sa YS TSS(TickodebdxF LQY y2i
extremely[ ]
quiteabitl:|

moderately|:|

alittle bit [ |
not at all

a A WON B -

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

75




iCAHE Incontinence Outcomes Calculator: Uganual UIESKaE NS0

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

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

not at all

g h WO DN PP

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

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

g A W N B

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

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

g 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 |_|

ga A WO DN P

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

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

g A W N BB

24. 1 worry about having sex because of my incontinen@eck one box)

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

g A WO DN PP

© 1-QOL (Eli Lilly and Company, 1996)
/ 2LBNAIKG 6 daL/ Lv DNEPdzLE
Thank you very much for answering these questions.

76




iCAHE Incontinence Outcomes Calculator: Uganual UIESKaE NS0

9.5. Pelvic Floor Distress InventokyShort Form (PFERO)
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 total for each
sub-scale and a qusionnaire 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-ZBFBI 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 andCRADB)
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.
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Time to complete A 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 foratsguDI

11Q-7), developed by Schumaker etal®andrated G KA IKf & NBO2YYSYRSR¢ 1jdzSai.
2F AyO2yGAySyOS IyR AyO2yliAySyOS AYLI OG o0& GKS 22
Consultation on Incontinenck.

The short forms of the PFDI and PFIQ (PBDdnd PFI() 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.r Only the PFR20 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 @86 Euclid

Ave., Desk A81, Cleveland, OH 44185A.Office: (216) 449439 | 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 experienggessuran 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? 3

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 mumvdoes it bothgr you? 3

I I I I
Not at all Somewhat Moderately Quite a bit
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5. Do you usually experience a feeling of incomplete bladder emptying?
I No, T Yes
If yes how mucI1 does it bothver you? 3

I I I I
Not at all Somewhat Moderately 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 bothgr 107 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 I
Not at all Somewhat Moderately Quite a bit
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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 much does it bother you?

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 bothgr 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? 3

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
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15.Do you usually experience frequent urination?
I No, T Yes
If yes how much does it bother you?

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 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 mucI] does it bothgr you? 5

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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9. Vaginal Symptoms

10.1. International Consultationon 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 vaginal prolapse
SEOSLIi F2N) vdzSairzy ¢ 6KAOK |al1a 6KSUGKEN (KS
considered this a possible peseatment complication and thus have not included the question in

the scoring. However, Question 9 may have relevance widar 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 beerprited 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 research anc
clinical practice across the world. The ISIQ 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 symptoms ai @or 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 a brfeyet 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 trials evajuati
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 epidemiological survpgsticularly 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 minutes

Development

Studies were undertaken to evaluate the psychometric properties of the-WMSI@llowing standard
methods of psychometric testing, including content validity, construct validity stability-gésst
reliability), internal consistency and respsiveness to change following treatment. The WWKRhas
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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Distribution

Correspondence toMrs Nikki Cotterl| Bristol Urological Institute, Southmead Hospital, WestkmyTrym,
Bristol BS10 5NB, UHKikki_cotterill@bui.ac.uk)The ICIE/S is copyright protected and should not be altered

in any way. It may be used if it is quoted clearly, and it must be usitsl émtirety, 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. The scoring system is clearly stated on the questionnaire. If any
researchers or clinicians wish to use the KVIR) the authors ask to be informed of the details of the study and
any results that are presented or published. The fZ8will be translated into a number of languages other
than UKEnglish using standard mettis for international adaptation. If any researchers wish to be involved in
the translation or psychometric testing of alternative language versions of theMS|Qr would like to
enquire about available translations, please contact Nikki Gardeteggi(s above). The authors ask that no
data from studies to validate alternative language versions of the WS Qe published without prior consent.

Reference

Price N, Jackson SR, Avery K, Brookes ST, Abram&BpbBent and psychometric evaluation of the ICIQ Vaginal
Symptoms Questionnaire: the IGW@.BJOR006; 113(6): 70A.2.

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.

Gardener N, Avery K, Abrams P & Norton C. Metods of development of a symptom and quality of life measure for bowel
symptoms: ICIBS Neurourol.Urodyn2005; 100. (Abstract)

Donovan J., Bosch JLHR., Gotoh M., et al. 2005. Symptom and quality of life assessment. In: Abrams P, Cardozo L, Khot
S, Wein A, eds. Incontinence, Third ed. Plymouth: Health Publication Ltd, 2084619

Miscellaneous

In addition to the ICIYS 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 use. The ICIQ is intended to be fully comprehensivindéontinence and related lower urinary tract
symptoms (LUTS). Conditispecific short form questionnaires (for screening and epidemiological studies) and
long form questionnaires (for further investigation) are being developed for seven core condifiome:y
incontinence, other urinary symptoms, bowel incontinence, other bowel symptoms, vaginal symptoms (ICIQ
VS), overactive bladder and nocturlaong form modules will also include items to assess condjpatific
quality of life (QoL), general Qohdaconditionspecific sexual matters. Finally, there will be pweatment
modules to assess outcome, including patient satisfaction, expectations and complications arising from
treatment. Please refer to copies of the individual modules for further teetd alsavww.icig.netwhich is

being developed as the project progresses.

ThelIClI{ Aad LINAYINAf& AYyGSYRSR F2N) I IAyltf &adYLIi2Ye
protocol at baseline and followp in prevalence studies, clinical trials and investigative studies of symptoms
or QoL. The ICIQS will also provide a robust measure for use in randomised trials evaluating treatments for
vaginal symptoms in order to assess their impact on patient outcdmestigators will be able to select
particular modules or domains for use independently or together as the objectives of each study requires. Its
simple and robust nature will also make the 188 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, vaginal symptoms, quality of life, patient, outcome measure
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International Consultation Orincontinence Vaginal Symptoms Questionnaifi€IQVvsS)

cc cc cc ccc ccl/cclcccec
Initial number ¢ 2RI & QabAR | MOBTH  YEAR
CONFIDENTIAL
Vaginal Symptoms Questionnaire
Many people experience vaginal symptorssme of the time. We are trying to find out how many people

experience vaginal symptoms, 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, ovd?AlST FOUR WEEKS

tftSrasS oNAGS Ay G2RlI&Qa RIFGSY

DA MONTH YEAR

Please write in your date of birth:

DAY MONTH YEAR

Vaginal symptoms

la. Are you aware of dragging pain in your lower abdomen?

never|:| 0
occasbnally |:| 1
sometimes| | 2

most of the time|:| 3

all of the time[ | 4

1b. How much does this bother you?
Please ring a number between 0O (not at all) and 10 (a great deal)

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

2a. Are you aware of soreness in your vagina?

never|:| 0
occasionally{:| 1
sometimes|:| 2

most of the time[ | 3

all of the time|:| 4

2b. How much does this bother you?
Please ring a number betweer(ribt at all) and 10 (a great deal)

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

86



iCAHE Incontinence Outcomes Calculator: Uganual UIESKaE NS0

3a. Do you feel that you have reduced sensation or feeling in or around your vagina?

not at all |:| 0
alite [ ]2
somewhat[ ]2
a lot |:| 3

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

o 1 2 3 4 5 6 7 810M0
not at all a geat deal

Prolapse is a common condition affecting the normal support of the pelvic organs, which results in descent or
WRNRBLIAY3IA R26yQ 2F (GKS @QFraAAylt grffta yRk2N GKS |
bowel and the womb. Syptoms are usually worse on standing up and straining (e.g. lifting, coughing or
exercising) and usually better when lying down and relaxing.

Prolapse may cause a variety of problems. We are trying to find out how many people experience prolapse, anc
how much this bothers them. We would be grateful if you could answer the following questions, thinking about
how you have been, on average, over B&ST FOUR WEEKS

4a. Do you feel that your vagina is too loose or lax?

notatall[ ]o
alite [ |1

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

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

5a.  Are you aware of a lump or bulge coming down in your vagina?

never |:| 0

most of the time|:| 3

all of the time|:| 4

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

o 1 2 3 4 5 6 7 810
not at all a great deal
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6a. Do you feel a lump or bulge come out of your vagina, so that you can feel it on the outside or see it
the outside?
never|:| 0
occasionaly| ]t
sometimes|:| 2
most of the time| | 3
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)
O 1 2 3 4 5 6 7 9810
not at all a great deal
7a. Do you feel that your vagina is too dry?
never|:| 0
occasionaly| ]t
sometimes|:| 2
most of the time| | 3
all of the time|:| 4
7b. How much does this bother you?
Please ring a number tveeen O (not at all) and 10 (a great deal)
o 1 2 3 4 5 6 7 810
not at all a great deal
8a. Do you have to insert a finger into your vagina to help empty your bowels?
never|:| 0
ocasionally[ ]t
sometimes|:| 2
most of the time| | 3
all of the time[ ] 4
8b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
o 1 2 3 4 5 6 7 810
not at all a great deal
9a. Do you feel that your vagina is too tight?
never |:|
occasionaIID
sometimes|:|
most of the time|:|
all of the time|:|
9b. How much does this bother you?

Please ring a number between O {iab all) and 10 (a great deal)

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

We would be grateful if you could answer the following questions, thinking about how swe been, on
average, over thAST FOUR WEEKS

10. Do you have a sex life at present?
ves[ ]
no, because of my vaginal sympto ] ©
no, because of other reass |:| 2
If NO, please go to question 14
1la. Do worries about your vagina interfere with your sex life?
not at all |:| 0
alitte [ ]2
somewhat|:| 2
a lot |:| 3
11b. How much does this bother you?
Please ring a number between O {iab all) and 10 (a great deal)
o 1 2 3 4 5 6 7 810
not at all a great deal
12a. Do you feel that your relationship with your partner is affected by vaginal symptoms?
notatall[ |o
alitte [ ]2
somewhat| | 2
a lot |:| 3
12b. How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)
o 1 2 3 4 5 6 7 810
not at all a geat deal
13. How much do you feel that your sex life has been spoilt by vaginal symptoms?

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
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Quiality of life

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

14. Overall, how much do vaginal synopts interfere with your everyday life?

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

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

Thank you very much for answimg these questions.
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ICIQVS 10/05

Vaginal symptoms questionnaire

SCORING

(This section is for administrative use only)

Patient number

Vaginal symptoms score

Vaginal symptom score =2 @lragging pain) +34soreness in vagina) + (reducgehsation) +
23 (vagina too loose) +2Zlump felt inside) + 2(lump seen outside) +32vagina too dry) + (faecal

evacuation)

symptom* score weighted score
vM® WRNI I3IAYy3I LI AYQ X2 =
VHO® Waz2NBySaa Ay QI JAyl X2 =
vod® WNBRAdzASR aSyaliaArzy x1=
vnd® YGFIAyl (22 t22aSQ X2=
vpd WEdzyYLd FSft4G AYyaiaRrRSQ X2=
vecd Qf dzYLd 4SSy 2dziaARS( X2=
vT® YGIFIAYyl (22 RNEQ X2=
vy ® WTI SOFf S@I Odzr GA2Y( x1=
Total vaginal symptoms scor

FOb2GSY vgpI YOI AAYL
is therefore not included in the scoring)

ecth@ a potanHakpd@ éatmand cornpNdatior aNdk f &

Sexual matters score

Sexual matters score = (skfe spoilt) + 8 (worries about vagina interfere with sdite) +
83 (relationship affected)

sexual matter score weighted score
vMM® Wg2NNASaA | 02dzif DTS X 8=
VMH® WNBfIFGA2YaKALI | FF§ X 8=
vmMo®d WASE fATS aLRAfGQ x1=

Total sexual matters scors

Quality of life score

quality of life score

A _ <> 4 A <
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10.Bowel Symptoms

The International Continence Society definition states that faecal incontinence is the involuntary loss of liquid
or solid stool that is a social or hygienic problem (Norton et al., 2005). Previous definitions hadednclu
incontinence of flatus (Norton et al 200Zjwo questionnaires have been included in the calculatioe
International Consultation on Incontinence Bowel questionnaire which evaluates anal incontinence symptoms
and quality of life ad the RevisedFaecé IncontinenceScale developed as part of tiastralianOutcomes
Measurement Suite Project

11.1. International Consultation on Incontinencénal Incontinence Symptoms and
Quality of Life Questionnair€lCIQB)

Scoring## colour?!

The scores for Part Af guestions 314 and 1622 are entered directly into the calculator which computes a
total score .. & bitmore on this when | have talked to Kristiian ## formatting!

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

Summary

The ICIEB is a comprehensive and psychometrically robust patbempleted questionnaire for evaluating
symptoms of anal incontinence (including flatus incontinence) and impact on quality of life (QoL) in research
and clinical practice across thveorld. The ICIEB provides a robust measure organised into three domains
providing scores from-21 for bowel pattern, @8 for bowel control and @6 for impact on quality of life
associated with anal incontinence symptoms. Four further items are indltltlt do not form part of a score

as they were considered essential extra items for assessment, clinically and by patients. This questionnaire wil
be of use to general practitioners and clinicians in both primary and secondary care institutions tofecreen
incontinence, to obtain a brief yet comprehensive summary of the level, impact and perceived cause of
symptoms of incontinence and to facilitate patieglinician discussions. It is also an ideal research tool. The
Third International Consultation orncontinence recommended that all randomised trials evaluating
treatments for incontinence use high quality questionnaires, in particular the ICIQ, to assess impact on patient
outcome and facilitate comparisons. The IEQrovides a comprehensive and rabuneasure for this
purpose.

Patient population

The ICIEB is relevant for use in the widest range of individuals, including men and women, young and old,
from all patient groups, with varied causes for incontinence symptoms.

Time to complete a few mirutes

Development

Studies were undertaken to evaluate the psychometric properties of the Bdtllowing standard methods of
psychometric testing, including content validity, construct, convergent and criterion validity (including
comparison with other xisting measures), stability (testtest reliability), internal consistency and

responsiveness to change following treatment (including conservative management and surgical intervention).
The ICIEB has been shown to be robust and psychometrically soutigeise validation studies.
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Reliability

TestNEGSad NBfAIOAfAGE 61 a WY2ZRSNIGSQ (2 WOSNE 3I22F
omMn Ad0SYa WY2RSNIGSQ> nm AGSYAd WI22RQI n Afolafa W
items and between 77 and 99% of retest responses were identical or within one response category of the test
NBalLRyaSeo / NRryol OKQa |fLKIF O2SFFAOASYG 41 a KAIAK
redundancy of some items. The CrofbK Q& I f LKl &aGFGAaidAada F2N GKS FaA
and quality of life (0.82) seperately, indicated acceptable internal consistency with minimal redundancy if any.

Validity

Items were generated for inclusion in the 1@BQhrough quatative studies. Subsequent interviews with
patients and review by clinical experts indicated that HBI@ems were well interpreted and covered all
important domains. Missing data was low for most items (mean 3.7%). TheBI@i&¥ also able to detect
differences between prevalence of different types of incontinence.

Responsiveness

Reduction in the occurrence of symptoms was detected in 12 of 21 question items that was found to be
statistically significantly sensitive to change following treatment. Thgmitude of reduction ranged from 1 to
18% in the subgroup managed conservatively and 1 to 43% in the subgroup managed surgically. All domain
scores exhibited sensitivity to change following conservative and surgical management.

Distribution

Correspondene to: Mrs Nikki Cotterill, Bristol Urological Institute, Southmead Hospital, Westlmifyym,
Bristol BS10 5NB, UK (nikki_cotterill@bui.ac.uk). TheBGs@opyright protected and should not be altered in
any way.It may be used if it is quoted clearlsgind 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. The scoring system is clearly stated ajuél8onnaire.If any
researchers or clinicians wish to use the KBI@he authors ask to be informed of the details of the study and
any results that are presented or published. The 1BIQill be translated into a number of languages other
than UKEnNgIsh using standard methods for international adaptation. If any researchers wish to be involved in
the translation or psychometric testing of alternative language versions of theBCdQwould like to enquire
about available translations, please contddikki Cotterill detailsabove). The authors ask that no data from
studies to validate alternative language versions of the 8¢ published without prior consent.

Reference

Validation publication in prepati&n.

CotterillN, Norton C, Avery KNL, Abrams P, Donovan JL. A gagreated approach to developing a
comprehensive symptom and quality of life assessment of anal incontinence. Dis Colon Rectum. 2008; 51(1):
82-87

Donovan J., Bosch JLHR., Gotoh Ma).2005. Symptom and quality of life assessment. In: Abrams P,
Cardozo L, Khoury S, Wein A, eds. Incontinence, Third ed. Plymouth: Health Publication Ltd, ZA¥¥k. 519
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Miscellaneous

In addition to the ICI(B, the development and psychometric teg) of the modular ICIQ questionnaire 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 lowey treinar
symptoms (LUTS), lower bowel symptoms and vaginal symptoms. Corgtitioific short form questionnaires

(for screening and epidemiological studies) and long form questionnaires (for further investigation) are being
developed for seven core conditis: urinary incontinence, other urinary symptoms, bowel incontinence
including other bowel symptoms (ICE), vaginal symptoms, overactive bladder and noctutiang form
modules will also include items to assess condispecific quality of life (QoLyeneral QoL and conditien
specific sexual matters. Finally, there will be pwsatment modules to assess outcome, including patient
satisfaction with treatment. Please refer to copies of the individual modules for further details and also
www.icig.netwhich is being developed as the project progresses.

The ICIQ A& LINAYIFINAREE AYGSYRSR F2NJ 026St aevLiizvaQ
protocol at baseline and followp in prevalence studies, clinic@ials and investigative studies of symptoms

or QoL. The ICH3 will also provide a robust measure for use in randomised trials evaluating treatments for
bowel symptoms in order to assess their impact on patient outcome. Investigators will be ablestd sel
particular modules or domains for use independently or together as the objectives of each study requires. Its
simple and robust nature will also make the I®@n ideal tool for use in community and clinic populations in
routine clinical use, where fther investigation of the level of symptoms and their impact on QoL is required.

Descriptors

Questionnaire, bowel symptoms, anal/faecal incontinence, quality of life, patient, outcome measure.
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INTERNATIONAL CONSULTATION ON INCONTINENCE ANAL BNNGCENSYIMPTOMS & QUALITY
OF LIFE QUESTIONNAIRE {BJIQ

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

CONFIDENTIAL

Many people experience bowel accidents or bowel leakages. We are tryanignd out how many people experience
these symptoms and how much this bothers them. We would be grateful if you could answer the following questions,
thinking about how you have been over the PAST THREE MONTHS.

1 Please write in your date of birth:
DAY MONTH YEAR

2 Are youtick one) Female|:| Male |:|
Bowel pattern

3 On average how many times do you open your bowel2éhhours
(Tick one bo¥ 2 NJ W dzickzné F BWR WI 0 62 NER (G QU
(a) (b)
Usual At worst

less than oncq__ | * I

one to three timeg| | 2

[ ]
three to ten times| | 2 e
[ 1

ten or more times|:| N
(c) How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

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

4 How often do you open your bowels during the night from going to bed to sleep until you
up in the morning?ATick one box)

four or more times| |

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

o 1 2 3 4 5 6 7 81M
not at all a great deal
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(b)

Do you hae to rush to the toilet when you need to open your bowel¢Pick one box)
(a)

never 0

rarely [ ]*
some of the time[ | *

most of the time|:| s

always| |*
How much does this bother you?
Please ring a number between 0 (not at alljldr® (a great deal)

o 1 2 3 4 5 6 7 81M
not at all a great deal

(b)

Do you use medications (tablets or liquids) gtop you opening your bowels?Tick one box)

@

never °

less than one a month| | *
less than once awed |2
less than once adg | °
aboutonce aday | *

several imes ada | °
How much does this bother you?
Please ring a number between 0 (not at all) and 10 (a great deal)

o 1 2 34 5 6 7 8 940
not at all a great deal

(b)

Do you experience pain/soreness around your back passagdeck one box)

@

never I:I

rarely |:| '
some of the time[ | *

most of the time[ |

always|:| *

0

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

o 1 2 3 4 5 6 7 81M
not at all a great deal

Bowel pattern score: sum scores 3a- 7a
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Bowe | control

8 Do you experience any staining of your underwear or need to wear pads because of you
bowels?(Tick one box)

@)

never °

less than once a mont|:| '
less than once awed | *
less than once add  |°

everyday[ |*

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

o 1 2 3 4 5 6 7 81M
not at all a great deal

9 Are you able to control watery or loose stool leakirfgpm your back passage(ick one box)
(a)

always|:|
most of the time[ | *

some of the timg[ | *
rarely [ ]°
never[ |*

0

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

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

10  Are you able to control accidental loss of formed or solid stool from your back passégeR
one box)

(@)

always|:|
most of the time[ | *
some of he time[ ] *

rarely |:| :
never|:| N

0

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

O 1 2 3 4 5 6 7 81m
not at all a great deal
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11 Are you able to control wind (flatus) escaping from your back passage?
(Tick one box)

@

always|:|
most of the time[ | *

some of the time|:| 2
rarely |:| :
never[ |*

0

(b) How much does this bother you?
Please ring a number between @{mat all) and 10 (a great deal)

o 1 2 3 4 5 6 7 81M™
not at all a great deal

12  Are you able to control mucus (discharge) leaking from your back passage?
(Tick one box)

@

always|:|
most of the time[ | *

0

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

o 1 2 3 4 5 6 7 81M
not at all a great deal

13 Do you have bowel accidents when you have no need to open your bowels?
(Tick one box)

@

never 0

rarely |:| '
some of the time[ | *

most of the time[ |

always|:| N
(b) How much does this bother you?
Pkase ring a number between 0 (not at all) and 10 (a great deal)

o 1 2 3 4 5 6 7 81M
not at all a great deal
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14  Are your bowel accidents or leakagespredictable? (Tick one box)
(a)

never 0

rarely [ ]*
some of the time[ | *

most of the time|:| s

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

o 1 2 3 4 5 6 7 81M
not at all a great deal

Bowel control score: sum scores 8ai 14a

Other bowel symptoms

15 Using the pictures please indicate how your bowel movements arest of the time? (Tick all
boxes that apply)
(a)

0% % '

7

separate hard lumps like nuf(eard to pass

sausageshaped but lump, =

like a sausage but with cracks on its sur ___

like a sausage or snakesmooth and so

c’? & ’
soft blobs with clear cut edges (easytop 7

7

g

fluffy pieces with ragged edges, aishy stoc

watery, no solid piece =

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

O 1 2 3 4 5 6 7 81M
not at all a great deh
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16 Do you need to strain to open your bowelgTick one box)
(a)

never 0

rarely [ ]*
some of the time[ | *

most of the time|:| s

always| |*
(b) How much does this bother you?
Please ring a number between 0 (not at all) andd.@reat deal)

o 1 2 3 4 5 6 7 81M
not at all a great deal

17 Is the possibility of having a bowel accident on your min(fick one box)

@

never 0

rarely |:| '
some of the timg[ | *

most of the time[ | ?

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

O 1 2 3 4 5 6 7 81M
not at all a great deal

Sexua | impact

18 Do you restrict your sexual activities because of your bowd[izk one box)

never

rarely |:| '

some of the time[ | *
most of the time[ | °
always|:| *

not applicable|:| °
(b) How much does this bother you?

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

O 1 2 3 4 5 6 7 81m
not at all a great deal
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Quality of life

19 Do your bowels cause you to feel embarrassgd®ck one box)

@)

never 0

rarely [ ]*
some of the time[ | *

most of the time[ | °

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

O 1 2 3 4 5 6 7 98 10
not at all a great deal

20 Do your bowels cause you to make sure you know where toilets are?
(Tick one box)

@

never 0

rarely |:| '
some of the time|:| z

most of the time|:| 3

always|:| ¢
(b) How much does this bothergu?
Please ring a number between 0 (not at all) and 10 (a great deal)

o 1 2 3 4 5 6 7 81M
not at all a great deal

21 Do your bowels cause you to make plans according to your bowels?
(Tick onébox)
(a)

never 0

rarely |:| '
some of the time[ | *

most of the time[ | °

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

o 1 2 3 4 5 & 8 910
not at all a great deal
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22 Do your bowels cause you to stay home more often than you would like?
(Tick one box)

(a)
never 0

rarely |:| !
some of the time[ | *

most of the time[ | °

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

O 1 2 3 4 5 6 7 81M®
not at all a great deal

23. Overall, how much do your bowels interfere with yoaweryday life?

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

o 1 2 3 4 5 6 7 81M
not at all a great deal

Quality of life score: sum scores 19a -23

24 Pleaseuse the space below to describe any worries you have about bowel accidents or
leakages, what you think may have caused your bowel accidents or leakages, or anythin
else you think we should know.

Thank you very much for answering these quasti
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11.2. Revised Faecal Incontinence Scale

(The following section is adapted from Sansoni et al (2006) with permission.)
Background

A Continence Outcome Measurement Suite Project (COMS) was commissioned by the Australian
Government Department of Health dnAgeing, National Continence Management Strategy Research
Program with the goal of recommending a suite of continence outcome measures for urinary and faecal
incontinence to be used by clinicians and researchers in Australia. This project was final#b in
(Thomas et al., 2006).

Because of the widespread use of the Wexner Faecal Continence Grading System (Wexner FCGS) and its
acceptability amongst clinicians, its interim adoption was recommended pending the broadening of the
evidence base as to thespchometric properties concerning this and other tools (Thomas et al., 2006).

Recommendations from this report led to a related projedeasuring Incontinence in Australia
(Hawthorne, 2006). This project assessed a number of the recommended measuratinmthe Wexner

Faecal Continence Grading Scale, by including them in the 2004 South Australian Health Omnibus Survey
(Harrison Health Research, 2004), which was a community population survey. Revision and refinement of
the Wexner FCGS was undertaken idep to provide a scale with more robust psychometric properties
(Thomas et al., 2006).

Data from the SAHOS were analysed using both Classical Psychometric Analyses and by Modern Test
Theory, including Item Response Theory. A new scale, the RevisedIReectihence Scale (RFIS) was
developed and is presented below. It should be noted that a limitation of this scale is that it still awaits
validation in clinical field trials.

Scoring

Patient responses are entered directly into the Outcomes Calculatich automatically calculates the
score. Each item is scoreddQ(never, rarely, sometimes, usually, always). The scoring system is provided
below.

Revised Faecal Incontinence Scale

Do you leak, have accidents or lose control with solid stool?

Do you ¢ak, have accidents or lose control with liquid stool?

52 &2dz £SI] adz22t AT @&2dz R2yQd 3S
Does stool leak so that you have to change your underwear?

Does bowel or stool leakage cause you to alter your lifestyle?

G2 GKS G2Af S

v
[N
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The response saafor each item is

0 = Never

1 = Rarely,i.e. less than once in the past four weeks

2 = Sometimes, i.e. less than once a week, but more than once in the past four weeks
3 = Often or usually, i.e. less than once a day but more than once a week

4 = Always, i.e. mar than once a day or whenever you have a bowel movement
References

s Jorge J and Wexner S (19®3)ology and management of faecal incontinenbé Colon Rectunyol. 36, pp.7¥
97.

s Sansoni J, Marosszeky N, Sansoni E and Hawthorne G @R&fdéhg Continece Measurement Tools (Final
Report). Centre for Health Service Development, University of Wollongong and the Department of Psychiatry,
The University of Melbourne.

s Thomas et al (2006) Commonwealth Government of Australia, Department of Health and AyBdXCa W/ 2 Yy i Ay S
hdzi O2YSa aSladaNBYSyild {dzAdGS t N22SOGQ CAylFf NBLEZNI®
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Revised Faecal Incontinence Scale

Please complete the questionnaire and respond to each of the statements by ticking the appropriate box.

1. Do you leak, have accidents or lose controltivsolid stool?

c Never

c Rarely, i.e. less than once in the past four weeks

o Sometimes, i.e. less than once a week, but more than once in the past four weeks
c Often or usually, i.e. less than once a day but more than once a week

c Always, i.e. more thn once a day or whenever you have a bowel movement

Do you leak, have accidents or lose control with liquid stool?
Never
Rarely, i.e. less than once in the past four weeks
Sometimes, i.e. less than once a week, but more than once in the pasivéaks
Often or usually, i.e. less than once a day but more than once a week
Always, i.e. more than once a day or whenever you have a bowel movement

O 0 o0 o0 0N

z

52 @2dz £tSI1] &adz22t AT &2dz R2yQd 3SG G2 GKS G2At
Never
Rarely, i.e. less than once iretpast four weeks
Sometimes, i.e. less than once a week, but more than once in the past four weeks
Often or usually, i.e. less than once a day but more than once a week
Always, i.e. more than once a day or whenever you have a bowel movement

00 00 o0 w

Doesstool leak so that you have to change your underwear?
Never
Rarely, i.e. less than once in the past four weeks
Sometimes, i.e. less than once a week, but more than once in the past four weeks
Often or usually, i.e. less than once a day but mbentonce a week
Always, i.e. more than once a day or whenever you have a bowel movement

o0 oo o »

Does bowel or stool leakage cause you to alter your lifestyle?
Never
Rarely, i.e. less than once in the past four weeks
Sometimes, i.e. less than once a welklt more than once in the past four weeks
Often or usually, i.e. less than once a day but more than once a week
Always, i.e. more than once a day or whenever you have a bowel movement

0O 0o o0 o o u

Sansoni J, Marosszeky N, Sansoni E and Hawthorne G RDit)g Continence
Measurement Tools (Final Repor@entre for Health Service Development, University of Wollongong and the Department of
Psychiatry, The University of Melbourne.
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11.Sexual Matters

12.1. International Consultation on Incontinence QuestionnairerRale Sexual Matters
Associated with Lower Urinary Tract Symptoms Module (IFJTSsex)

Scoring

Part b of each question and Question 6 are Visual Analogue Scale bother scores-1@nTiBey do not
contribute to the overall score but are intended as adguto clinicians to indicate the overall 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 ICIGFLUTS is a brief and psychometrically robust patienmpleted questionnaire for detailed
evaluation of female sexual matters associated with their lower urinary tract symptoms and impact on
quality of life (QoL) in research and clinical practice across trelwlhe ICIFLUTSsex is derived from the

fully validated BFLUTS questionnaire and provides a robust measure to assess the impact of sexual matters
on outcome. It is an ideal research tool as it provides a detailed exploration of sexual matters adsociate
with male urinary symptoms and impact on quality of life. The Second International Consultation on
Incontinence recommended that all randomised trials evaluating treatments for incontinence should
employ standardised and validated questionnaires to asgheir impact on patient outcome. The ICIQ
FLUTSsex 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 ICIGFLUTSsex is relevant fme in 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 FCUJY Ssex followgrnstandard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (testest reliability), internal consistency and responsiveness to
change following treatment. ThECIQFLUTSsex has been shown to be robust and psychometrically sound
in studies in the UK.

Reliability.: As above

Validity: As above

ResponsiveneséAs above
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Distribution

Correspondence toMrs Nikki Cotterill Bristol Urological Institute, SouthmeéaHospital, Westburpn-
Trym, Bristol BS10 5NB, (ikki_cotterill@bui.ac.uk)The ICILUTSsex is copyright protected and should
not be altered in any way. It may be wused if it is quoted clearly, and
it must be used in its entirety, as presented in tb@py enclosed. It is not possible to use parts of the
guestionnaire in isolation in any studies without the written permission of the ICIQ study group. If any
researchers or clinicians wish to use the KEIQUTSsex, the authors ask to be informed of #tait of the

study and any results that are presented or published. The-FCIQX'Ssex has been translated into a
number of languages other than tBOglish using standard methods for international adaptation. If any
researchers wish to be involved in themslation or psychometric testing of alternative language versions
of the ICIQFLUTSsex, or would like to enquire about available translations, please contact Nikki Gardener
(detailsabove). The authors ask thab data from studies to validate alternative language versions of the
ICIQFLUTSsex be published without prior consent.

References

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

s Other references:

s 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 incontinendNeurourol.Urodyn2004; 23(4):3230.

s 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).

s Donovan, J., Baa, 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. Khoury,.&\®&in, eds., Health Publication Ltd, Plymouth, pp.-266.

Miscellaneous

In addition to the ICIgLUTSsex, the development and psychometric testing of the modular ICIQ
guestionnaire is being undertaken, in an effort to produce an internationally aedeeries 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 epidemiological syl 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 symptoms, overactive bladder and
nocturia.Long fom modules will also include items to assess condisipacific quality of life (QoL), general

QoL and conditiospecific sexual matterdCIQFLUTSsexfrinally, there will be podteatment modules to
assess outcome, including patient satisfaction, expgahs 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/iteriifie ICIFLUTSsex is primarily emided for
FSYIES aSEdat YIFIGGSNAEQ NBaASFNOK:T (2 F2N¥ LI NI 27
up in prevalence studies, clinical trials and investigative studies of symptoms or QoL. TREUCEZex will

also provide a robust measei 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 eadystequires.

Descriptors Questionnaire, urinary symptoms, sexual matters, quality of life, patient, outcome
measure
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International Consultation on Incontinence Questionnaire Female Sexual Matters Associated with Lower
Urinary Tract Symptoms Module (IGIFLUTSsex)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI & QapAR | NORTH YEAR

CONFIDENTIAL

Sexual matters

We would be grateful if you could answer the following questions, thinking about how you hawe dree
average, over th€AST 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

2a. Do you have pain or discomfort because of a diggina?

notatall|:| 0
alite [ ] ¢

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 7 810
not at all a great deal

3a. To what extent do you feel that your sex life has been spoilt by your urinary symptoms’
not at all |:| 0

alite [ ] ¢

3b. How much does ths 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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4a. Do you have pin when you have sexual intercourse?

not at all |:|
alitte [ ]

L R2y Qi Kb @S [ ]
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

ba. Do you leak urine when you have sexual intercourse?

not at all |:|
alite [ |

L R2yQd KF@S [ ]
5b. 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 agreat deal

N

© BFLUTS

Thank you very much for answering these questions.
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12.2. International Consultation on Incontinence Questionnaire Male Sexual Matters
Associated with Lower Urinary Tract Symptoms Module (IBIQUTSsex)

Scoring

Part b of each @estion and Question 6 are Visual Analogue Scale bother scores fidmThey do not
contribute to the overall score but are intended as a guide to clinicians to indicate the overall bother
experienced by the patient. The VAS bother scores are not enietedhe Outcomes Calculator.

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

Summary

The ICIMLUTSsex is a brief and psychometrically robust patienipleted questionnaire for detailed
evaluation of male sexualaiters associated with their lower urinary tract symptoms and impact on quality

of life (QoL) in research and clinical practice across the world. ThéMIQUPSsex is derived from the fully
outcome. It is an ideal research tool as it provides a detailed exploration of sexual matters associated with
male urinary symptoms and impact on quality of life. The Second International Consultation on
Incontinence reommended that all randomised trials evaluating treatments for incontinence should
employ standardised and validated questionnaires to assess their impact on patient outcome. The ICIQ
MLUTSsex provides a brief and robust measure for this purpose, as welleagdemiological surveys,
particularly when more than one measure is being used.

Patient population

The ICIQMLUTSsex is relevant for use in men, 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 psychometric properties of the MLIQT Ssex following standard
methods of psychometric testing, including content validity, construct validity (including comparison with
other existing measures), stability (tesdtest reliability), internal consistency and responsiveness to
change following treatment. The IGN)LUTSsex 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, Wkikki_cotterill@bui.ac.uk) The ICIEMLUTSsex is copyright protecteshd

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 isolation in any studies
without the written permission of the ICIQ study group.

If any researchers or clinicians wish to use the #@LQTSsex, the authors ask to be informed of the details

of the study and any results that are presented or published. TheMCIPISsex has been translated into a
number of languages other than UEnglish 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 ICIQMLUTSsex, or would like to enquire abenrilable translations, please contact Nikki Gardener
(detailsabove). The authors ask that no data from studies to validate alternative language versions of the
ICIQMLUTSsex be published without prior consent.
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Miscellaneous

In addition to the ICIMLUTSsex, the developmemind 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 related lower urinary tract symptoms (LUTS). Condidpacific short form
guestionnaires (for screening and epidemiological studies) and long form questionnaires (for further
investigation) are being developed for seven core conditions: urinary incomtnenther urinary
symptoms, bowel incontinence, other bowel symptoms, vaginal symptoms, overactive bladder and
nocturia.Long form modules will also include items to assess conesiiatific quality of life (QoL), general
QoL and conditioispecific sexuamatters (ICIQMLUTSsex)Finally, there will be podteatment 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 éod@Q validation checklist for

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

ThelCl@a[ ! ¢{ &SE A& LINAYINAt& AYyGiSyRSR F2NJ YItS aSEdz
investigative protocol at baseline and follawp in prewalence studies, clinical trials and investigative
studies of symptoms or QoL. The IGIQUTSsex 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 requires.

Descriptors Questionnaire, urinary symptoms, sexual matters, quality of life, patient, outcome measure
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International Consultation on Incontinence Questionnaire Male Sexual Matters Associated with Lower
Urinary Tract Symptoms Module (ICIQLUTSsex)

cc cc cc ccc cc/cclcccec
Initial number ¢ 2RI @ QAapAR | NioBT YEAR
CONFIDENTIAL

Sexual matters

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

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

2a. Do you get erections®Tick one box)
yes, with normal rigiditD 0
yes, with reduced rigidit)|:| 1
yes, with severely reduced rigidif | 2
no, erection not possibID 3

2b. How much of a problem is this for you?
Please ring a number between 0 (not a problem) and 10 (a serious problem)

0O 1 2 3 4 5 6 7 8109
not a problem a serious problem

3a. Do you have an ejaculation of semen?
yes, normal gantity |:| 0
yes, reduced quantit)|:| 1
yes, significantly reduced quantim 2
no ejaculation|:| 3

3b. How much of a problem is this for you?
Please ring a number between 0 (not a problem) and 10 (a serious problem)

01 23 4 5 6 7 8 1
not a problem a serious problem
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4a. Do you have pain or discomfort during ejaculation?
no [
yes, slight pain/discomfor] |
yes, moderate pain/discomfoD
yes, sever@ain/discomfort[ |
4b. How much of a problem is this for you?
Please ring a number between 0 (not a problem) and 10 (a serious problem)
0O 1 2 3 4 5 6 7 810
not a problem a serious problm
ba. To what extent do you feel that your sex life has been spoilt by your urinary symptoms?
not at all |:|
alitte [ ]
somewhat|:|
a lot |:|
5b. How much of a problem is this for you?
Please ring a number between 0 (not algem) and 10 (a serious problem)
0O 1 2 3 4 5 6 7 810
not a problem a serious problem
5c. If you have no sex life, how long ago did this stop?
years[ ]
months |:|
© IC3nale

Thank you very much for answering these questions.
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12. Patient Satisfaction Scales

Summary

There were no patient satisfaction scales meeting the standards for recommendation of the
Commonwealth Department of Health and Ageing Continence Outcomes ksasot Suite (COMS)
Project (Thomas et al 2006)jowever, since then the Short Assessment of Patient Satisfaction (SAPS) scale
has been developed. Hawthorne et al (2006) also developed a Single Item Satisfaction Scale and this is
included in the Outcomesaltulator. An ICIG5atisfaction questionnaire is planned but was not available in
2007 for inclusion in the Outcomes Calculator.

(Thefollowing section is adapted from Hawthorne et al 2006 with permission)
Background

For those suffering incontinencegatment usually consists of either physiotherapy or surgery. Tmegoyi

outcome from treatment isrelief from the symptoms of incontinence. Another outcome, however, is
satisfaction with the health care process. As part of the Australian Commonweal® VY Sy G4 Qa bl
Continence Management Strategy, a report on a national suite of outcome measures to be used by
Australian clinicians and researchers working in the continence field was commissioned, the Continence
Outcomes Measurement Suite Project (Tas et al., 2006). One of the recommendations of this report

was that there should be a separate report on patient satisfaction measures that could be considered for
inclusion in the national suite of outcome measures.

Hawthorne (2006) subsequently revied patient satisfaction measures and made recommendations about
their development including investigation into a single patient satisfaction item for use by clinicians wishing
G2 YI | ShelayRdizy raaSaavySyido

This review covered the literature on et satisfaction theories, the interpretation of patient satisfaction
scores, the relationship between measurement theory and patient satisfaction instruments, and reviews of
particular patient satisfaction instruments. The review found most instrumemtiewot validated for use

in incontinence treatment, the Australian healthcare system or its patients.

A model of patient satisfaction based on the work of Donabedian (1988) was used. This postulates that
Al GA&aTEFOUAZ2Y A& RSTAydRhe hullity ©fKcSre, particukar§y yhe Mhterpe&oa® 3 Y Sy
relationships with clinicians and other care providers. The seven dimensions contributing to this model that
were identified from the literature by Hawthorne (2006c) were used as the conceptual frarkeagainst

which the patient satisfaction measures were reviewddvo scales were subsequently developed
including the Single Item Patient Satisfaction scale (PS#B)

Psychometric Testing

Item Response Theory analysis and responsiveness tests sugtiegtéte single item patient satisfaction
(PS#B) has excellent measurement properties and that it can be used with confidence.
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13.1. Single Item Patient SatisfactiorPBB]

Scoring

The items are scored 1 (very dissatisfied) to 5 (very satisfied) andhteeed directly into the Outcomes
Calculator

Scoring for the Single Item Patient SatisfactififS#B]

Very dissatiSfied............uvvviiiiiie e 1
Dissatisfied..........cooveeeieiie 2
Neither satisfied nor dissatisfied.............ccccccoeeeeiiiiiniiiiiienns 3
SatiSfied. ... 4
Very satisfied........ccco 5

Single Item Patient Satisfaction [PS#B]

How satisfied are you with the outcome of your treatment? (Pleasek the boX

Very dissatisfied Dissatisfied Neither satisfied Satisfied Very satisfied
nor dissatisfied

Reference: Hawthorne G, Sansoni J, Hayes LM, MarosszekySdresahi E (2008)easuring Patient Satisfaction with
Incontinence TreatmentCentre for Health Service Development, University of Wollongong and the Department of Psychiatry,
University of Melbourne.
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