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Behavioural approaches to the
management of symptoms

Review question

What is the effectiveness of behavioural approaches (for example toilet training, seating,
splinting) for improving symptoms associated with pelvic floor dysfunction?

Introduction

Behavioural approaches for women with pelvic floor dysfunction (PFD) target behaviours
around urination and defecation symptoms, including control, timing and techniques to make
them less bothersome. They are often provided as multicomponent interventions including a
combination of bladder retraining techniques, pelvic floor muscle training, education about
control strategies, and self-monitoring. This evidence review attempts to identify which
behavioural interventions are effective for reducing the symptoms of PFD.

Summary of the protocol

See Table 1 for a summary of the Population, Intervention, Comparison and Outcome
(PICO) characteristics of this review.

Table 1: Summary of the protocol (PICO table)

Women and young women (aged 12 years and older) with symptoms
associated with pelvic floor dysfunction

The following behavioural interventions will be considered:
o Bladder retraining,
o Defecation techniques

e Seating training (position on toilet) / defecation positioning / defecation
dynamics / posture opening bowels

¢ Splinting (vaginal digitation perineal support)
o Bladder / bowel diaries
o Education training
¢ Urge suppression and depression techniques (urge strategies)
e Scheduled / delayed voiding
o Bladder drill
o Combination interventions will be included; however, the primary aim of
the study should be behavioural techniques
¢ Any of the above (in isolation or in combination)
o Waiting list
e Usual care
o Pelvic floor muscle training (PFMT)
Critical
e Subjective measure of change in the following symptoms:
o urinary incontinence
o emptying disorders of the bladder
o faecal incontinence
o emptying disorders of the bowel
o pelvic organ prolapse
o sexual dysfunction

6
Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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o Chronic pelvic pain syndromes
o Health-related quality of life (only validated scales will be included)
Important
o Satisfaction with intervention
o Adherence to intervention
o Anxiety and depression, (only validated tools will be included)

o Adverse events leading to withdrawal/discontinuation
PFMT: pelvic floor muscle training

For further details, see the review protocol in appendix A.

Methods and process

This evidence review was developed using the methods and process described in
Developing NICE guidelines: the manual. Methods specific to this review question are
described in the review protocol in appendix A and the methods document (supplementary
document 1).

Declarations of interest were recorded according to NICE’s conflicts of interest policy.

Clinical evidence

Included studies

Twenty randomised controlled trials (RCTs) reported in 24 publications were included for this
review (Alewijnse 2003, Barber 2014, Borello-France 2013, Brown 2019, Burgio 2002, Chu
2019, Dionko 2018, Dionko 2010, Dougherty 2002, Fantl 1991, Goode 2003, Jelovsek 2018,
Kafri 2013, Kaya 2015, Kenton 2012, Kumari 2008, Richter 2010, Rizvi 2018, Sherburn
2011, Shivkumar 2015, Talley 2017, Weidner 2017, Wyman 1998, Yoon 2003).

The included studies are summarised in Table 2.

The following comparisons were made:
e Two studies compared behavioural techniques with no treatment (Yoon 2003, Fantl 1991).

e One study compared behavioural techniques, pelvic floor muscle training (PFMT) and
counselling with behavioural techniques and PFMT for women with urinary incontinence
(UI) (Alewijnse 2003).

¢ One study compared behavioural techniques and PFMT with usual care for women with
pelvic floor disorders (Barber 2014).

¢ One study compared behavioural techniques with PFMT with no treatment for women with
Ul or faecal incontinence (Brown 2019).

o Two studies compared behavioural techniques and PFMT with behavioural techniques
alone for women with Ul (Kaya 2015, Shivkumar 2015).

¢ One study compared behavioural techniques and PFMT with pessary alone for women
with Ul (Richter 2010).

¢ One study compared behavioural techniques and education with PFMT and education for
women with Ul (Wyman 1998).

e Three studies compared behavioural techniques, PFMT and either education (Diokno
2010, Diokno 2018) or exercise (Talley 2017) to no treatment in women with UI.

¢ One study compared behavioural techniques and PFMT with no treatment for women with
Ul (Dougherty 2002).

¢ One study compared behavioural techniques, PFMT and pessary with pessary alone for
women with Ul (Richter 2010).

7
Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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e Three studies compared behavioural techniques, PFMT and either biofeedback or
education, with behavioural techniques and either PFMT or education for women with Ul
(Richter 2010, Burgio 2002, Wyman 1998).

¢ One study compared behavioural techniques, PFMT, biofeedback and pelvic floor
electrical stimulation (PFES), with behavioural techniques, PFMT and biofeedback for
women with Ul (Goode 2003).

o Two studies compared behavioural techniques, education and either exercise or PFMT
with PFMT and education for women with Ul (Sherburn 2011, Wyman 1998)

e One study compared bladder training and exercise to usual care for women with Ul (Chu

2019).

e One study compared bladder training and education with PFMT for women with Ul (Kafri

2013).

e One study compared bladder training, PFMT and education with no treatment for women

with Ul (Kumari 2008).

e One study compared bladder training, education PFMT with PFMT for women with Ul

(Kafri 2013).

e One study compared bladder training, education PFMT with bladder training and
education for women with Ul (Kafri 2013).

e One study compared self-administered behavioural techniques and PFMT with
behavioural techniques, PFMT, biofeedback and PFES for women with Ul (Goode 2003).

e Two studies compared self-administered behavioural techniques and PFMT with
behavioural techniques, PFMT and biofeedback for women with Ul (Burgio 2002, Goode

2003).

¢ One study compared behavioural techniques with self-administered behavioural
techniques for women with Ul (Burgio 2002).

e One study compared bladder training with PFMT for women with overactive bladder

(OAB) (Rizvi 2018).

e One study compared bladder training with PFMT and biofeedback for women with OAB

(Rizvi 2018).

See the literature search strategy in appendix B and study selection flow chart in appendix C.

Excluded studies

Studies not included in this review are listed, and reasons for their exclusion are provided in

appendix K.

Summary of studies included in the evidence review

Summaries of the studies that were included in this review are presented in Table 2.

Table 2: Summary of included studies. Behavioural approaches for women with PFD
or symptoms associated with PFD

Study Population
Alewijnse N=129
2003
Women with Ul
RCT (stress, urge or
mixed)
The
Netherlands Mean age (SD)

55.6 (10.9)

Intervention
Combination of
behavioural
techniques plus
PEMT plus

counselling
n=27

PFMT included pelvic
floor exercises,

8

Comparison Outcomes
Behavioural e I-QOL
:]echglques + PEMT « Adherence

Participants received
reminder and the
Self-Help Guide
intervention, with the
addition of a

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)
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Study Population
Barber N=408
2014
Women with
pelvic organ
RCT prolapse,
including
USA vaginal bulge,

SUI, descent of
the urterus or
vaginal apex

Mean age (SD)
BMPT: 57.5
(10.9); Usual
care: 56.9
(10.9)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)

Intervention
performing toileting
the ‘knack ’technique
to prevent incontinent
wet episodes, and
automatic use of
pelvic floor muscles in
daily posture.

Participants also
received behavioural
advice including
correct toileting and
drinking behaviour.
Within this group,
some participants
received PFMT plus a
folder with information
about PFMT therapy,
adherence behaviour
and several tips to
remember adherence
behaviour. Some
participants received
PFEMT plus a guide
addressing facts and
myths about Ul and
pelvic floor muscles,
coping with Ul, tips to
tackle all barriers
hampering adherence
behaviour, and
relapse prevention
strategies to support
the self-management
process. The self-help
guide also contained
the stickers of the
Reminder intervention
and reminder tips.
Some participants just
received PFMT alone.

Combination of
behavioural
techniques plus
PEMT

n=186

An individualised
program. Pelvic floor
muscle training,
individualised
progressive pelvic
floor muscle exercise,
and education on
behavioural strategies
to reduce urinary and
colorectal symptoms

9

Comparison
counselling scheme
for physiotherapists,
guiding structural oral
feedback, and
reinforcement to
promote adherence
behaviour

Usual care
n=188

Routine perioperative
teaching and
standardised
postoperative
instructions

Outcomes

o UDI

e POPDI
e CRADI
o |SI
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Study

Borello-
France
2013

Brown 2019

RCT

USA

Burgio 2002

RCT

USA

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Population

N=296

Additional
outcomes for
Richter (for
details see
entry for
Richter 2010)
N=121

Women with Ul
or Fl

Mean age (SD):

Exercise group
74.5 (8.1);
Control group
74.9 (10.4)

N=222

Women with
incontinence
(urge and
mixed stress
and urge)

Mean age (SD)
Behavioural
and
biofeedback
group: 64.8
(7.1);
Behavioural
only group:
65.8 (7.6); Self-
administered
behavioural
group 65.8
(8.5)

Intervention

were performed at
each visit

See Richter 2010

Combination of
behavioural
techniques plus
PEMT

n=62

A Combination of of
education,
personalised goal
setting and action
planning. Behaviour
changes include
pelvic floor muscle
exercises, dietary
changes for
optimisation of stool
consistency with
gradual fibre
supplementation, fluid
adjustment to avoid
bladder irritants and
optimise fluid intake,
and bladder training
techniques.
Combination of
behavioural
techniques plus
biofeedback plus
PEMT

n=73

Participants were
taught skills and
strategies for
preventing
incontinence and
provided with oral and
written instructions for
daily home practice.
Anorectal
biofeedback took
place at the first visit
and third visit if
needed. Urge
suppression
strategies were
taught. Pelvic floor
muscle exercise was
recommended with 45
exercises each day

10

Comparison

See Richter 2010

Waitlist control
n=59

Participants received
the behavioural
intervention after final
data collection

Self-administered
behavioural training

plus PEMT
n=75

Written instructions
for an 8-week self-
help program, with
the same content as
the behavioural
training program
described above, but
completely self-
administered. It
presents basic
information about
urge and stress
incontinence,
completing bladder
diaries, locating
pelvic floor muscles,
daily pelvic floor
muscle exercises,
using muscles to
prevent accidents,

Outcomes

e Adherence

o PGI-I
e PFDI-20
¢ ICIQ-SF
e SMIS
e GSE-UI

o Patient
satisfaction
with progress
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Study

Chu 2019

RCT

USA

Dionko
2010

RCT

USA

Diokno
2018

Population

N=37

Women with Ul
(stress, urge or
mixed)

Mean age (SD)

Exercise group:

72.4 (6.3);
Usual care:
76.4 (9.9)

N=44
Women with Ul

Mean age (SD)
Behavioural
group: 60.6
(14.4); Control
group: 52.2
(12.6)

N=463

Intervention

Combination of
behavioural

techniques plus
PEMT n=74

This treatment
included all the
components of
behavioural training
minus the
biofeedback. In lieu of
biofeedback, verbal
feedback based on
vaginal palpation was
used

Both interventions
were 8 weeks
Combination of
bladder training plus
exercise

n=19

3 main components
(1) Exercise: general
balance and strength
training using a home
exercise video
programme; (2)
Bladder training with
urge suppression and
behavioural
measures; and (3)
Falls prevention: a
home visit.
Combination of
behavioural
techniques plus
education plus PEFMT
n=23

A 2-h lecture which
included a
presentation on the
anatomy of the lower
urinary tract, the
mechanism of urinary
bladder function, and
Ul, followed by
instruction on how to
perform pelvic floor
muscle exercises and
how to time voiding in
relation to frequency
of voiding
Combination of
behavioural

11

Comparison Outcomes

and responding to

urgency

Usual Care e Urinary

n=18 Incontinence
score

The usual care group
were offered an
appointment with a Ul
specialist or a
physical
therapist/nurse
practitioner
specialising in Ul.

No treatment

e Improvement in
n=21

incontinence
) ) ) o Severity level
No information given
on behaviour
modification at any
time. The group were
offered the
intervention at the
end of the study
period

No treatment
n=231

¢ ICIQ-SF
o PGI-I

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)
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Study
RCT

USA

Dougherty
2002

RCT

USA

Fantl 1991
RCT

USA

Population
Women with
urgency, stress
or mixed
incontinence

Mean age (SD)
Behavioural
group: 64 (7);
Control group:
65 (8)

N=218
Women with Ul

Mean age (SD)
C ombination
group: 67.7
(8.0); Control
group: 68.1
(8.5)

N=123

Women with Ul
aged 55 years
or more, with
Ul categorised
as uretheral
sphincteric

Intervention
techniques plus
education plus PEMT
n=232

A 2-hour bladder
health and self-
management session,
including information
about anatomy, basis
for continence, types,
causes and effects of
Ul, behavioural
strategies including
PFM exercise, and
coaching to facilitate
incorporation of
strategies.
Participants were also
given materials for
home use
Combination of
behavioural
techniques plus
PEMT

n=94

Consisted of three
phases: (a) self-
monitoring, (b)
bladder training, and
(c) pelvic muscle
exercise (PME) with
biofeedback. Self-
monitoring included
reducing caffeine
consumption,
adjusting the amount
and timing of intake,
decreasing
excessively long
voiding intervals
during awake hours,
and making dietary
changes to promote
bowel regularity, and
was only used if
indicated. Bladder
training was used and
those who did not
reach their goals with
BT went on to PME
with biofeedback.
Behavioural
techniques (bladder
training)

n=60

Bladder training

12

Comparison

No treatment, but
participants were
informed that they
could receive the
GBT class and
materials or be
referred to an
incontinence
specialist at the end
of the study

No treatment
n=84

Participants received
feedback on
information obtained
at the baseline visit,
which neither
constituted nor
promoted treatment

No treatment
n=63

Outcomes

o Patient
satisfaction

e 1IQ

e [IQ

¢ Incontinence
episode rates
e Micturation
rates

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)
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Study

Goode
2003

RCT

USA

Jelovsek
2018

Kafri 2013

RCT

Israel

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Population
incompetence
(72%), or DI £
sphincteric
incompetence
(28%)

N=200

Women with
stress
incontinence
(stress only or
mixed stress
and urge)

Mean age (SD)
Behavioural
group: 57.7
(10); Electrical
stimulation
group: 54.9
(9.4); Self-help
group: 55.9
(10.1)

Five year follow
up of Barber
2014 (for
details see
entry for Barber
2014)

N=164

Women with
urgency Ul

Mean age (SD)
Bladder
training: 57.2
(8.2); PEMT:
56.4 (7.1);

Intervention

Combination of
behavioural

techniques plus

PEMT plus
biofeedback

n=66

Anorectal
biofeedback to help
patients identify pelvic
floor muscles and
teach them how to
contract and relax
these muscles
selectively while
keeping abdominal
muscles relaxed.
Pelvic floor exercises
to be done daily.
Stress strategies to
prevent leakage and
urge strategies to
manage sensations

Combination of
behavioural

techniques plus

PEMT plus
biofeedback plus

pelvic floor electrical
stimulation (PFES)
n=67

This treatment
included all of the
components of
behavioural training
with the addition of
home PFES

See Barber 2014

Combination of
bladder training plus

Comparison

Self-administered
behavioural training

plus PEMT
n=67

A self-help booklet
that provided written
instructions for an 8-
week self-help
behavioural program
based on the
behavioural training
program described
previously but was
completely self-
administered

See Barber 2014

Combination of
bladder training plus

education
n=41

Comprised of three
components: (1)
patient education on
bladder function and
on how continence is

13

PEMT plus education

n=41

Included BT, PFMT,
and behavioural
advice, including
bowel education to
avoid constipation,

Outcomes

e Satisfaction

e Description of
treatment
outcome

e POPDI

e |-QOL
e VAS
e [S]

e Self-reported
Late-Life
Function and
Disability
Instrument
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Study Population Intervention Comparison Outcomes
Combination: usually maintained; advising modification e Adherence
56.2 (7.8) (2) scheduled voiding  of fluid intake, daily
using a prefixed or activity, and
flexible timetable, ergonomic

guiding participants to  consultation
increase intervals

between voids—the

aim was to achieve

an interval of 3—4 h

between voids; and

(3) positive

reinforcement through

psychological support

and encouragement

PEMT
n=40

Women practised 3
sets of 8-12 slow
maximal contractions
sustained for 6-8 s in
different functional
body positions,
progressing from lying
to standing.
Participants continued
a daily PFMT home-
based program.
Participants were also
taught to contract
these muscles
repeatedly to diminish
urgency and prevent

ul
Kaya 2015 N =132 Combination of Behavioural e Global rating of
behavioural techniques improvement
RCT Women with Ul techniques plus n=65
(including SUI, PEMT
Turkey MUland UUI)  n=67 Bladder training as

described for the
Mean age (SD) PFMT: A home-based Combination of group
Combination of ~ €xercise programme

group: 48.7 including strength and
(10.1) Control endurance training
group: 50.9 and voluntary fast and
(8.4) slow PFM
contractions.

BT: Included holding
urine for 30 minutes
beyond the initial
voiding interval, which
was then increased
each week. Urgency
suppression
strategies were
taught, including
distraction, relaxation,
mental imagery

14
Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Study

Kenton
2012

Kumari
2008

RCT

India

Richter
2010

RCT

USA

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Population
Additional
outcomes for
Richter (for
details see
entry for
Richter 2010)

N =198
Women with Ul

Mean age (SD)
Behavioural
therapy: 44.6
(11.2); control
group: 44.8
(14.5)

N=446

Women with Ul
(stress or
mixed)

Mean age (SD)
Behavioural
therapy: 49.6
(13); Pessary:
50.2 (11);
Combination:
49.5 (11.8)

Intervention
See Richter 2010

Combination of
bladder training plus
PEMT plus education
n=99

Behavioural therapy:
Including education
training on the
anatomy of the
female urinary
system, pelvic floor
muscles and
exercises, bladder
retraining and
maintenance of a
voiding diary and
exercise record.
Training occurred on
a 1:1 basis for 8
weeks. Participants
were asked to do at
least 50 pelvic floor
contractions everyday
Combination of
behavioural
techniques plus
PEMT

n=146

Included instructions
for pelvic floor muscle
training and exercise,
with additional skills
and strategies for
active use of muscles
to prevent stress and
urge incontinence.
Participants were
given individualised
prescriptions for daily
pelvic floor muscle
exercise and practice

Pessary treatment
n=149

Included a continence
ring or dish. Up to 3
clinic visits at 1-2
week intervals were

15

Comparison
See Richter 2010

No treatment
n=99

No further details

Combination of
behavioural
techniques plus
PEMT plus pessary
n=151

Participants were
encouraged to
continue routine
pessary use. Women
in this group were
permitted to continue
with only one of the
therapies if for
instance a pessary
could not be fit.

At the end of the 8-
week treatment
period, participants in
the behavioural and
combined groups
were provided with
an individualised
home maintenance
program

Outcomes

e UDI

e POPDI

e CRADI

o UIQ

e POPIQ

e CRAIQ

e QUID stress
e QUID urge

e 1IQ

o PGI-I
e PFDI
e Satisfaction

o Withdrawal due

to adverse
events



DRAFT FOR CONSULTATION
Behavioural approaches to the management of symptoms

Study

Rizvi 2018

RCT

Pakistan

Sherburn
2011

RCT

Australia

Population

N=150

Women with
OAB (wet OAB,
dry OAB, OAB
with SUI)

Mean age (SD)
Bladder
training: 55.7
(14.7); PEMT:
49.1 (14.9);
PFMT with
biofeedback:
49.3 (14.7)

N=83

Women with
stress
incontinence

Mean age (SD)
Behavioural
group: 72
(5.74); PEMT
group: 71.6
(4.73)

Intervention
permitted to achieve
optimal fitting

Bladder training
n=50

Included urge
suppression
techniques, self-
monitoring (bladder or
voiding diaries), life
style modifications,
for example,
eliminating bladder
irritants from the diet,
managing fluid intake,
weight control, bowel
regulation, smoking
cessation, and time
voiding.

PEMT
n=50

Participants were
instructed to perform
PFM contractions at
home without any
devices, according to
the PERFECT
scheme. They were
instructed to hold
submaximal to
maximal PFM
contractions for6 s, 5
times and to perform
10 fast contractions
per session. Home
practice at least 3
times daily
Combination of
behavioural
techniques plus

education plus
exercise

n=40

Twenty weekly group
sessions. Included
education, gentle
exercise and timed
voiding. Cognitive
methods only were
taught. Education
topics included:
normal bladder
control and voiding
parameters, skin
care, pad usage,
fluids and fluid intake,
optimal toileting

16

Comparison

PEMT plus
biofeedback

N=50

Participants were
trained with an intra
vaginal
electromyogram
probe twice a week.
Each participant was
instructed to contract
or relax her pelvic
floor muscles
following the audio-
visual signals

Combination of
PEMT plus education
n=43

Twenty weekly group
sessions. Included
education, and
general exercise
incorporating PFM
exercise. Participants
then continued a
daily PFMT program
at home. Education
topics included:
functional use of the
PFMs, including use
of a pre-contraction,
weight management
strategies, normal
bladder control and
voiding parameters,

Outcomes

e UDI-6

e [IQ-7

e Adverse events
resulting in
discontinuation

¢ |ICIQ-SF
e AQoL

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Study Population
Shivkumar N=30
2015
Women with Ul
RCT
Mean age not
India reported
Talley 2017 N=42
RCT Women with Ul
(stress,
USA urgency, mixed,
functional)

Mean age (SD)
84.9 (6.4)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)

Intervention
position, voiding
dynamics, and
relaxation, distraction
and breath control as
part of the deferral
strategies. An
exercise component
was included for this
group to provide
equivalence. The
exercise component
comprised gentle
exercise including
stretches, with breath
awareness and
relaxation. There was
no specific
strengthening of the
PFM

Combination of
behavioural
techniques plus
PEMT

n=15

Consisted of 3 parts
including a bladder
training schedule
(waiting until a
schedule time to
void), bladder urge
control (urge
suppression
techniques such as
mental imagery,
relaxed breathing)
and self-care tips
such as using a watch
to as a reminder of
next bathroom visit,
not restricting fluids.
PFMT involved
instruction to slowly
tighten or squeeze
pelvic floor muscles
under the bladder
Combination of
behavioural
techniques plus
PEMT plus exercise
n=23

Pelvic floor muscle
exercises five days a
week. Participants
selected additional
strategies such as
PFMT, bladder
training, urge
suppression,

17

Comparison Outcomes
fluids and fluid intake,

optimal toileting

position, voiding

dynamics, and

benefits of general

exercise
Beha\_/ioural e Incontinence
techniques severity as
n=15 measured by
VAS

Bladder training as e |IQ
described for the
Combination of group
but without PFMT
Usual care e ICIQ
n=19 . 1IQ

e UDI

Participants received
one home visit to
complete the same
health history and
physical exam
received by the
treatment group.
They received the
treatment group’s
printed material on
lifestyle and

e Satisfaction
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Study Population

Weidner Additional

2017 outcomes for
Barber 2014
(for details see
entry for Barber
2014)

Wyman N = 204

1998
Women with

RCT genuine stress
incontinence,

USA detrusor
instability or
both

Mean age (SD)
Bladder
training: 60
(10); PMFE: 62
(10);
Combination:
61 (9)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)

Intervention
eliminate bladder
irritants, adequate
fluid intake,
constipation
prevention, reducing
nocturia, medication
education. The
physical activity
program included 150
minutes of moderate
intensity walking and
twice weekly 1-hour
group exercise
sessions which
included 10 strength
building exercises

See Barber 2014

Combination of
behavioural
techniques plus
education

n=68

A progressive voiding
schedule. Participants
were encouraged to
make every effort not
to void off schedule
by use of urge
inhibition techniques
such as affirmations,
distraction and
relaxation techniques

PEMT plus education
n=69

A graded home
exercise regimen with
audio cassette
practice tapes and 4
office biofeedback
sessions. Participants
were also instructed
to use pelvic muscle
contractions for urge
inhibition and
preventive
contractions with
exertional events
such as coughing,
sneezing, or lifting

18

Comparison
behavioural therapies
after completing 12-
week outcome
assessments

See Barber 2014

Combination of
behavioural
techniques plus
education plus PEMT
n=67

The same protocols
as described above
for bladder training
and pelvic muscle
exercises. Bladder
training was
implemented initially
with pelvic muscle
exercises added
during the third week
of treatment.

Outcomes

o PGI-I

e UDI
¢ [IQ-R

e Satisfaction
with outcome

e Adherence
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Study Population Intervention Comparison Outcomes

All interventions were
12 weeks. And all
included education
and self-monitoring of
voiding behaviour
Yoon 2003  N=50 Behavioural No Treament o Micturation rate
techniques (n=12)
RCT Parous women  Bladder training
aged 35 to 55 (n=19) voiding
Korea years with Ul interval increased
weekly

PEMT

(n=16) 30

contractions daily,

with EMG feedback

weekly.
AQoL: The Assessment of Quality of Life; CRADI: Colorectal-Anal Distress Inventory; CRAIQ: Colorectal-Anal
Impact Questionnaire; GSE-UI, Geriatric Self Efficacy for Urinary Incontinence; ICIQ-SF, International
Consultation on Incontinence Questionnaire Short Form; 11Q: Incontinence Impact Questionnaire; ISI:
Incontinence Severity Index; I-QOL: Incontinence Quality of Life; PFMT: pelvic floor muscle training; PFMT: pelvic
floor muscle exercise; RCT; randomised controlled trial; SMIS, St. Marks Incontinence Score; SD: standard
deviation; PFDI: Pelvic Floor Distress Inventory; PFDI-20: Pelvic Floor Distress Inventory Short Form 20; PGI-I:
Patient Global Impression of Improvement; POPDI: Pelvic Organ Prolapse Distress Inventory; POPIQ: Pelvic
Organ Prolapse Impact Questionnaire; UDI: Urinary Distress Inventory; UIQ: Urinary Impact Questionnaire; QUID:
Questionnaire for Urinary Incontinence Diagnosis; VAS: visual analogue scale

See the full evidence tables in appendix D and the forest plots in appendix E.

Quality assessment of studies included in the evidence review

See the evidence profiles in appendix F.
Economic evidence

Included studies

A single economic search was undertaken for all topics included in the scope of this
guideline. One study was identified which was relevant to this question (Diokno 2018).

See the literature search strategy in appendix B and economic study selection flow chart in
appendix G.

Excluded studies

Economic studies not included in this review are listed, and reasons for their exclusion are
provided in appendix K.

Summary of studies included in the economic evidence review

See the economic evidence tables in appendix H and economic evidence profiles in
appendix .

A US study (Diokno 2018) evaluated the cost-effectiveness of group administered
behavioural treatment (GBT) relative for urinary incontinence in women = 55 years’ years
relative to no treatment. The analysis was undertaken alongside an RCT. The intervention
group received a single 2-hour bladder health class supplemented by an audio CD and
written materials. The analysis undertaken from the payer perspective were derived from the

19
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cost of materials and the cost of professionals’ time. The additional cost of GBT was $36 per
participant and a mean reduction of 1.61 in the ICIQ-SF was reported. This gave an
incremental cost-effectiveness ratio (ICER) of $22 per mean reduction in ICIQ-SF score,
although the authors reported that GBT dominated from a societal perspective. No sensitivity
analysis was undertaken to account for uncertainty.

Economic model

No economic modelling was undertaken for this review because the committee agreed that
other topics were higher priorities for economic evaluation because any recommendations in
this area were unlikely to have a significant cost.

Brief summary of the evidence

Behavioural techniques versus no treatment for women with Ul

¢ Moderate to low quality evidence showed a benefit of bladder training when compared to
no treatment for women with Ul in terms of incontinence related quality of life, number of
incontinence episodes and voluntary micturition rate.

Combination behavioural techniques + PFMT versus usual care for women with
POP/SUI

e Moderate to very low quality evidence showed no difference between a combination
behavioural technique and PFMT intervention for women with POP or SUI compared to
usual care for urinary distress scores, colorectal and anal distress scores at 6 and 24
months, and pelvic organ prolapse distress scores at 6 months, for pelvic organ prolapse
distress scores at 24 months, incontinence severity and patients’ global impression of
improvement at both time points.

Combination behavioural techniques + PFMT versus no treatment for UI/FI

e Low quality evidence showed that there was a benefit of a combination behavioural
techniques and PFMT intervention compared to no treatment for the number of
participants ‘better’ or ‘much better’ according to the patient global impression of
improvement for women with Ul, and for the number of people ‘better’ or ‘much better’ for
people with FI.

¢ Very low quality evidenced showed a benefit of a combination behavioural techniques and
PFMT intervention in terms of a pelvic floor distress measure and geriatric self-efficacy for
women with Ul or Fl, but there was no effect on geriatric self-efficacy.

Combination behavioural techniques + PFMT versus behavioural techniques for Ul

e Moderate to low quality evidence showed that there was a benefit of a combination
behavioural techniques and PFMT intervention compared to behavioural techniques alone
for the number of participants improved or cured according to the global rating of
improvement.

¢ Low quality evidence also showed that there was a benefit for combination behavioural
techniques as measured by VAS but no effect on incontinence impact scores.

Combination behavioural techniques + PFMT versus pessary for SUI

e Moderate quality evidence showed that there was no effect of a combination behavioural
techniques and PFMT intervention compared to pessary alone for women with SUI in
terms of urinary distress scores, pelvic organ prolapse scores, colorectal and anal distress
scores, urinary incontinence scores, pelvic organ prolapse impact scores, colorectal-anal
impact scores, urinary incontinence diagnosis scores.
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Low quality evidence showed that there was a benefit for combination behavioural
techniques and PFMT intervention in terms of urinary distress scores for the stress
incontinence subscale at 3 months, and for withdrawal due to adverse events at 3 months,
but no effect for the number of participants that were better or very much better at 3
months and the number of women satisfied with treatment at 3 months.

Very low quality evidence showed that there was no difference in the number of
participants that were better or very much better at 12 months, the number of women
satisfied with treatment at 12 months, and withdrawal due to serious adverse events at 12
months.

Combination behavioural techniques + education versus PFMT + education for SUI

Very low quality evidence showed that there was a benefit of a combination behavioural
techniques and PFMT intervention compared to pessary for women with SUI in terms of
adherence.

Very low quality evidence showed that there was a possible benefit of a combination
behavioural techniques and PFMT intervention compared to pessary for women with SUI
in terms of urogenital distress scores, but no effect for incontinence impact scores, the
number of women very satisfied at the end of treatment and at follow up, and the number
of women dissatisfied or very dissatisfied at the end of treatment.

Combination behavioural techniques + PFMT + exercise/education versus no
treatment for Ul

Low to very low quality evidence showed that there was a benefit of a combination
behavioural techniques, PFMT and either exercise or education intervention compared to
no treatment for women with Ul in terms of the number of women much better or very
much better at 3 and 12 months, but no effect for incontinence impact scores and
incontinence scores at the end of the intervention or at 3 months.

Very low quality evidence showed that there was a benefit for the number of women
reporting their incontinence was ‘the same or worse’, ‘improved’ and ‘slight’, and the
number of people reporting satisfaction, but no effect for incontinence scores at the end of
treatment or at 3 months, urinary distress scores and the number of women reporting their
incontinence was ‘moderate’ or ‘severe’.

Combination behavioural techniques + PFMT + some BF versus no treatment for Ul

Very low quality evidence showed that there was no effect of a combination behavioural
techniques, PFMT and some BF compared to no treatment for women with Ul in terms of
incontinence impact scores at 6 months.

Low quality evidence showed that there was no effect of incontinence impact scores at 24
months.

Combination behavioural techniques + PFMT + pessary versus pessary for SUI

Very low quality evidence showed that there was no effect of a combination behavioural
techniques, PFMT and pessary intervention compared to pessary alone for women with
SUl in terms of the number of participants ‘much better’ or ‘very much better’ at 12
months, urinary distress scores at 12 months and withdrawal due to serious adverse
events at 12 months.

Low quality evidence showed that there was a benefit for the combination intervention in
terms of number of participants ‘much better’ or ‘very much better’ at 3 months, and a
possible benefit for urinary distress scores at 3 months but no effect on satisfaction with
treatmet at 3 or 12 months.

Moderate quality evidence showed that there was a benefit for the combination
intervention in terms of for withdrawal due to serious adverse events at 3 months.
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Combination behavioural techniques + PFMT + pessary/education versus behavioural
techniques + PFMT/education for Ul

¢ Very low quality evidence showed that there was no effect for the number of participants
‘completely or somewhat satisfied’, ‘very or slightly satisfied’ or ‘satisfied” at end of
treatment, the number of participants ‘not at all satisfied” at 3-12 months, the number of
participant ‘much better’ or ‘very much better’ at 12 months, urogenital distress scores,
incontinence impact scores at end of treatment, withdrawal due to serious events at 3
months, and adherence during intervention.

¢ Moderate quality evidence showed that there was no effect of for women with Ul for the
number of women satisfied at follow up and withdrawal due to serious events at 12
months.

¢ Low quality evidence showed that there was possibly worse adherence in the combination
behavioural techniques, PFMT and pessary or education intervention compared to
combined behavioural techniques and PFMT or education during follow up, but no effect
for the number of participants ‘much better’ or ‘very much better’ at 3 months, urinary
distress scores at 3 or 12 months, and adherence at 3 months.

Combination behavioural techniques + PFMT + counselling versus behavioural
techniques + PFMT for Ul

e Moderate quality evidence showed that there was no effect of a combination behavioural
techniques, PFMT and counselling intervention compared combined behavioural
techniques and PFMT for women with Ul for incontinence quality of life scores at end of
intervention of 12 month follow up.

e Low quality evidence showed no difference for adherence.

Combination behavioural techniques + PFMT + biofeedback + PFES versus
behavioural techniques + PFMT + biofeedback for Ul

¢ Low quality evidence showed that there was a possible benefit of a combination
behavioural techniques, PFMT, biofeedback and PFES intervention compared combined
behavioural techniques, PFMT and biofeedback for women with Ul for the number of
participants describing themselves as ‘much better’ but no effect for the number of
participants completely satisfied with progress.

e Very low to low quality evidence showed no difference in participant satisfaction.

Combination behavioural techniques + education + PFMT/exercise versus education +
PFMT for Ul

e Very low quality evidence showed that there was a possible benefit with the combination
behavioural techniques, education and PFMT or exercise intervention for urogenital
distress scores and a benefit for adherence, but no effect for incontinence impact scores,
the number of participants very satisfied at the end of the intervention and at 3 months.

¢ Low quality evidence showed that there was no effect of a combination behavioural
techniques, education and PFMT or exercise intervention compared combined education
and PFMT for women with Ul for incontinence scores and quality of life scores.

Combination bladder training + exercise versus usual care for Ul

¢ Very low quality evidence showed that there was a benefit of a combination bladder
training and exercise intervention compared usual care for women with Ul for urinary
incontinence scores.

Combination bladder training + education versus PFMT for UUI

¢ Low quality evidence showed that there was no difference in incontinence quality of life at
3 and 12 months, VAS scores at 3 months, incontinence severity scores at 3 and 12
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months, function scores at 12 months and disability component scores at 3 and 12
months.

Very low quality of evidence showed that there was no difference in VAS scores at 12
months and function component scores at 3 months.

Moderate quality evidence showed that there was no effect of a combination bladder
training and education intervention compared to PFMT for women with UUI for adherence.

Combination bladder training + PFMT + education versus no treatment for Ul

Low quality evidence showed that there was no effect of a combination bladder training,
PFMT and education intervention compared no treatment for women with Ul for
incontinence impact scores at 8 weeks.

Very low quality evidence showed that there was no difference in incontinence impact
scores at 6 months.

Comparison combination bladder training + PFMT + education versus PFMT for Ul

Low quality evidence showed that there was no difference in incontinence severity scores
at 3 and 12 months, incontinence related quality of life at 3 months, VAS scores at 3 and
12 months, disability scores at 3 and 12 months, function scores at 3 months, and
adherence.

Moderate quality evidence showed that there was no effect of a combination bladder
training, PFMT and education intervention compared to PFMT for women with Ul for
incontinence related quality of life at 12 months.

Very low quality evidence showed no difference in function scores at 12 months.

Comparison combination bladder training + PFMT + education versus bladder training
+ education for Ul

Moderate quality evidence showed that there was no effect of a combination bladder
training, PFMT and education intervention compared to bladder training and education for
women with Ul for incontinence related quality of life at the end of the intervention.

Low quality evidence showed that there was no difference in incontinence related quality
of life at 12 months, incontinence severity scores at 3 and 12 months, disability scores at
3 and 12 months, function scores at 3 and 12 months, and adherence.

Comparison combination self-administered behavioural techniques + PFMT versus
behavioural techniques + PFMT + biofeedback + PFES for SUI

Low quality evidence showed that there was a harm for the number of women completely
satisfied with progress, and for the number of participants describing their outcome as
‘about the same or worse’.

Very low quality evidence showed no effect for the number of participants somewhat
satisfied and the number of participants not at all satisfied with progress.

Moderate quality evidence showed that there was a no difference of a combination self-
administered behavioural techniques and PFMT intervention compared to combination
behavioural techniques, PFMT, biofeedback and PFES for women with SUI for the
number of participants describing their outcome as ‘better’ or ‘much better’.

Combination behavioural techniques + biofeedback + PFMT versus self-administered
behavioural techniques + PFMT for SUI

Very low quality evidence showed that there was a benefit for the number of participants
completely satisfied.

Low quality evidence showed that there was a possible benefit of a combination
behavioural techniques, biofeedback and PFMT intervention compared self-administered
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behavioural techniques and PFMT for women with Ul for the number of participants ‘much
better’, and a possible harm for the number of participants ‘better’.

Behavioural techniques versus self-administered behavioural techniques for Ul

e Low to very low quality evidence showed that there was a possible benefit for a
behavioural techniques intervention compared to self-administered behavioural
techniques for women with Ul for the number of participants completely satisfied.

Bladder training versus PFMT + biofeedback for OAB

¢ Low quality evidence showed that there was no effect of a bladder training intervention
compared to PFMT and biofeedback for women with OAB for urinary distress scores and
incontinence impact scores.

¢ Very low quality evidence showed that there was no effect for adverse events leading to
withdrawal.

Bladder training versus PFMT for OAB

¢ Low quality evidence showed that there was no effect for urinary distress scores and
incontinence impact scores.

¢ Moderate quality evidence showed that there was no effect of a bladder training
intervention compared to PFMT for women with OAB for adverse events leading to
withdrawal.

The committee’s discussion of the evidence

Interpreting the evidence
The outcomes that matter most

The committee agreed that improvement in the subjective measure of change of symptoms
associated with pelvic floor dysfunction were the most critical outcomes, as this is a review
on management of symptoms, so any effective intervention should improve these. Health
related quality of life was also considered critical, given the impact of bothersome symptoms
on this outcome. The committee agreed that important outcomes were satisfaction with the
intervention, adherence to the intervention, and adverse events leading to withdrawal or
discontinuation, as these outcomes likely influence the effect size of the outcome and should
therefore be considered. Anxiety and depression were also considered as important
outcomes, as PFD can have a negative impact on a woman'’s psychological state.

The quality of the evidence

The quality of the evidence for this review was assessed using GRADE and ranged from
very low to moderate quality. All studies were downgraded due to risk of bias in the
measurement of outcomes, as these were generally self-reported and as such open to
influence from bias relating to assumptions about the effect of treatment. Additionally, the
participants could not be blinded to the interventions due to the nature of treatment, and
many papers did not publish protocols, resulting in some concerns regarding the selection of
the reported result. Some outcomes were also downgraded due to imprecision in the data,
which may be related to small study size.

No evidence was found for seating training or splinting interventions and there was no
evidence for the impact of behavioural interventions on emptying disorders of the bowel,
sexual dysfunction or chronic pelvic pain outcomes.
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Benefits and harms

Two studies showed that behavioural techniques improve symptoms of urinary urgency and
frequency in those women with urinary incontinence when compared to no treatment. The
evidence was moderate to very low and the committee discussed that the vast majority of
studies combined behavioural approaches. They agreed that combinations such as bladder
retraining and lifestyle education with pelvic floor muscle exercise can improve symptoms of
urinary incontinence. The committee acknowledged that the behavioural techniques in the
studies were provided under direct supervision by a suitably trained health care professional.
However, they were conscious that generally all the studies included pelvic floor muscle
training as part of the intervention, therefore it was difficult to interpret which part of the
combination would have the biggest impact on symptom improvement. The committee
acknoweledged that having behavioural techniques in combination with other options
reflected their experience in clinical practice as the interventions are usually provided
together and according to the women'’s preference. On the basis of their experience and the
available evidence they recommended bladder retraining should be offered in combination
with management options for example pelvic floor muscle training and lifestyle advice for
women with urinary frequency, urge or mixed incontinence.

One study suggested that a combination of behavioural techniques and pelvic floor muscle
exercises was effective in improving symptoms of faecal incontinence. The committee
acknowledged that this evidence was low in quality. However, they agreed that in their
experience these interventions can also be effective in women with faecal incontinence. They
noted that there is other NICE guidance on faecal incontinence in adults. They discussed
that this guideline would have been supported by a different evidence base because
evidence was not restricted to symptoms associated with pelvic floor dysfunction. However,
they decided that the recommendations related to behavioural approaches to manage faecal
incontinence could be generalised to the context of pelvic floor dysfunction and decided to
link to the relevant section of this guideline (for a link to the guideline see the ‘other factors
the committee took into account’ section below).

The committee agreed that behavioural techniques should be tailored to individual as ability
will differ based on other co-existing conditions. They discussed that in their experience
women with cognitive impairments are able to learn habits and routines and that these can
be developed through support such as prompting, for example a regular reminder to use the
toilet at regular times may then form a habit that would result in an improvement of
symptoms (as in prompted toileting and habit retraining). The committee therefore decided to
raise awareness that this should be taken into account when planning treatment options.

Cost effectiveness and resource use

One US economic evaluation (Diokno 2018) alongside a randomised controlled trial
compared group administered behavioural therapy against no treatment. The study
population was women over 55 years of age based in communities in Nebraska and used the
International Consultation on Incontinence Questionnaire-Short Form (ICIQ-SF) as the
primary measure of effect. The costs were calculated from local rates for the intervention
materials and market rates for the labour costs. From the study an incremental cost-
effectiveness ratio for the behavioural therapy of $22.42 per unit reduction in ICIQ-SF. The
committee noted that it was difficult to ascertain whether that could be considered cost-
effective in the UK context.

Therefore, the committee made a qualitative assessment of cost-effectiveness on which to
base their recommendations. They noted that behavioural techniques can improve
symptoms of urinary incontinence although the mechanism of effect can be difficult to
disentangle as the interventions are generally provided alongside pelvic floor muscle training.
However, the committee believed that it would not be expensive to offer bladder training as it
consists of advice about when or how frequently to go to the toilet which can be done
alongside other inteventions, such as pelvic floor muscle training, that are also
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recommended. The committee considered that their recommendations were in line with
current practice.

Other factors the committee took into account

Given the limited evidence identified for faecal incontinence the committee agreed to cross
refer to the NICE guideline on Faecal incontinence in adults: management for further
relevant advice on diet, bowel habit and toilet access.
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Recommendations supported by this evidence review

This evidence review supports recommendations 1.7.29 to 1.7.31 in the NICE guideline.
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Appendices

Appendix A — Review protocol

Review protocol for review question: What is the effectiveness of behavioural approaches (for example toilet training,
seating, splinting) for improving symptoms associated with pelvic floor dysfunction?

Table 3: Review protocol

ID Field

0. PROSPERO registration number
1. Review title

2. Review question

& Objective

4. Searches

Content
CRD42020170328
Behavioral approaches for managing pelvic floor dysfunction

What is the effectiveness of behavioral approaches (for example toilet training, seating,
splinting) for improving symptoms associated with pelvic floor dysfunction?

The objective of this review is to determine whether behavioral approaches can
effectively improve symptoms (including urinary incontinence, pelvic organ prolapse,
emptying disorders of the bladder, faecal incontinence, emptying disorders of the bowel,
sexual dysfunction and chronic pelvic pain syndromes) associated with pelvic floor
dysfunction.

The following databases will be searched:

e Cochrane Database of Systematic Reviews (CDSR)

e Cochrane Central Register of Controlled Trials (CENTRAL)
e MEDLINE & Medline in Process

e Embase

e Cinahl or Emcare

e PsycINFO

Searches will be restricted by:

e Date: 1980 onwards (see section 10 for justification)
e Human studies

e English language studies only

Other searches:
e Inclusion lists of potentially relevant systematic review
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ID Field

5. Condition or domain being studied
6. Population

7. Intervention

Content
The full search strategies for MEDLINE database will be published in the final review.

For each search, the principal database search strategy is quality assured by a second
information scientist using an adaptation of the PRESS 2015 Guideline Evidence-Based
Checklist.

The following symptoms will be addressed as long as they are associated with pelvic
floor dysfunction: urinary incontinence, emptying disorders of the bladder, faecal
incontinence, emptying disorders of the bowel, pelvic organ prolapse, sexual dysfunction
and chronic pelvic pain syndromes.

Inclusion

e Women and young women (aged 12 years and older) with symptoms associated with
pelvic floor dysfunction

Exclusion

e Studies which include women with urinary incontinence, emptying disorders of the
bladder, faecal incontinence, emptying disorders of the bowel, pelvic organ prolapse,
sexual dysfunction and chronic pelvic pain syndromes which are not due to pelvic floor
dysfunction will be excluded. For example women who have urinary incontinence due
to a neurological condition or pelvic cancer will be excluded. During the screening
stage, the reported inclusion/exclusion criteria of studies will be examined carefully.
We do not anticipate studies on urinary incontinence, emptying disorders of the
bladder or pelvic organ prolapse will explicitly state “associated with pelvic floor
dysfunction” therefore this will be a pragmatic decision based on the description of the
condition provided by the study authors. Some of these symptoms (for example
urinary incontinence) are most often due to a failure in the pelvic floor and therefore
unless the exclusion criteria states a different cause, these studies are likely to be
included. However for studies on sexual dysfunction and pelvic pain the causes are
more numerous. As such for these symptoms unless the study specifically states
“associated with pelvic floor dysfunction” they will be excluded. If any ambiguity exists,
at least two reviewers will make the final decision if to include or exclude the study.

e Men

e Babies and children (younger than 12 years)

The following behavioural interventions will be considered:
¢ Bladder retraining,

e Defecation techniques
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ID Field

8. Comparator

9. Types of study to be included
10. Other exclusion criteria

Content

e Seating training (Position on toilet) / defecation positioning / defecation dynamics /
posture opening bowels

¢ Splinting (vaginal digitation perineal support)

¢ Bladder / bowel diaries

e Education training

e Urge suppression and depression techniques (urge strategies)

e Scheduled / delayed voiding

o Bladder drill

e Combination interventions will be included; however, the primary aim of the study
should be behavioural techniques

¢ Any of the above (in isolation or in combination)

o Waiting list

e Usual care

e Pelvic floor muscle training (PFMT)

e Systematic reviews of RCTs

e RCTs

¢ If no RCT evidence is identified, then other study designs will be considered, namely:
¢ Non-randomised or quasi-randomised controlled trials

e Comparative cohort studies

e The decision to include non RCT study designs will be determined for each of the
listed symptoms associated with pelvic floor dysfunction. For example if we identify an
RCT on urinary incontinence but not on pelvic organ prolapse, then we will continue
our search for observational studies for other study designs for pelvic organ prolapse
but we will not search for further study designs for or urinary incontinence.

Note: For further details, see the algorithm in appendix H, Developing NICE guidelines:
the manual.

e Interventions based on pelvic floor muscle training will be excluded unless a
behavioural technique is included, and is the main focus of the study

e Interventions which change lifestyle factors (weight, dietary factors and or physical
activity will be excluded) unless a behavioural technique is included, and is the main
focus of the study (see combination interventions, in the included interventions
section)
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ID Field Content

¢ Psychological interventions will be excluded, these include distraction, self-assertion
techniques

¢ Studies with a mixed population (specifically women with symptoms such as urinary
incontinence which are associated with pelvic floor dysfunction and women with
symptoms that are not associated with pelvic floor dysfunction) will be excluded,
unless subgroup analysis for those women with symptoms associated with pelvic floor
dysfunction has been reported.

e Conference abstracts will be excluded because these do not typically provide sufficient
information to fully assess risk of bias.

Only articles published after 1980 will be included. This was agreed by the committee

as this is the date that the condition “pelvic floor dysfunction” was recognised to include

agreed terminology on symptoms.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2815805/

11. Context Studies which explicitly demonstrate a change in outcomes for symptoms associated
with pelvic floor dysfunction will be prioritised for decision making in regards to
recommendations, and these recommendations will apply to those receiving care in any
healthcare settings (such as community, primary, secondary care). However, the
context of recommendations is likely broader than just the health care setting itself.
Women who are not currently accessing services may benefit from the
recommendations in order to make changes which could improve symptoms they are
experiencing.

Specific recommendations for groups listed in the Equality Considerations section of the
scope may be also be made as appropriate.
12. Primary outcomes (critical outcomes) e Subjective measure of change in the following symptoms:
o urinary incontinence
o emptying disorders of the bladder
o faecal incontinence
o emptying disorders of the bowel
o pelvic organ prolapse
o sexual dysfunction
o chronic pelvic pain syndromes
e Health-related quality of life (only validated scales will be included)
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ID

13.

14.

15.

16.

Field

Secondary outcomes (important outcomes)

Data extraction (selection and coding)

Risk of bias (quality) assessment

Strategy for data synthesis

Content

For the above outcomes, only validated tools will be included (for example: ICIQ-UI,
ICIQ-VS, BFLUTS, KHQ, UDI, ISI, ePAQ, POPSS, PISQ, POPQ, FISI, FIQL, GIQLI,
PAC-QM, PAC -SYM, PDI, BPI)

o Satisfaction with intervention

e Adherence to intervention

¢ Anxiety and depression, (only validated tools will be included)

e Adverse events leading to withdrawal/discontinuation

All references identified by the searches and from other sources will be uploaded into
STAR and de-duplicated.

Titles and abstracts of the retrieved citations will be screened to identify studies that
potentially meet the inclusion criteria outlined in the review protocol.

Duplicate screening will not be undertaken for this question.

Full versions of the selected studies will be obtained for assessment. Studies that fail to
meet the inclusion criteria once the full version has been checked will be excluded at this
stage. Each study excluded after checking the full version will be listed, along with the
reason for its exclusion. Draft included and excluded study lists will be circulated to the
committee for their comments, resolution of any disputes will be by discussion between
the senior reviewer, topic advisor and chair.

A standardised form will be used to extract data from studies. One reviewer will extract
relevant data into a standardised form, and this will be quality assessed by a senior
reviewer. Information to be extracted from studies includes: study type, study dates,
location of study, funding, inclusion and exclusion criteria, participant characteristics,
and details of the intervention and comparator.

Quality assessment of individual studies will be performed using the following checklists
e ROBIS tool for systematic reviews

e Cochrane RoB tool v.2 for RCTs

e ROBINS -| for non-randomised trials

The quality assessment will be performed by one reviewer and this will be quality
assessed by a senior reviewer.

Depending on the availability of the evidence, the findings will be summarised narratively
or quantitatively.
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ID Field

Content
Data Synthesis

Where possible, pair wise meta-analyses will be conducted using Cochrane Review
Manager software. A fixed effect meta-analysis will be conducted and data will be
presented as risk ratios for dichotomous outcomes. Peto odds ratio will be used for
outcomes with zero events Mean differences or standardised mean differences will be
calculated for continuous outcomes.

Heterogeneity

Heterogeneity in the effect estimates of the individual studies will be assessed using the
I statistic. I? values of greater than 50% and 80% will be considered as significant and
very significant heterogeneity, respectively. In the presence of heterogeneity sub-group
analysis will be conducted

e According to risk of bias of individual studies

¢ According to socioeconomic status of population included

¢ By ethnicity of included populations

Exact subgroup analysis may vary depending on differences identified within included
studies. If heterogeneity cannot be explained through subgroup analysis then a random
effects model will be used for meta-analysis. If heterogeneity remains above 80%
reviewers will consider if meta-analysis is appropriate given the characteristics of
included

Minimal important differences (MIDs)

Published MIDs will be used where available, alternatively the committee will be asked
for appropriate pre-specified MIDs. In the absence of these, default MIDs will be used for
risk ratios and continuous outcomes as follows:

e For risk ratios: 0.8 and 1.25.

e For continuous outcomes:

o For one study: the MID is calculated as +/-0.5 times the baseline SD of the control
arm.

o For two studies: the MID is calculated as +/-0.5 times the mean of the SDs of the

control arms at baseline. If baseline SD is not available, then SD at follow up will be
used.
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ID Field
17. Analysis of sub-groups
18. Type and method of review

Content

o For three or more studies (meta-analysed): the MID is calculated by ranking the
studies in order of SD in the control arms. The MID is calculated as +/- 0.5 times
median SD.

o For studies that have been pooled using SMD (meta-analysed): +0.5 and -0.5 in the
SMD scale are used as MID boundaries.

Validity

The confidence in the findings across all available evidence will be evaluated for each
outcome using an adaptation of the ‘Grading of Recommendations Assessment,
Development and Evaluation (GRADE) toolbox’ developed by the international GRADE
working group: http://www.gradeworkinggroup.org/

Stratification

If data is available, separate analysis will be conducted on:
¢ Women who are pregnant or who have been pregnant

e Women before and after gynaecological surgery

e Women aged 65 or older, and younger women

e Women with physical disabilities

¢ Women with cognitive impairment

e Women who are in perimenopause (pre- and post-)

¢ According to those who do not identify themselves as women, but who have female
pelvic organs

Recommendations will apply to all those with pelvic floor dysfunction unless there is
evidence of a difference in these stratified groups

Intervention
Diagnostic
Prognostic
Qualitative
Epidemiologic
Service Delivery

OO0OO0O00O0OK

Other (please specify)
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ID

19.
20.
21.
22.
23.

24.

25.
26.

27.

Field

Language

Country

Anticipated or actual start date
Anticipated completion date

Stage of review at time of this submission

Named contact

Review team members
Funding sources/sponsor

Conflicts of interest

Content

English

England

May 2020

August 2021

Review stage Started Completed
Preliminary searches O [
Piloting of the study selection process I [
Formal screening of search results O [
against eligibility criteria

Data extraction [ [
Risk of bias (quality) assessment O [
Data analysis O [

5a. Named contact
National Guideline Alliance

5b Named contact e-mail
Preventionof POP@nice.org.uk

5e Organisational affiliation of the review

National Institute for Health and Care Excellence (NICE) and the National Guideline
Alliance

e NGA technical team

This systematic review is being completed by the National Guideline Alliance, which is
funded by NICE and hosted by the Royal College of Obstetricians and Gynaecologists.
NICE funds the National Guideline Alliance to develop guidelines for those working in
the NHS, public health, and social care in England.

All guideline committee members and anyone who has direct input into NICE guidelines
(including the evidence review team and expert witnesses) must declare any potential
conflicts of interest in line with NICE's code of practice for declaring and dealing with
conflicts of interest. Any relevant interests, or changes to interests, will also be declared
publicly at the start of each guideline committee meeting. Before each meeting, any
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ID

28.

29.
30.
31.

32.
33.

34.

35..
36.

Field

Collaborators

Other registration details
Reference/URL for published protocol
Dissemination plans

Keywords

Details of existing review of same topic by
same authors

Current review status

Additional information
Details of final publication

Content

potential conflicts of interest will be considered by the guideline committee Chair and a
senior member of the development team. Any decisions to exclude a person from all or
part of a meeting will be documented. Any changes to a member's declaration of
interests will be recorded in the minutes of the meeting. Declarations of interests will be
published with the final guideline.

Development of this systematic review will be overseen by an advisory committee who
will use the review to inform the development of evidence-based recommendations in
line with section 3 of Developing NICE guidelines: the manual. Members of the guideline
committee are available on the NICE website: [NICE guideline webpage].

Not applicable
https://www.crd.york.ac.uk/prospero/display record.php?RecordIiD=170328

NICE may use a range of different methods to raise awareness of the guideline. These
include standard approaches such as:

¢ notifying registered stakeholders of publication
¢ publicising the guideline through NICE's newsletter and alerts

e issuing a press release or briefing as appropriate, posting news articles on the NICE
website, using social media channels, and publicising the guideline within NICE.

Behavioural approaches, pelvic floor dysfunction
Not applicable

Ongoing

Completed but not published

Completed and published

Completed, published and being updated

O 000K

Discontinued

www.nice.org.uk

CDSR: Cochrane Database of Systematic Reviews; CENTRAL: Cochrane Central Register of Controlled Trials; DARE: Database of Abstracts of Reviews of Effects; GRADE:
Grading of Recommendations Assessment, Development and Evaluation; HTA: Health Technology Assessment; MID: minimally important difference; NGA: National Guideline
Alliance; NHS: National health service; NICE: National Institute for Health and Care Excellence; RCT: randomised controlled trial; RoB: risk of bias; SD: standard deviation
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Appendix B — Literature search strategies

Literature search strategies for review question: What is the effectiveness of
behavioural approaches (for example toilet training, seating, splinting) for
improving symptoms associated with pelvic floor dysfunction?

Clinical Search

Database(s): Medline & Embase (Multifile) — OVID interface

Embase ClassictEmbase 1947 to 2020 March 24; Ovid MEDLINE(R) and Epub Ahead of
Print, In-Process & Other Non-Indexed Citations and Daily 1946 to March 24, 2020

Date of last search: 25 March 2020

Muiltifile database codes: emczd = Embase ClassictEmbase; ppez= MEDLINE(R) and Epub Ahead of
Print, In-Process & Other Non-Indexed Citations and Daily

# Searches

1 Pelvic Floor/ or Pelvic Floor Disorders/ or exp *Urinary Incontinence/ or *Urinary Bladder, Overactive/ or exp *Pelvic
Organ Prolapse/ or *Rectocele/ or *Fecal Incontinence/ or Urinary Retention/ or Fecal Impaction/ or Vaginismus/

2 1 use ppez

3 pelvis floor/ or pelvic floor disorder/ or exp *urine incontinence/ or *overactive bladder/ or *bladder instability/ or exp

*pelvic organ prolapse/ or *rectocele/ or *feces incontinence/ or urine retention/ or defecation disorder/ or Feces
Impaction/ or female sexual dysfunction/ or vaginism/

4 3 use emczd

5 (pelvi$ adj (floor$ or diaphragm$) adj3 (dysfunction$ or disorder$ or fail$ or impair$ or incompeten$ or insufficien$ or
dyssynerg$ or symptom$ or laxity or change$ or care$ or health$ or wellbeing$ or well-being$ or prevent$ or
rehabilitat$ or weak$ or hypertonic$ or overactiv$ or over activ$ or over-activ$)).tw.

6 (pelvi$ adj (dysfunction$ or disorder$ or fail$ or impair$ or incompeten$ or insufficien$ or dyssynerg$ or symptom$
or laxity or care$ or health$ or wellbeing$ or well-being$ or prevent$ or rehabilitat$ or weak$ or hypertonic$ or
overactiv$ or over activ$ or over-activ$)).tw.

7 ((stress$ or mix$ or urg$ or urin$) adj5 incontinen$).ti.

8 (bladder$ adj5 (overactiv$ or over activ$ or over-activ$ or instabilit$ or hyper-reflex$ or hyperreflex$ or hyper reflex$
or incontinen$)).ti.

9 (detrusor$ adj5 (overactiv$ or over activ$ or over-activ$ or instabilit$ or hyper-reflex$ or hyperreflex$ or hyper
reflex$)).ti.

10 ((urgency adj2 frequency) or (frequency adj2 urgency)).ti.

11 ((urin$ or bladder$) adj2 (urg$ or frequen$)).ti.

12 (SUI or OAB).ti.
13 (pelvic$ adj3 organ$ adj3 prolaps$).ti.
14 (urinary adj3 bladder adj3 prolaps$).ti.

15 ((vagin$ or urogenital$ or genit$ or uter$ or viscer$ or anterior$ or posterior$ or apical or pelvi$ or vault$ or urethr$
or bladder$ or cervi$ or rectal or rectum) adj3 prolaps$).ti.

16 (splanchnoptos$ or visceroptos$).ti.

17 (hernia$ adj3 (pelvi$ or vagin$ or urogenital$ or uter$ or bladder$ or urethr$ or viscer$)).ti.

18 (urethroc?ele$ or enteroc?ele$ or sigmoidoc?ele$ or proctoc?ele$ or rectoc?ele$ or cystoc?ele$ or
rectoenteroc?ele$ or cystourethroc?ele$).ti.

19 ((faecal or fecal or faeces or feces or fecally or faecally or anal or anally or stool or stools or bowel or double or

defecat$ or defaecat$) adj5 (incontinence or incontinent or urge$ or leak or leaking or leakage or soiling or seeping
or seepage or impacted or impaction)).ti.
20 (urin$ adj3 (retention$ or retain$)).tw.

21 (voiding adj (disorder$ or dysfunction$ or problem$)).tw.

22 (empty$ adj disorder$ adj3 (bowel$ or bladder$ or vesical$ or stool$)).tw.

23 ((urogeni$ or anorec$ or ano-rec$ or ano rec$) adj3 dysfunction$).tw.

24 ((difficult$ or delay$ or irregular$ or infrequen$ or pain$) adj3 (defecat$ or defaecat$ or stool$ or faeces or feces or

bowel movement$)).tw.
25 (obstruct$ adj3 (defecat$ or defaecat$)).tw.
26 ((defecat$ or defaecat$ or evacuat$) adj3 (disorder$ or dysfunction$)).tw.
27 outlet$ dysfunction$ constipa$.tw.
28 (dys?ynerg$ adj (defecat$ or defaecat$)).tw.
29 (pelvi$ adj3 dyskines$).tw.
30 pelvi$ outlet$ obstruct$.tw.

31 anismus$.tw.

32 puborectal$ contract$.tw.

33 ((rectal or rectum) adj3 urge$).tw.

34 (female adj sex$ adj (dysfunct$ or satisf$ or problem$ or symptom$ or arous$ or activit$ or disorder$)).tw.
35 (obstruct$ adj3 intercourse).tw.

36 (vagin$ adj3 laxity$).tw.
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37
38
39
40
M

43

44
45
46

47
48
49
50
51
52
53
54
55
56
57
58
59
60
61

63
64
65
66
67
68
69

70

71
72
73
74
75
76
77
78
79

81

82
83
84
85
86
87
88
89

91
92
93
94
95
96
97
98
99
100
101

Searches

(vagin$ adj wind).tw.

vaginismus$.tw.

(vagin$ adj penetrat$ adj disorder$).tw.

or/2,4-39

Behavior Therapy/ or Health Behavior/ or Toilet Training/ or *Patient Education as Topic/ or *Self Care/ or *Life Style/
41 use ppez

behavior therapy/ or health behavior/ or *behavior modification/ or *adaptive behavior/ or toilet training/ or bladder
training/ or *patient education/ or education program/ or *self care/ or *lifestyle/

43 use emczd

(behavio?r$ adj (therap$ or technique$ or treatment$ or method$ or intervention$)).ti.

((bladder or bowel or defecat$ or defaecat$ or voiding or continence) adj3 (train$ or retrain$ or re-train$ or re
train$)).mp.

((habit$ or toilet$) adj (train$ or retrain$ or re-train$ or re train$)).mp.

((defecat$ or defaecat$ or voiding) adj3 (technique$ or strateg$)).mp.

((toilet$ or defecat$ or defaecat$) adj3 (position$ or posture$ or dynamic$)).mp.

(seat$ adj3 train$).mp.

(open$ adj3 bowel$).mp.

(splint or splinting).mp.

((perineal$ or perineum$) adj support$).mp.

(vaginal$ adj (digitation$ or digitali?ation$)).mp.

(digit$ adj3 evacuat$).mp.

(manual adj evacuat$).mp.

((bladder or bowel) adj2 (diary or diaries)).mp.

((bladder or bowel or toilet or voiding or defecat$ or defaecat$ or continence) adj5 education).mp.
(urge$ adj3 suppres$).mp.

(urge$ adj (strateg$ or depres$)).mp.

((schedul$ or delay$) adj void$).mp.

(voiding adj schedule$).mp.

(bladder adj2 drill$).mp.

self-manag$.mp.

or/42,44-64

40 and 65

limit 66 to english language

limit 67 to yr="1980 -Current"

(controlled clinical trial or pragmatic clinical trial or randomized controlled trial).pt. or drug therapy.fs. or (groups or
placebo or randomi#ed or randomly or trial).ab.

crossover procedure/ or double blind procedure/ or randomized controlled trial/ or single blind procedure/ or (assign*
or allocat* or crossover* or cross over* or ((doubl* or singl*) adj blind*) or factorial* or placebo* or random* or
volunteer*).ti,ab.

meta-analysis/

meta-analysis as topic/

systematic review/

meta-analysis/

(meta analy* or metanaly* or metaanaly*).ti,ab.

((systematic or evidence) adj2 (review* or overview*)).ti,ab.

((systematic* or evidence*) adj2 (review* or overview*)).ti,ab.

(reference list* or bibliograph* or hand search* or manual search* or relevant journals).ab.

(search strategy or search criteria or systematic search or study selection or data extraction).ab.
(search* adj4 literature).ab.

(medline or pubmed or cochrane or embase or psychlit or psyclit or psychinfo or psycinfo or cinahl or science citation
index or bids or cancerlit).ab.

cochrane.jw.

((pool* or combined) adj2 (data or trials or studies or results)).ab.

69 use ppez

70 use emczd

84 or 85

(or/71-72,75,77-82) use ppez

(or/73-76,78-83) use emczd

87 or 88

86 or 89

letter/ or editorial/ or news/ or historical article/ or anecdotes as topic/ or comment/ or case reports/
91 use ppez

(conference abstract or letter).pt.

(editorial or note).pt. or case report/ or case study/ or letter/

(or/93-94) use emczd

(letter or comment* or abstracts).ti.

0r/92,95-96

randomized controlled trial/

random®.ti,ab.

or/98-99

97 not 100
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#
102

103
104

105
106
107
108
109
110

Searches

(animals/ not humans/) or exp animals, laboratory/ or exp animal experimentation/ or exp models, animal/ or exp
rodentia/

102 use ppez

(animal/ not human/) or nonhuman/ or exp animal experiment/ or exp experimental animal/ or animal model/ or exp
rodent/

104 use emczd

(rat or rats or mouse or mice).ti.

or/101,103,105-106

68 not 107

90 and 108 [RCT/SR data]

108 not 109 [non-RCT/SR data]

Database(s): Cochrane Library — Wiley interface

Cochrane Database of Systematic Reviews, Issue 3 of 12, March 2020; Cochrane
Central Register of Controlled Trials, Issue 3 of 12, March 2020

Date of last search: 25 March 2020

#

#1
#2
#3

#4

#5
#6
#7
#8

#9

#10
#11
#12
#13
#14
#15
#16
#17

#18
#19
#20

#21
#22

#23
#24
#25
#26
#27
#28
#29

#30
#31
#32
#33
#34
#35
#36
#37
#38
#39

#41
#42

Searches

MeSH descriptor: [Pelvic Floor] this term only

MeSH descriptor: [Pelvic Floor Disorders] this term only

((pelvi* NEXT (floor* or diaphragm*) NEAR/3 (dysfunction* or disorder* or fail* or impair* or incompeten* or
insufficien* or dyssynerg* or symptom* or laxity or change* or care* or health* or wellbeing* or well-being* or
prevent* or rehabilitat* or weak™ or hypertonic* or overactiv* or over activ* or over-activ*))):ti,ab,kw

((pelvi* NEXT (dysfunction* or disorder* or fail* or impair* or incompeten* or insufficien* or dyssynerg* or symptom*
or laxity or care* or health* or wellbeing* or well-being* or prevent* or rehabilitat* or weak* or hypertonic* or
overactiv® or over activ* or over-activ*))):ti,ab,kw

MeSH descriptor: [Urinary Incontinence] explode all trees

MeSH descriptor: [Urinary Bladder, Overactive] this term only

(((stress™ or mix* or urg* or urin*) NEAR/5 incontinen*)):ti,ab,kw

(((bladder* NEAR/5 (overactiv* or over activ* or over-activ* or instabilit* or hyper-reflex* or hyperreflex* or hyper
reflex* or incontinen®)))):ti,ab,kw

(((detrusor* NEAR/5 (overactiv* or over activ* or over-activ* or instabilit* or hyper-reflex* or hyperreflex* or hyper
reflex*)))):ti,ab,kw

((((urgency NEAR/2 frequency) or (frequency NEAR/2 urgency)))):ti,ab,kw

((((urin* or bladder*) NEAR/2 (urg* or frequen®)))):ti,ab,kw

(((SUI or OAB))):ti,ab,kw

MeSH descriptor: [Pelvic Organ Prolapse] explode all trees

MeSH descriptor: [Rectocele] this term only

(((pelvic* NEAR/3 organ* NEAR/3 prolaps*))):ti,ab,kw

(((urinary NEAR/3 bladder NEAR/3 prolaps*))):ti,ab,kw

((((vagin* or urogenital* or genit* or uter* or viscer* or anterior* or posterior* or apical or pelvi* or vault* or urethr* or
bladder* or cervi* or rectal or rectum) NEAR/3 prolaps*))):ti,ab,kw

(((splanchnoptos™ or visceroptos*))):ti,ab,kw

(((hernia* NEAR/3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)))):ti,ab,kw
(((urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or rectoenteroc?ele®
or cystourethroc?ele*))):ti,ab,kw

MeSH descriptor: [Fecal Incontinence] this term only

((((faecal or fecal or faeces or feces or fecally or faecally or anal or anally or stool or stools or bowel or double or
defecat* or defaecat*) NEAR/5 (incontinence or incontinent or urge* or leak or leaking or leakage or soiling or
seeping or seepage or impacted or impaction)))):ti,ab,kw

MeSH descriptor: [Urinary Retention] this term only

(((urin* NEAR/3 (retention* or retain*)))):ti,ab,kw

(((voiding NEXT (disorder* or dysfunction* or problem*)))):ti,ab,kw

(((empty* NEXT disorder* NEAR/3 (bowel* or bladder* or vesical* or stool*)))):ti,ab,kw

((((urogeni* or anorec* or ano-rec* or ano rec*) NEAR/3 dysfunction*))):ti,ab,kw

MeSH descriptor: [Fecal Impaction] this term only

((((difficult* or delay* or irregular* or infrequen* or pain*) NEAR/3 (defecat* or defaecat* or stool* or faecal or fecal or
faeces or feces or fecally or faecally or bowel movement*)))):ti,ab,kw

(((obstruct* NEAR/3 (defecat* or defaecat*)))):ti,ab,kw

((((defecat* or defaecat* or evacuat*) NEAR/3 (disorder* or dysfunction*)))):ti,ab,kw

((outlet* dysfunction* constipa*)):ti,ab,kw

(((dys?ynerg* NEXT (defecat* or defaecat*)))):ti,ab,kw

(((pelvi* NEAR/3 dyskines*))):ti,ab,kw

((pelvi* outlet* obstruct*)):ti,ab,kw

((anismus*)):ti,ab,kw

((puborectal* contract*)):ti,ab,kw

((((rectal or rectum) NEAR/3 urge®))):ti,ab,kw

(((female NEXT sex* NEXT (dysfunct® or satisf* or problem* or symptom* or arous™ or activit* or disorder®)))):ti,ab,kw
(((obstruct* NEAR/3 intercourse))):ti,ab,kw

(((vagin* NEAR/3 laxity*))):ti,ab,kw

(((vagin* NEXT wind))):ti,ab,kw
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#43
#44
#45
#46

#AT
#48
#49
#50
#51
#52
#53
#54

#55
#56
#57
#58
#59
#60
#61
#62
#63
#64
#65
#66
#67
#68
#69
#70
#71
#72
#73

#74

Searches

MeSH descriptor: [Vaginismus] this term only

((vaginismus™)):ti,ab,kw

(((vagin* NEXT penetrat* NEXT disorder*))):ti,ab,kw

#1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9 OR #10 OR #11 OR #12 OR #13 OR #14 OR #15 OR
#16 OR #17 OR #18 OR #19 OR #20 OR #21 OR #22 OR #23 OR #24 OR #25 OR #26 OR #27 OR #28 OR #29
OR #30 OR #31 OR #32 OR #33 OR #34 OR #35 OR #36 OR #37 OR #38 OR #39 OR #40 OR #41 OR #42 OR
#43 OR #44 OR #45

MeSH descriptor: [Behavior Therapy] this term only

MeSH descriptor: [Health Behavior] this term only

MeSH descriptor: [Toilet Training] this term only

MeSH descriptor: [Patient Education as Topic] this term only

MeSH descriptor: [Self Care] this term only

MeSH descriptor: [Life Style] this term only

(((behavior* or behaviour*) NEXT (therap* or technique* or treatment* or method* or intervention*))):ti

(((bladder or bowel or defecat* or defaecat* or voiding or continence) NEAR/3 (train* or retrain* or re-train* or re
train*))):ti,ab,kw

(((habit* or toilet*) NEXT (train* or retrain* or re-train* or re train*))):ti,ab,kw

(((defecat* or defaecat* or voiding) NEAR/3 (technique* or strateg*))):ti,ab,kw

(((toilet* or defecat™ or defaecat*) NEAR/3 (position* or posture* or dynamic*))):ti,ab,kw

((seat* NEAR/3 train*)):ti,ab,kw

((open* NEAR/3 bowel*)):ti,ab,kw

((splint or splinting)):ti,ab,kw

(((perineal* or perineum*) NEXT support*)):ti,ab,kw

((vaginal* NEXT (digitation* or digitalisation* or digitalization*))):ti,ab,kw

((digit* NEAR/3 evacuat*)):ti,ab,kw

((manual NEXT evacuat®)):ti,ab,kw

(((bladder or bowel) NEAR/2 (diary or diaries))):ti,ab,kw

(((bladder or bowel or toilet or voiding or defecat” or defaecat* or continence) NEAR/5 education)):ti,ab,kw
((urge* NEAR/3 suppres*)):ti,ab,kw

((urge* NEXT (strateg* or depres®))):ti,ab,kw

(((schedul* or delay*) NEXT void*)):ti,ab,kw

((voiding NEXT schedule*)):ti,ab,kw

((bladder NEAR/2 drill*)):ti,ab,kw

(self-manag*):ti,ab,kw

#47 OR #48 OR #49 OR #50 OR #51 OR #52 OR #53 OR #54 OR #55 OR #56 OR #57 OR #58 OR #59 OR #60
OR #61 OR #62 OR #63 OR #64 OR #65 OR #66 OR #67 OR #68 OR #69 OR #70 OR #71 OR #72

#46 AND #73

Database(s): Database of Abstracts of Reviews of Effects (DARE); HTA Database —
CRD interface
Date of last search: 25 March 2020

#

1
2
3

H

o N o O

10

12
13
14
15

17
18

19
20

Searches

MeSH DESCRIPTOR Pelvic Floor IN DARE,HTA

MeSH DESCRIPTOR Pelvic Floor Disorders IN DARE,HTA

((pelvi* NEXT (floor* or diaphragm*) NEARS3 (dysfunction* or disorder* or fail* or impair* or incompeten* or
insufficien* or dyssynerg* or symptom* or laxity or change* or care* or health* or wellbeing* or well-being* or
prevent* or rehabilitat* or weak* or hypertonic* or overactiv* or over activ* or over-activ*))) IN DARE, HTA

((pelvi* NEXT (dysfunction* or disorder* or fail* or impair* or incompeten* or insufficien* or dyssynerg* or symptom*
or laxity or care* or health* or wellbeing* or well-being* or prevent* or rehabilitat* or weak* or hypertonic* or
overactiv* or over activ* or over-activ*))) IN DARE, HTA

MeSH DESCRIPTOR Urinary Incontinence EXPLODE ALL TREES IN DARE,HTA

MeSH DESCRIPTOR Urinary Bladder, Overactive IN DARE,HTA

(((stress™ or mix* or urg* or urin*) NEARS incontinen*)) IN DARE, HTA

((bladder* NEARS (overactiv* or over activ* or over-activ* or instabilit* or hyper-reflex* or hyperreflex* or hyper
reflex* or incontinen®))) IN DARE, HTA

((detrusor* NEARS (overactiv* or over activ* or over-activ* or instabilit* or hyper-reflex* or hyperreflex* or hyper
reflex*))) IN DARE, HTA

(((urgency NEAR2 frequency) or (frequency NEAR2 urgency))) IN DARE, HTA

(((urin* or bladder*) NEAR2 (urg* or frequen*))) IN DARE, HTA

((SUI or OAB)) IN DARE, HTA

MeSH DESCRIPTOR Pelvic Organ Prolapse EXPLODE ALL TREES IN DARE,HTA

MeSH DESCRIPTOR Rectocele IN DARE,HTA

((pelvic* NEARS3 organ* NEARS3 prolaps*)) IN DARE, HTA

((urinary NEARS3 bladder NEARS3 prolaps*®)) IN DARE, HTA

(((vagin* or urogenital* or genit* or uter* or viscer* or anterior* or posterior* or apical or pelvi* or vault* or urethr* or
bladder* or cervi* or rectal or rectum) NEARS3 prolaps*)) IN DARE, HTA

((splanchnoptos™* or visceroptos*)) IN DARE, HTA

((hernia* NEARS3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*))) IN DARE, HTA
((urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or rectoenteroc?ele*
or cystourethroc?ele*)) IN DARE, HTA
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21
22

23

25
26
27
28

30
31
32
33
34
35
36
37
38

40
41
42

44
45
46

47
48
49
50
51
52
53

54

55
56
57
58
59
60
61
62
63
64
65
66
67
68
69
70
71
72
73

74

Searches

MeSH DESCRIPTOR Fecal Incontinence IN DARE,HTA

(((faecal or fecal or faeces or feces or fecally or faecally or anal or anally or stool or stools or bowel or double or
defecat* or defaecat*) NEARS (incontinence or incontinent or urge* or leak or leaking or leakage or soiling or
seeping or seepage or impacted or impaction))) IN DARE, HTA

MeSH DESCRIPTOR Urinary Retention IN DARE,HTA

((urin®* NEAR3 (retention* or retain*))) IN DARE, HTA

((voiding NEXT (disorder* or dysfunction* or problem*))) IN DARE, HTA

((empty* NEXT disorder* NEAR3 (bowel* or bladder* or vesical* or stool*))) IN DARE, HTA

(((urogeni* or anorec* or ano-rec* or ano rec*) NEAR3 dysfunction*)) IN DARE, HTA

MeSH DESCRIPTOR Fecal Impaction IN DARE,HTA

(((difficult* or delay* or irregular* or infrequen* or pain*) NEARS3 (defecat* or defaecat* or stool* or faecal or fecal or
faeces or feces or fecally or faecally or bowel movement*))) IN DARE, HTA

((obstruct* NEARS3 (defecat* or defaecat*))) IN DARE, HTA

(((defecat* or defaecat* or evacuat*) NEARS3 (disorder* or dysfunction®))) IN DARE, HTA

(((outlet* NEXT dysfunction* NEXT constipa*))) IN DARE, HTA

((dys?ynerg* NEXT (defecat* or defaecat*))) IN DARE, HTA

((pelvi* NEAR3 dyskines*)) IN DARE, HTA

((pelvi* NEXT outlet* NEXT obstruct*)) IN DARE, HTA

((anismus*)) IN DARE, HTA

((puborectal* NEXT contract*)) IN DARE, HTA

(((rectal or rectum) NEARS3 urge*)) IN DARE, HTA

((female NEXT sex* NEXT (dysfunct* or satisf* or problem* or symptom* or arous* or activit* or disorder*))) IN
DARE, HTA

((obstruct* NEARS intercourse)) IN DARE, HTA

((vagin® NEARS laxity*)) IN DARE, HTA

((vagin®* NEXT wind)) IN DARE, HTA

MeSH DESCRIPTOR Vaginismus IN DARE,HTA

((vaginismus*)) IN DARE, HTA

((vagin* NEXT penetrat* NEXT disorder*)) IN DARE, HTA

#1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9 OR #10 OR #11 OR #12 OR #13 OR #14 OR #15 OR
#16 OR #17 OR #18 OR #19 OR #20 OR #21 OR #22 OR #23 OR #24 OR #25 OR #26 OR #27 OR #28 OR #29
OR #30 OR #31 OR #32 OR #33 OR #34 OR #35 OR #36 OR #37 OR #38 OR #39 OR #40 OR #41 OR #42 OR
#43 OR #44 OR #45

MeSH DESCRIPTOR behavior therapy IN DARE,HTA

MeSH DESCRIPTOR health behavior IN DARE,HTA

MeSH DESCRIPTOR toilet training IN DARE,HTA

MeSH DESCRIPTOR patient education as topic IN DARE,HTA

MeSH DESCRIPTOR self care IN DARE,HTA

MeSH DESCRIPTOR life style IN DARE,HTA

((((behavior* or behaviour*) NEXT (therap* or technique* or treatment* or method* or intervention*)))):Tl IN DARE,
HTA

((((bladder or bowel or defecat* or defaecat* or voiding or continence) NEARS3 (train* or retrain* or re-train* or re
train*)))) IN DARE, HTA

((((habit* or toilet*) NEXT (train* or retrain* or re-train* or re train*)))) IN DARE, HTA

((((defecat* or defaecat* or voiding) NEARS3 (technique* or strateg*)))) IN DARE, HTA

((((toilet* or defecat* or defaecat*) NEARS3 (position* or posture* or dynamic*)))) IN DARE, HTA

(((seat* NEARS train*))) IN DARE, HTA

(((open* NEAR3 bowel*))) IN DARE, HTA

(((splint or splinting))) IN DARE, HTA

((((perineal* or perineum*) NEXT support®))) IN DARE, HTA

(((vaginal* NEXT (digitation* or digitalisation* or digitalization*)))) IN DARE, HTA

(((digit* NEAR3 evacuat*))) IN DARE, HTA

(((manual NEXT evacuat*))) IN DARE, HTA

((((bladder or bowel) NEAR2 (diary or diaries)))) IN DARE, HTA

((((bladder or bowel or toilet or voiding or defecat* or defaecat* or continence) NEARS5 education))) IN DARE, HTA
(((urge* NEAR3 suppres*))) IN DARE, HTA

(((urge* NEXT (strateg* or depres*)))) IN DARE, HTA

((((schedul* or delay*) NEXT void*))) IN DARE, HTA

(((voiding NEXT schedule*))) IN DARE, HTA

(((bladder NEAR2 drill*))) IN DARE, HTA

((self-manag*)) IN DARE, HTA

#47 OR #48 OR #49 OR #50 OR #51 OR #52 OR #53 OR #54 OR #55 OR #56 OR #57 OR #58 OR #59 OR #60
OR #61 OR #62 OR #63 OR #64 OR #65 OR #66 OR #67 OR #68 OR #69 OR #70 OR #71 OR #72

#46 AND #73

Database(s): EMCare & PsycINFO (Multifile) — OVID interface
EMCare 1995 to present; APA PsycINFO 1806 to March Week 3 2020
Date of last search: 25 March 2020
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1 Muiltifile database codes: emcr = Emcare; psyh = APA PsycINFO

#

1
2
3

N

= O 00 ~NO U

12
13
14
15
16
17
18
19
20

21
22
23

24
25
26

27
28
29
30
31

33
34
35

36
37
38
39
40
M

43
44
45
46
47

49
50
51
52
53
54
55
56
57
58
59

Searches

pelvis floor/ use emcr

pelvic floor disorder/ use emcr

(pelvi$ adj (floor$ or diaphragm$) adj3 (dysfunction$ or disorder$ or fail$ or impair$ or incompeten$ or insufficien$ or
dyssynerg$ or symptom$ or laxity or change$ or care$ or health$ or wellbeing$ or well-being$ or prevent$ or
rehabilitat$ or weak$ or hypertonic$ or overactiv$ or over activ$ or over-activ$)).tw.

(pelvi$ adj (dysfunction$ or disorder$ or fail$ or impair$ or incompeten$ or insufficien$ or dyssynerg$ or symptom$ or
laxity or care$ or health$ or wellbeing$ or well-being$ or prevent$ or rehabilitat$ or weak$ or hypertonic$ or overactivg
or over activ$ or over-activ$)).tw.

1or2or3or4

exp *Urinary Incontinence/ use emcr,psyh

*overactive bladder/ use emcr

*bladder instability/ use emcr

((stress$ or mix$ or urg$ or urin$) adj5 incontinen$).ti.

(bladder$ adj5 (overactiv$ or over activ$ or over-activ$ or instabilit$ or hyper-reflex$ or hyperreflex$ or hyper reflex$ or
incontinen$)).ti.

(detrusor$ adj5 (overactiv$ or over activ$ or over-activ$ or instabilit$ or hyper-reflex$ or hyperreflex$ or hyper
reflex$)).ti.

((urgency adj2 frequency) or (frequency adj2 urgency)).ti.

((urin$ or bladder$) adj2 (urg$ or frequen$)).ti.

(SUI or OAB).ti.

6or7or8or9or10or11or12or 13 or 14

exp *pelvic organ prolapse/ use emcr

*rectocele/ use emcr

(pelvic$ adj3 organ$ adj3 prolaps$).ti.

(urinary adj3 bladder adj3 prolaps$).ti.

((vagin$ or urogenital$ or genit$ or uter$ or viscer$ or anterior$ or posterior$ or apical or pelvi$ or vault$ or urethr$ or
bladder$ or cervi$ or rectal or rectum) adj3 prolaps$).ti.

(splanchnoptos$ or visceroptos$).ti.

(hernia$ adj3 (pelvi$ or vagin$ or urogenital$ or uter$ or bladder$ or urethr$ or viscer$)).ti.

(urethroc?ele$ or enteroc?ele$ or sigmoidoc?ele$ or proctoc?ele$ or rectoc?ele$ or cystoc?ele$ or rectoenteroc?ele$
or cystourethroc?ele$).ti.

16 or 17 or 18 or 19 or 20 or 21 or 22 or 23

exp *Fecal Incontinence/ use emcr,psyh

((faecal or fecal or faeces or feces or fecally or faecally or anal or anally or stool or stools or bowel or double or
defecat$ or defaecat$) adj5 (incontinence or incontinent or urge$ or leak or leaking or leakage or soiling or seeping or
seepage or impacted or impaction)).ti.

25 or 26

urine retention/ use emcr

(urin$ adj3 (retention$ or retain$)).tw.

(voiding adj (disorder$ or dysfunction$ or problem$)).tw.

(empty$ adj disorder$ adj3 (bowel$ or bladder$ or vesical$ or stool$)).tw.

((urogeni$ or anorec$ or ano-rec$ or ano rec$) adj3 dysfunction$).tw.

defecation disorder/ use emcr

feces impaction/ use emcr

((difficult$ or delay$ or irregular$ or infrequen$ or pain$) adj3 (defecat$ or defaecat$ or stool$ or faeces or feces or
bowel movement$)).tw.

(obstruct$ adj3 (defecat$ or defaecat$)).tw.

((defecat$ or defaecat$ or evacuat$) adj3 (disorder$ or dysfunction$)).tw.

outlet$ dysfunction$ constipa$.tw.

(dys?ynerg$ adj (defecat$ or defaecat$)).tw.

(pelvi$ adj3 dyskines$).tw.

pelvi$ outlet$ obstruct$.tw.

anismus$.tw.

puborectal$ contract$.tw.

((rectal or rectum) adj3 urge$).tw.

28 or 29 or 30 or 31 or 32 or 33 or 34 or 35 or 36 or 37 or 38 or 39 or 40 or 41 or 42 or 43 or 44

Female Sexual Dysfunction/ use emcr,psyh

(female adj sex$ adj (dysfunct$ or satisf$ or problem$ or symptom$ or arous$ or activit$ or disorder$)).tw.
(obstruct$ adj3 intercourse).tw.

(vagin$ adj3 laxity$).tw.

(vagin$ adj wind).tw.

Vaginismus/ use emcr,psyh

vaginismus$.tw.

(vagin$ adj penetrat$ adj disorder$).tw.

46 or 47 or 48 or 49 or 50 or 51 or 52 or 53

Behavior Therapy/ use emcr,psyh

Health Behavior/ use emcr,psyh

*Behavior Modification/ use emcr,psyh

*Adaptive Behavior/ use emcr,psyh

Toilet Training/ use emcr,psyh
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#

60
61
62
63
64
65
66

67
68
69
70
71
72
73
74
75
76
77
78
79
80
81
82
83
84
85

86
87

Searches

bladder training/ use emcr

*Patient Education/ use emcr,psyh

Education Program/ use emcr,psyh

*Self Care/ use emcr,psyh

*Lifestyle/ use emcr,psyh

(behavio?r$ adj (therap$ or technique$ or treatment$ or method$ or intervention$)).ti.
((bladder or bowel or defecat$ or defaecat$ or voiding or continence) adj3 (train$ or retrain$ or re-train$ or re
train$)).mp.

((habit$ or toilet$) adj (train$ or retrain$ or re-train$ or re train$)).mp.

((defecat$ or defaecat$ or voiding) adj3 (technique$ or strateg$)).mp.

((toilet$ or defecat$ or defaecat$) adj3 (position$ or posture$ or dynamic$)).mp.

(seat$ adj3 train$).mp.

(open$ adj3 bowel$).mp.

(splint or splinting).mp.

((perineal$ or perineum$) adj support$).mp.

(vaginal$ adj (digitation$ or digitali?ation$)).mp.

(digit$ adj3 evacuat$).mp.

(manual adj evacuat$).mp.

((bladder or bowel) adj2 (diary or diaries)).mp.

((bladder or bowel or toilet or voiding or defecat$ or defaecat$ or continence) adj5 education).mp.
(urge$ adj3 suppres$).mp.

(urge$ adj (strateg$ or depres$)).mp.

((schedul$ or delay$) adj void$).mp.

(voiding adj schedule$).mp.

(bladder adj2 drill$).mp.

self-manag$.mp.

55 or 56 or 57 or 58 or 59 or 60 or 61 or 62 or 63 or 64 or 65 or 66 or 67 or 68 or 69 or 70 or 71 or 72 or 73 or 74 or 75
or 76 or 77 or 78 or 79 or 80 or 81 or 82 or 83 or 84

(5 0or 15 or 24 or 27 or 45 or 54) and 85

limit 86 to (english language and yr="1980 -Current") [General Exclusions filter applied]

Economic Search

One global search was conducted for economic evidence across the guideline.

Database(s): NHS Economic Evaluation Database (NHS EED); HTA Database — CRD
interface
Date of last search: 3 February 2021

A WN =3

o N o o

10

12
13
14
15
16
17

18
19
20

21
22

Searches

MeSH DESCRIPTOR Pelvic Floor IN NHSEED,HTA

MeSH DESCRIPTOR Pelvic Floor Disorders IN NHSEED,HTA

MeSH DESCRIPTOR Urinary Bladder, Overactive IN NHSEED,HTA

(((pelvi* NEXT (floor* or diaphragm*) NEARS3 (dysfunction® or disorder* or fail* or impair* or incompeten* or insufficien*
or dyssynerg* or symptom* or laxity or change* or care* or health* or wellbeing* or well-being* or prevent* or
rehabilitat* or weak™ or hypertonic* or overactiv* or over activ* or over-activ*)))) IN NHSEED, HTA

MeSH DESCRIPTOR Urinary Incontinence EXPLODE ALL TREES IN NHSEED,HTA

MeSH DESCRIPTOR Urinary Bladder, Overactive IN NHSEED,HTA

((((stress* or mix* or urg* or urin*) NEARS5 incontinen*))) IN NHSEED, HTA

(((bladder* NEARS5 (overactiv* or over activ* or over-activ* or instabilit* or hyper-reflex* or hyperreflex* or hyper reflex*
or incontinen®)))) IN NHSEED, HTA

(((detrusor* NEARS (overactiv* or over activ* or over-activ* or instabilit* or hyper-reflex* or hyperreflex* or hyper
reflex*)))) IN NHSEED, HTA

((((urgency NEAR2 frequency) or (frequency NEAR2 urgency)))) IN NHSEED, HTA

((((urin* or bladder*) NEAR2 (urg* or frequen*)))) IN NHSEED, HTA

(((SUI or OAB))) IN NHSEED, HTA

MeSH DESCRIPTOR Pelvic Organ Prolapse EXPLODE ALL TREES IN NHSEED,HTA

MeSH DESCRIPTOR Rectocele IN NHSEED,HTA

(((pelvic* NEAR3 organ* NEARS3 prolaps*))) IN NHSEED, HTA

(((urinary NEAR3 bladder NEARS prolaps*))) IN NHSEED, HTA

((((vagin* or urogenital* or genit* or uter* or viscer* or anterior* or posterior* or apical or pelvi* or vault* or urethr* or
bladder* or cervi* or rectal or rectum) NEARS3 prolaps*))) IN NHSEED, HTA

(((splanchnoptos™ or visceroptos®))) IN NHSEED, HTA

(((hernia* NEAR3 (pelvi* or vagin* or urogenital® or uter* or bladder* or urethr* or viscer*)))) IN NHSEED, HTA
(((urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or rectoenteroc?ele®
or cystourethroc?ele*))) IN NHSEED, HTA

MeSH DESCRIPTOR Fecal Incontinence IN NHSEED,HTA

((((faecal or fecal or faeces or feces or fecally or faecally or anal or anally or stool or stools or bowel or double or
defecat* or defaecat*) NEARS5 (incontinence or incontinent or urge* or leak or leaking or leakage or soiling or seeping
or seepage or impacted or impaction)))) IN NHSEED, HTA
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23
24
25
26
27

29

30
31
32
33
34
35
36
37

39

40
41

43
44
45
46

Searches

MeSH DESCRIPTOR Urinary Retention IN NHSEED,HTA

(((urin* NEARS (retention* or retain*)))) IN NHSEED, HTA

(((voiding NEXT (disorder™ or dysfunction* or problem*)))) IN NHSEED, HTA

(((empty* NEXT disorder* NEAR3 (bowel* or bladder* or vesical* or stool*)))) IN NHSEED, HTA

((((urogeni* or anorec* or ano-rec* or ano rec*) NEARS3 dysfunction*))) IN NHSEED, HTA

MeSH DESCRIPTOR Fecal Impaction IN NHSEED,HTA

((((difficult* or delay* or irregular* or infrequen* or pain*) NEAR3 (defecat* or defaecat* or stool* or faecal or fecal or
faeces or feces or fecally or faecally or bowel movement*)))) IN NHSEED, HTA

(((obstruct* NEARS3 (defecat* or defaecat*)))) IN NHSEED, HTA

((((defecat* or defaecat* or evacuat*) NEAR3 (disorder* or dysfunction*)))) IN NHSEED, HTA

((((outlet* NEXT dysfunction* NEXT constipa*)))) IN NHSEED, HTA

(((dys?ynerg* NEXT (defecat* or defaecat*)))) IN NHSEED, HTA

(((pelvi* NEARS dyskines*))) IN NHSEED, HTA

(((pelvi* NEXT outlet* NEXT obstruct*))) IN NHSEED, HTA

(((@anismus*))) IN NHSEED, HTA

(((puborectal* NEXT contract*))) IN NHSEED, HTA

((((rectal or rectum) NEAR3 urge*))) IN NHSEED, HTA

(((female NEXT sex* NEXT (dysfunct* or satisf* or problem* or symptom* or arous™ or activit* or disorder*)))) IN
NHSEED, HTA

(((obstruct* NEARS3 intercourse))) IN NHSEED, HTA

(((vagin* NEARS laxity*))) IN NHSEED, HTA

(((vagin* NEXT wind))) IN NHSEED, HTA

MeSH DESCRIPTOR Vaginismus IN NHSEED,HTA

(((vaginismus*))) IN NHSEED, HTA

(((vagin* NEXT penetrat® NEXT disorder*))) IN NHSEED, HTA

(#1 OR #2 OR #3 OR #4 OR #5 OR #6 OR #7 OR #8 OR #9 OR #10 OR #11 OR #12 OR #13 OR #14 OR #15 OR
#16 OR #17 OR #18 OR #19 OR #20 OR #21 OR #22 OR #23 OR #24 OR #25 OR #26 OR #27 OR #28 OR #29 OR
#30 OR #31 OR #32 OR #33 OR #34 OR #35 OR #36 OR #37 OR #38 OR #39 OR #40 OR #41 OR #42 OR #43 OR
#44 OR #45) IN NHSEED, HTA

Database(s): Medline & Embase (Multifile) — OVID interface

Embase Classic+tEmbase 1947 to 2021 February 01; Ovid MEDLINE(R) and Epub Ahead
of Print, In-Process & Other Non-Indexed Citations and Daily 1946 to February 01, 2021
Date of last search: 3 February 2021

Muiltifile database codes: emczd = Embase ClassictEmbase; ppez= MEDLINE(R) and Epub Ahead of
Print, In-Process & Other Non-Indexed Citations and Daily

O WON =

10
11
12

14

15

16
17
18
19
20
21

23
24
25

Searches

Pelvic Floor/ use ppez

Pelvic Floor Disorders/ use ppez

pelvis floor/ use emczd

pelvic floor disorder/ use emczd

(pelvi$ adj (floor$ or diaphragm$) adj3 (dysfunction$ or disorder$ or fail$ or impair$ or incompeten$ or insufficien$ or
dyssynerg$ or symptom$ or laxity or change$ or care$ or health$ or wellbeing$ or well-being$ or prevent$ or
rehabilitat$ or weak$ or hypertonic$ or overactiv$ or over activ$ or over-activ$)).tw.

(pelvi$ adj (dysfunction$ or disorder$ or fail$ or impair$ or incompeten$ or insufficien$ or dyssynerg$ or symptom$ or
laxity or care$ or health$ or wellbeing$ or well-being$ or prevent$ or rehabilitat$ or weak$ or hypertonic$ or overactivg
or over activ$ or over-activ$)).tw.

or/1-6

exp *Urinary Incontinence/ use ppez

*Urinary Bladder, Overactive/ use ppez

exp *urine incontinence/ use emczd

*overactive bladder/ use emczd

*bladder instability/ use emczd

((stress$ or mix$ or urg$ or urin$) adj5 incontinen$).ti.

(bladder$ adj5 (overactiv$ or over activ$ or over-activ$ or instabilit$ or hyper-reflex$ or hyperreflex$ or hyper reflex$ or
incontinen$)).ti.

(detrusor$ adj5 (overactiv$ or over activ$ or over-activ$ or instabilit$ or hyper-reflex$ or hyperreflex$ or hyper
reflex$)).ti.

((urgency adj2 frequency) or (frequency adj2 urgency)).ti.

((urin$ or bladder$) adj2 (urg$ or frequen$)).ti.

(SUI or OAB).ti.

or/8-18

exp *Pelvic Organ Prolapse/ use ppez

exp *pelvic organ prolapse/ use emczd

*Rectocele/ use ppez

*rectocele/ use emczd

(pelvic$ adj3 organ$ adj3 prolaps$).ti.

(urinary adj3 bladder adj3 prolaps$).ti.
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#  Searches

26 ((vagin$ or urogenital$ or genit$ or uter$ or viscer$ or anterior$ or posterior$ or apical or pelvi$ or vault$ or urethr$ or
bladder$ or cervi$ or rectal or rectum) adj3 prolaps$).ti.

27  (splanchnoptos$ or visceroptos$).ti.

28 (hernia$ adj3 (pelvi$ or vagin$ or urogenital$ or uter$ or bladder$ or urethr$ or viscer$)).ti.

29 (urethroc?ele$ or enteroc?ele$ or sigmoidoc?ele$ or proctoc?ele$ or rectoc?ele$ or cystoc?ele$ or rectoenteroc?ele$
or cystourethroc?ele$).ti.

30 or/20-29

31 *Fecal Incontinence/ use ppez

32 *feces incontinence/ use emczd

33 ((faecal or fecal or faeces or feces or fecally or faecally or anal or anally or stool or stools or bowel or double or
defecat$ or defaecat$) adj5 (incontinence or incontinent or urge$ or leak or leaking or leakage or soiling or seeping or
seepage or impacted or impaction)).ti.

34  or/31-33

35 Urinary Retention/ use ppez

36 urine retention/ use emczd

37  (urin$ adj3 (retention$ or retain$)).tw.

38 (voiding adj (disorder$ or dysfunction$ or problem$)).tw.

39 (empty$ adj disorder$ adj3 (bowel$ or bladder$ or vesical$ or stool$)).tw.

40 ((urogeni$ or anorec$ or ano-rec$ or ano rec$) adj3 dysfunction$).tw.

41  defecation disorder/ use emczd

42  Fecal Impaction/ use ppez

43 Feces Impaction/ use emczd

44  ((difficult$ or delay$ or irregular$ or infrequen$ or pain$) adj3 (defecat$ or defaecat$ or stool$ or faeces or feces or
bowel movement$)).tw.

45 (obstruct$ adj3 (defecat$ or defaecat$)).tw.

46 ((defecat$ or defaecat$ or evacuat$) adj3 (disorder$ or dysfunction$)).tw.

47  outlet$ dysfunction$ constipa$.tw.

48 (dys?ynerg$ adj (defecat$ or defaecat$)).tw.

49 (pelvi$ adj3 dyskines$).tw.

50 pelvi$ outlet$ obstruct$.tw.

51  anismus$.tw.

52 puborectal$ contract$.tw.

53 ((rectal or rectum) adj3 urge$).tw.

54  or/35-53

55 female sexual dysfunction/ use emczd

56 (female adj sex$ adj (dysfunct$ or satisf$ or problem$ or symptom$ or arous$ or activit$ or disorder$)).tw.

57 (obstruct$ adj3 intercourse).tw.

58 (vagin$ adj3 laxity$).tw.

59 (vagin$ adj wind).tw.

60 Vaginismus/ use ppez

61 vaginism/ use emczd

62 vaginismus$.tw.

63 (vagin$ adj penetrat$ adj disorder$).tw.

64 or/55-63

65 7 or 19 or 30 or 34 or 54 or 64

66 Economics/ use ppez

67 Value of life/ use ppez

68 exp "Costs and Cost Analysis"/ use ppez

69 exp Economics, Hospital/ use ppez

70 exp Economics, Medical/ use ppez

71  Economics, Nursing/ use ppez

72 Economics, Pharmaceutical/ use ppez

73 exp "Fees and Charges"/ use ppez

74  exp Budgets/ use ppez

75 health economics/ use emczd

76 exp economic evaluation/ use emczd

77 exp health care cost/ use emczd

78 exp feel use emczd

79 budget/ use emczd

80 funding/ use emczd

81 budget*.ti,ab.

82 cost™.ti.

83 (economic* or pharmaco?economic*).ti.

84  (price* or pricing*).ti,ab.

85 (cost* adj2 (effective™ or utilit* or benefit* or minimi* or unit* or estimat® or variable*)).ab.

86 (financ* or fee or fees).ti,ab.

87 (value adj2 (money or monetary)).ti,ab.

88 0r/66-87

89 65and 88

90 limit 89 to english language
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Appendix C — Clinical evidence study selection

Study selection for: What is the effectiveness of behavioural approaches (for
example toilet training, seating, splinting) for improving symptoms associated
with pelvic floor dysfunction?

Figure 1: Study selection flow chart

Titles and abstracts
identified, N= 1551

|

Full copies retrieved Excluded, N=1354
and assessed for (not relevant population,
eligibility, N= 197 design, intervention,

comparison, outcomes,
unable to retrieve)

'

Publications included Publications excluded
in review, N= 24 from review, N= 173
(refer to excluded
studies list)
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Appendix D — Evidence tables

Evidence tables for review question: What is the effectiveness of behavioural approaches (for example toilet training,
seating, splinting) for improving symptoms associated with pelvic floor dysfunction?

Note. Whereas in the body of the text the terminology pelvic floor muscle training is used for consistency, some studies have used the
terminology pelvic floor muscle exercise (which is used interchangeably in the literature). In the evidence extraction tables below we have used

the intervention name in the studies to align with the authors’ terminology.

Table 4: Evidence tables
Study details Participants

Full citation Sample size
Total randomised: N =
Alewijnse, D., 129

Metsemakers, J. F. M.,
Mesters, I. E. P. E., Van
den Borne, B.,
Effectiveness of pelvic
floor muscle exercise
therapy supplemented
with a health education
program to promote long-  PFMT + reminder, self
term adherence among help and counselling: n =
women with urinary 27

incontinence,
Neurourology and
Urodynamics, 22, 284-
295, 2003

PFEMT + reminder
intervention: n = 22

PFEMT + reminder and self
help: n =25

PFME alone: n = 29

Characteristics

Age (mean, SD): 55.6
(10.9)

BMI (mean, SD): 26.9
(4.8)

Ref Id
693785

Country/ies where the

study was carried out Type of incontinence (no.,

%): stress - 48 (37.2);
urge - 11 (8.5); mixed
- 40 (31.0); not reported
- 30 (23.3)

The Netherlands

Study type

Interventions

Interventions

All groups involved PFMT,
which included PFM
exercises,

performing toileting and
drinking behaviour, the
‘knack 'technique to
prevent incontinent wet
episodes,and automaticall
y and subconsciously use
the pelvic floor muscles in
daily posture

PFMT + reminder
intervention: consisted of
a folder with information
about PFME therapy and
adherence behaviour and
several tips to remember
adherence behaviour.
Stickers were included as
reminders.

PFMT + reminder and
self help: a guide
addressing facts and
myths about Ul and pelvic
floor muscles, coping with

Methods

Details

Symptom distress was
assessed with the
Incontinence Quality of
Life scale

Symptom impact was
assessed with the
Incontinence Impact
Questionnaire

Satisfaction and perceived
improvement were
assessed with five point
scales

Adherence was assessed
using a 7 day diary which
measures the number of
days per week women
had followed the
behavioural advice of the
physiotherapist at posttest
and followups

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Outcomes

Results

Incontinence Quality of
Life scale

Pre test

PFMT + reminder: 79.8
(18.0)

PEMT + reminder and self
help: 87.2 (12.1)

PEMT + reminder, self
help and

counselling: 89.8 (10.4)
PFMT alone: 81.1 (14.0)
Post test

PFMT + reminder: 94.1
(12.8)

PFME + reminder and self
help: 93.9 (13.5)

PEMT + reminder, self
help and

counselling: 95.1 (8.4)
PFMT alone: 94.6 (11.9)
3 months

PFME + reminder: 96.3
(9.4)

PFEMT + reminder and self
help: 97.8 (10.7)

50

Comments

Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Some
concerns

1.1: No information, states
that participants were
randomly allocated to
groups by
physiotherapists/GP
assistants but no more
detail given

1.2: No information

1.3: No information,
baseline characteristics
between groups not
reported, although no
differences in baseline
IQOL score
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Study details

A longitudinal randomised
controlled trial

Aim of the study

To evaluate the
effectiveness of
physiotherapeutic pelvic
floor muscle exercise
therapy supplemented
with a health education
program to promote long-
term adherence among
women with stress, mixed,
and urge urinary
incontinence

Study dates
Not reported

Source of funding
Praeventiefonds/ZON
(Netherlands Care
Research)

Participants

IQOL (mean, SD)
(n=128): 83.9 (15.8)

11Q-7 (mean, SD): 2.2
(2.7)

Inclusion criteria
Community-dwelling
women over 17 years old
with at least one of the
following risk factors for
Ul: vaginal delivery,
medical history of
gynecological operations,
asthma, arthritis, and
obesity. Women also had
to be able to complete
questionnaires,
understand the Dutch
language and complete
the consent form

Exclusion criteria

Women without symptoms
of stress, urge, or mixed
Ul based on their history,
women suffering from
neurological conditions
such as MS, CVA, and
spina bifida or suffering
from venereal

disease, women with viral
infections, women using
medication for Ul or using
medication that
enhances/influences

Ul, women who were
pregnant or within 3

Interventions Methods

Ul, tips to tackle all
barriers hampering
adherence behaviour, and
relapse prevention
strategies to support the
self-management
process. The self-help
guide also contained the
stickers of the Reminder
intervention and reminder
tips.

PFMT + self help +
counselling: identical to
the Reminder and Self-
Help Guide intervention,
with the addition of a
counselling scheme for
physiotherapists, guiding
structural oral feedback,
and reinforcement to
promote adherence
behaviour

Control: PFME alone
(usual care)

Outcomes

PEMT + reminder, self
help and

counselling: 96.8 (10.3)
PFMT alone: 95.0 (14.0)
12 months

PFMT + reminder: 92.8
(15.0)

PFEMT + reminder and self
help: 94.6 (13.3)

PEMT + reminder, self
help and counselling: 94.7
(11.9)

PFMT alone: 92.8 (14.2)

Adherence

Post test

PFMT + reminder (n=18):
6.5 (1.2)

PFMT + reminder and self
help (n=22): 6.2 (1.2)
PEMT + reminder, self
help and counselling
(n=23): 6.0 (1.4)

PFMT alone (n=24): 6.3
(1.1)

3 months

PEMT + reminder: 96.3
(9.4)

PFMT + reminder and self
help: 97.8 (10.7)

PEMT + reminder, self
help and

counselling: 96.8 (10.3)
PFMT alone: 95.0 (14.0)
12 months

PFEMT + reminder: 92.8
(15.0)

PFMT + reminder and self
help: 94.6 (13.3)

PEMT + reminder, self
help and counselling: 94.7
(11.9)

PFMT alone: 92.8 (14.2)

Comments

omain 2: Deviations from
intended interventions:
Some concerns

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: Probably no, 20%
withdrew overall by the
final follow up with no
significant differences
between groups.

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Study details

Participants

months after delivery or
women who had been
operated upon for Ul, and
women with physical
impairments making
PFME therapy impossible

Interventions

Methods

Outcomes

Satisfaction not reported
in terms of different
treatment groups

Comments

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
SO outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, all
groups received
treatment

Domain 5: Selection of
the reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Study details

Full citation

Barber, M. D., Brubaker,
L., Burgio, K. L., Richter,
H. E., Nygaard, .,
Weidner, A. C., Menefee,
S. A, Lukacz, E. S.,
Norton, P., Schaffer, J.,
Nguyen, J. N., Borello-
France, D., Goode, P. S.,
Jakus-Waldman, S.,
Spino, C., Warren, L. K,
Gantz, M. G., Meikle, S.
F., Eunice Kennedy
Shriver National Institute
of Child, Health, Human
Development Pelvic Floor
Disorders, Network,
Comparison of 2
transvaginal surgical
approaches and
perioperative behavioral
therapy for apical vaginal
prolapse: the OPTIMAL
randomized trial [Erratum
2015; 33(22): 22871,
JAMA, 311, 1023-34,
2014

Ref Id
1232374

Country/ies where the
study was carried out

USA

Study type

Participants

Sample size

Total number randomised:
N =408

Total number analysed: n
=374

BPMT: n = 186
Usual care: n = 188

Characteristics

Age, mean (SD)
BPMT: 57.5 (10.9)
Usual care: 56.9 (10.9)

Race, no (%)
White: BPMT 154 (82.8);

usual care 161 (85.6)
Black: BPMT 15 (8.1);
usual care 7 (3.7)
Asian: BPMT 1 (0.5);
usual care 3 (1.6)
American
Indian/Alaskan: BPMT 1
(0.5); usual care 1 (0.5)
Other: BPMT 15 (8.1);
usual care 16 (8.5)

Inclusion criteria
Women 18 years and
older undergoing vaginal
surgery for stage 2
through 4 prolapse
(vaginal or uterine
descent 1 cm proximal to
the hymen or beyond)18
with complaints of vaginal

Interventions

Interventions
Participants underwent
transvaginal surgery for
pelvic organ prolapse with
randomisation to SSLF or
ULS before randomisation
to either perioperative
BMPT or usual care

Combination of
behavioural techniques
plus PFMT (BMPT
group): behavioural
therapy with pelvic muscle
training - an individualised
program that included 1
visit 2 to 4 weeks before
surgery and 4
postoperative visits. Pelvic
floor muscle training,
individualised progressive
pelvic floor muscle
exercise, and education
on behavioural strategies
to reduce urinary and
colorectal symptoms were
performed at each visit

Usual care: routine
perioperative teaching
and standardised
postoperative instructions

Methods

Details

Urinary symptoms:
assessed at 6 months
using the Urinary Distress
Inventory score of the
PFDI

Prolapse symptoms:
assessed at 24 months
using the Pelvic Organ
Prolapse Distress
Inventory (POPDI) score
of the PFDI

Incontinence severity:
assessed using the
Incontinence Severity
Index

Need for retreatment for
urinary incontinence,
prolapse or both was also
assessed

Outcomes

Results

Urinary Distress
Inventory (mean, SE):
Baseline

BPMT (n = 178): 128.1
(60.4)

Usual care (n =

176): 124.9 (60.4)
Change from baseline to 6
months

BPMT (n = 163): -94.6
(4.9)

Usual care (n = 165): -
87.9 (4.9)

Change from baseline to
12 months

BPMT (n = 156): -91.7
(5.0)

Usual care (n = 156): -
91.8 (4.9)

Change from baseline to
24 months

BPMT (n = 146): -81.4
(5.0)

Usual care (n = 146): -
80.1 (5.0)

Pelvic Organ Prolapse
Distress Inventory
(mean, SE):

Baseline

BPMT (n = 178): 126.0
(67.8)

Usual care (n =

176): 121.6 (69.5)
Change from baseline to 6
months

Comments

Domain 6: Overall
judgement of bias: some
concerns

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: No information

1.2: Yes, randomisation
was generated by the
data coordinating centre
and allocations were
provided in sequentially
numbered, sealed,
opaque envelopes

1.3: No, no significant
differences between
groups at baseline

Domain 2: Deviations
from intended
interventions: Some risk

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
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Study details

Multicenter, 2 x 2 factorial,
randomised trial

Aim of the study

To compare outcomes
between perioperative
BPMT and usual care in
women undergoing
surgery for vaginal
prolapse and stress
urinary incontinence

Study dates
Between 2008 and 2013

Source of funding

Grants from the e Eunice
Kennedy Shriver National
Institute of Child Health
and Human Development
and the National Institutes
of Health Office of
Research on Women’s
Health

Participants

bulge symptoms, descent
of the uterus or vaginal
apex at least halfway into
the vagina, stress urinary
incontinence symptoms,
and objective
demonstration of stress
incontinence by office or
urodynamic testing in the
previous 12 months

Exclusion criteria

e Contraindication
to SSLF, ULS, or
TVT in the
opinion of the
treating surgeon

e History of
previous surgery
that included a
SSLF or ULS.
(Previous vaginal
vault
suspensions
using other
techniques or in
which the
previous
technique is
unknown are
eligible)

e Pelvic pain or
dyspareunia due
to levator ani
spasm that
would preclude a
BPMT program

e History of
previous

Interventions

Methods

Outcomes

BPMT (n = 163): -86.8
(5.3)

Usual care (n = 165): -
73.2 (5.2)

Change from baseline to
12 months

BPMT (n = 156): -83.7
(5.3)

Usual care (n = 156): -
80.0 (5.3)

Change from baseline
to 24 months

BPMT (n = 146): -73.3
(5.4)

Usual care (n = 146): -
65.2 (5.3)

Colorectal-anal
Distress Inventory
(mean SE):

Baseline

BPMT (n=178): 111.8
(85.5)

Usual care (n = 176):
109.3 (82.3)

Change from baseline to 6
months

BPMT (n = 163): -67.9
(6.1)

Usual care (n = 165): -
60.2 (6.0)

Change from baseline to
12 months

BPMT (n = 156): -66.9
(6.1)

Usual care (n = 156): -
61.7 (6.0)

Change from baseline
to 24 months

BPMT (n = 146): -52.5
(6.2)

Usual care (n = 146): -
46.2 (6.1)

Comments

deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: Probably no, 11-12%
of the intervention and
control group were lost to
follow-up by 12 months

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded
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Study details

Full citation

Borello-France, D.,

Burgio, K. L., Goode, P.
S., Ye, W., Weidner, A.

C., Lukacz, E. S.,

Participants
synthetic sling
procedure for
stress
incontinence

e Previous adverse

reaction to
synthetic mesh.

e Urethral
diverticulum,
current or
previous
(specifically,
repaired)

e History of
femoral to
femoral bypass

e  Current cytotoxic
chemotherapy or
current or history
of pelvic
radiation therapy

e History of two
inpatient
hospitalizations
for medical
comorbidities in
the previous 12
months

Subject wishes to retain
her uterus

Sample size

Total number randomised:

N = 296

Combined group: n = 150
Behavioural group: n =
146

Interventions

Interventions
See Richter 2010

Methods

Details

Adherence was assessed
using self-administered
questionnaires during the
intervention and at 3 and
12 month follow up

Outcomes

Incontinence Severity
Index (mean, SD):
Calculated by combining
groups (ULS/BMPT +
SSLF/BMPT and
ULS/usual care +
SSLF/usual care)

Baseline

BPMT (n =177): 5.4
(3.09)

Usual care (n = 176): 5.4
(3.2)

Change from baseline to 6
months

BPMT (n = 161): -2.96
(4.01)

Usual care (n = 162): -
3.26 (4.5)

Change from baseline to
12 months

BPMT (n = 144): -3.05
(4.23)

Usual care (n = 145): -3.4
(4.25)

Change from baseline

to 24 months

BPMT (n = 119): -2.35
(3.86)

Usual care (n = 124): -
2.69 (3.93)

Results

Adherence during
supervised intervention
(number, %)

(Attended at least 3
treatment visits and

Comments

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, both
groups received
treatment

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: Some
concerns

Limitations
See Richter 2010

Other information

Jelovsek, J. E., Bradley,
C. S., Schaffer, J., Hsu,

performed, on average,
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Study details

Y., Kenton, K., Spino, C.,
Pelvic Floor Disorders,
Network, Adherence to
behavioral interventions
for stress incontinence:
rates, barriers, and
predictors, Physical
Therapy, 93, 757-73,
2013

Ref Id
1147653

Country/ies where the
study was carried out

USA

Study type
Secondary analysis of a

randomised controlled trial

including two of the
original three arms

Aim of the study

To describe adherence
and barriers to exercise
and bladder control

strategy adherence and to

identify predictors of
exercise adherence.

Study dates
Not reported

Source of funding

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

Participants

Characteristics
See Richter 2010

Inclusion criteria
See Richter 2010

Exclusion criteria
See Richter 2010

symptoms DRAFT (June 2021)

Interventions

Methods

Outcomes

30 contractions per day at
least 5 days per week)
Combined group (n=150):
99 (66.4)

Behavioural group
(n=146): 95 (65.5)

Adherence during follow
up (number, %)
(performed, on average,
15 contractions per day at
least 3 days per week)

3 months

Combined group

(n=117): 80 (68.4)
Behavioural group
(n=110): 80 (72.7)

12 months

Combined group

(n=114): 26 (22.8)
Behavioural group
(n=110): 35 (31.8)
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Study details

The Eunice Kennedy
Shriver National Institute
of Child Health and
Human Development, the
National Institute of
Diabetes and Digestive
and Kidney Diseases, and
the National Institutes of
Health Office of Research
on Women’s Health.

Full citation

Brown, H. W., Braun, E.
J., Wise, M. E., Myers, S.,
Li, Z., Sampene, E.,
Jansen, S. M., Moberg, D.
P., Mahoney, J. E.,
Rogers, R. G., Small-
Group, Community-
Member Intervention for
Urinary and Bowel
Incontinence: A
Randomized Controlled
Trial, Obstetrics and
Gynecology, 134, 600-
610, 2019

Ref Id
1272639

Country/ies where the
study was carried out

USA

Study type
Randomised trial

Aim of the study

To evaluate the effects of
Mind Over Matter: Healthy
Bowels, Healthy Bladder,

Participants

Sample size

Number randomised: N =
121

Treatment group: n=62
Control group: n=59

Characteristics

Age

Treatment group: 74.5
(8.1)

Control group: 74.9 (10.4)

BMI

Treatment group: 29.0
(7.0)

Control group: 30.1 (7.4)

Race

Treatment group: White
61/62; Native American or
Alaska Native 1/62
Control group: White
56/58; Native American or
Alaska Native 2/58

Type of incontinence
Treatment group: Urge Ul
56 (92%); stress Ul 51
(84%); bowel incontinence
37 (60%) (incontinence of
well formed stool 14
(23%); incontinence of

Interventions

Interventions
Combination of
behavioural techniques
plus PFMT: a
combination of education
and personalised goal
setting and action
planning to improve
symptoms. Behaviour
changes include pelvic
floor muscle exercises
(relaxation, contraction,
endurance, and
coordination
components), dietary
changes for optimisation
of stool consistency with
gradual fibre
supplementation, fluid
adjustment to avoid
bladder irritants and
optimise fluid intake, and
bladder training
techniques. The treatment
group had 3 sessions
each lasting 2 hours, 2
weeks apart to allow
participants to work
towards their goals and
evaluate their progress.

Methods

Details

Primary outcome was
improvement in
incontinence symptoms
as assessed by the
Patient Global Impression
of Improvement. Quality of
life was assessed using
the International
Consultation on
Incontinence
Questionnaire—Urinary
Incontinence Short

Form. Bowel incontinence
quality-of-life effect were
assessed using the St.
Mark’s Incontinence
Score. The Pelvic Floor
Distress Inventory Short
Form 20 assessed
prolapse, bowel, and
urinary symptoms.

Outcomes were assessed
at baseline and 4 months

Outcomes

Results

Patient Global
Impression of
Improvement at 4
months, (%; difference,
95% CI):

Urinary incontinence -
Better:

Treatment group n=59:
71%

Control group n=57: 23%
Difference 0.48 (0.32—
0.65)

Urinary incontinence -
Much better:

Treatment group n=59:
39%

Control group n=57: 5%
Difference 0.34 (0.20—
0.48)

Bowel incontinence -
Better:

Treatment group n=60:
55%

Control group n=55: 27%
Difference 0.28 (0.10-
0.45)

Bowel incontinence -
Much better:

Comments

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: Yes, computer
generated randomisation

1.2: Unclear, allocation

was kept in a document
linking participants IDs

with contact info

1.3: No differences in
baseline characteristics
between groups

Domain 2: Deviations
from intended
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Study details

a small-group
intervention, on urinary
and bowel incontinence
symptoms among older
women with incontinence

Study dates
Spring 2017

Source of funding

The Wisconsin
Partnership Program New
Investigator Program, the
National Institute of
Diabetes and Digestive
and Kidney Disease, and
the UW Department of
Obstetrics and
Gynecology Start-up
funds

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

Participants

loose stool 37 (60%);
fecal urgency 36 (59%)

Control group: Urge Ul 51
(90%); stress Ul 50
(86%); bowel incontinence
38 (66%) (incontinence of
well formed stool 22
(40%); incontinence of
loose stool 30 (53%);
fecal urgency 41 (71%)

Inclusion criteria

1) were aged 50 years or
older and lived
independently, defined as
“living on your own or with
someone else, but not
needing assistance with
daily activities”; 2) could
speak and read English;
and 3) had experienced
urinary incontinence at
least weekly or bowel
incontinence at least
monthly in the previous 4
weeks

Exclusion criteria

1) acute illness, 2)
dementia, 3) inability to
attend all three workshop
sessions, and 4) plan to
initiate other new
treatments for urinary or
bowel incontinence during
the study time period

symptoms DRAFT (June 2021)

Interventions Methods

Waitlist control group: a
wait-list control group who
received the above
intervention after final
data collection

Outcomes

Treatment group n=60:
35%

Control group n=55: 11%
Difference 0.24 (0.09—
0.39)

Pelvic Floor Distress
Inventory Short Form 20
(mean, SD)

Baseline:

Treatment group n=60: 95
(46)

Control group n=59: 100
(49)

4 months:

Treatment group n=60: 71
(44)

Control group n=57: 91
(46)

International
Consultation on
Incontinence
Questionnaire Short
Form (mean, SD)
Baseline:

Treatment group

n=60: 9.7 (5.0)

Control group n=59: 8.6
(3.7)

4 months:

Treatment group

n=60: 7.7 (4.5)

Control group n=57: 9.0
(3.7)

St. Marks Incontinence

Score (mean, SD)
Baseline:

58

Comments
interventions:
Some concerns

2.1: Yes, participants not
blinded

2.2: Probably yes, carers
and people delivering the
interventions unlikely to
be blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: High risk

3.1: No information, no
details given regarding if
there were any drop outs.

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably yes,
possible that women with
more severe symptoms
dropped out though it is
unclear whether there was
any drop out
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Study details Participants Interventions Methods

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Outcomes
Treatment group n=60:
6.7 (4.7)

Control group n=59: 7.1
(4.5)

4 months:

Treatment group n=60:
5.1 (3.7)

Control group n=57: 7.2
(4.5)

Geriatric Self Efficacy
for Urinary

Incontinence (mean, SD)
Baseline:

Treatment group n=60: 60
(28)

Control group n=59: 56
(27)

4 months:

Treatment group n=60: 71
(62)

Control group n=57: 58
(61)

Also reports Patient
Health

Questionnaire, Barriers to
Incontinence Care
seeking Questionnaire
and Barriers to Care
seeking for Accidental
Bowel Leakage
Questionnaire.

59

Comments

3.4: No information, no
details at all on whether
there was drop out or not

Domain 4: Measurement
of the outcome: High risk

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
SO outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably yes, control
group received no
treatment which may have
introduced expectations

Domain 5: Selection of the
reported result: Some
concerns
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Study details

Full citation

Burgio, K. L., Goode, P.
S., Locher, J. L., Umlauf,
M. G., Roth, D. L.,
Richter, H. E., Varner, R.
E., Lloyd, L. K.,
Behavioral training with
and without biofeedback
in the treatment of urge
incontinence in older
women: A randomized
controlled trial, Journal of
the American Medical
Association, 288, 2293-
2299, 2002

Ref Id
693617

Country/ies where the
study was carried out

USA
Study type

Prospective, randomised
controlled trial

Participants

Sample size
Total number randomised:
N =222

Behavioural training +
biofeedback (BT+BF): n =
73

Behavioural training alone
(BT):n=74
Self-administered
behavioural treatment (S-
BT):n=75

Characteristics

Age (mean, SD):
BT+BF group: 64.8 (7.1)
BT Group: 65.8 (7.6)
S-BT Group: 65.8 (8.5)

Type of Ul

BT+BF group: urge only
50 (68.5%); mixed stress
and urge 23 (31.5%)

BT Group: urge only 50
(67.6%); mixed stress and
urge 24 (32.4%)

Interventions

Interventions

Combination of
behavioural techniques
plus biofeedback plus
PFMT: 4 clinic visits every
2 weeks for 8 weeks total.
Participants were taught
skills and strategies for
preventing incontinence
and provided with oral and
written instructions for
daily home practice.
Anorectal biofeedback
took place at the first visit
and was used to help
patients identify pelvic
floor muscles and teach
them how to contract and
relax these muscles
selectively while keeping
abdominal muscles
relaxed. Urge suppression
strategies were taught at
the second visit. In the
third visit, patients who
had not achieved at least
50% improvement

Methods

Details

Quality of life: assessed
using the

Hopkins Symptom
Checklist (SCL-90-R, for
psychological

distress), Incontinence
Impact Questionnaire, and
the Short-Form Health
Survery (SF-36)

Satisfaction: assessed
using a patient
satisfaction questionnaire

Frequency of
incontinence: assessed
using bladder diary
booklets

which documented the
time of every void and
incontinent episode, the
volume of each episode of
urine loss (large or small),
and the circumstances of
each episode

Outcomes

Results

Patient satisfaction with
progress, n (%)

BT+BF (n=53): completely
39 (75); somewhat 12
(23.1); not at all 1 (1.9)
BT (n=57): completely 47
(85.5); somewhat 8 (14.5);
not at all 0 (0)

S-BT (n=65): completely
34 (55.7); 24 (39.3); 3
(4.9)

Comments

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: High
risk

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: No information, says
that participants were
randomised but no further
details

1.2: No information

1.3: No, no significant
differences between
groups at baseline

Domain 2: Deviations
from intended
interventions: Some risk
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Study details

Aim of the study

To examine the role of
biofeedback in a multi-
component behavioural
training program for urge
incontinence in
community-dwelling older
women

Study dates
April 1, 1995 - March 30,
2001

Source of funding

A grant from the National
Institute on Aging,
National Institutes of
Health, Bethesda, Md.

Participants

S-BT Group: urge only 50
(66.7%); mixed stress and
urge 25 (33.3%)

Inclusion criteria
Patients were female,
community-dwelling, at
least 55 years old,
ambulatory, and had
described a pattern of
predominant urge
incontinence that
persisted for at least 3
months and included at
least 2 urge accidents per
week on average
documented in the 2-week
bladder diary, and urge
incontinence had to be the
predominant pattern (the
number of urge accidents
had to exceed the number
of stress and other
accidents). Also, there
had to be urodynamic
evidence of bladder
dysfunction (detrusor
instability during filling or
provocation or maximal
cystometric capacity of
<400 mL)

Exclusion criteria

Continual leakage,
postvoid residual urine
volume greater than 150
mL, severe uterine
prolapse past the vaginal
introitus, decompensated

Interventions
underwent combined
bladder-sphincter
biofeedback. The fourth
visit was for reviewing
progress. Pelvic floor
muscle exercise
recommendations were
made which included 45
exercises to be done
every day

Self-administered
behavioural training
plus PFMT: This
treatment included all the
components of
behavioural training minus
the biofeedback. In lieu of
biofeedback, verbal
feedback based on
vaginal palpation was
used session to help
patients identify and
contract pelvic floor
muscles. Home practice
and all other instructions
were the same as for the
biofeedback group.

Combination of
behavioural techniques
plus PFMT: written
instructions for an 8-week
self-help program, with
the same content as the
behavioural training
program described above,
but completely self-
administered without
benefit of professional

Methods

Outcomes

Comments

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: High risk

3.1: Probably no, 27%
BT+BF group, 23% of BT
group and 13% of S-BT
group were lost to follow-
up for the satisfaction
outcome

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably yes,
missingness of the
outcome may be
dependent on its true
value

Domain 4: Measurement
of the outcome: Low risk

4.1: Probably no,
outcomes clearly defined,

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Study details

Participants
congestive heart failure,
or impaired mental status
(Mini-Mental State
Examination score <24)

Interventions

expertise or equipment. It
presents basic information
about urge and stress
incontinence, how to
complete bladder diaries,
how to locate their pelvic
floor muscles (including
vaginal palpation), how to
do daily pelvic floor
muscle exercises, how to
use their muscles to
prevent accidents, and
how to respond to
urgency

Methods

Outcomes

Comments

but lacking information on
how they were assessed
and by whom

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
S0 outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, given
the all groups received a
type of treatment

Domain 5: Selection of
the reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected
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Study details

Full citation

Chu, C. M., Schmitz, K.
H., Khanijow, K.,
Stambakio, H., Newman,
D. K., Arya, L. A., Andy,
U. U., Feasibility and
outcomes: Pilot
Randomized Controlled
Trial of a home-based
integrated physical
exercise and bladder-
training program vs usual
care for community-
dwelling older women with
urinary incontinence,
Neurourology &
UrodynamicsNeurourol
Urodyn, 38, 1399-1408,
2019

Ref Id
1147534

Country/ies where the
study was carried out

USA
Study type
A parallel arm, non-

blinded, pilot randomised
controlled trial

Aim of the study

Participants

Sample size

Total number randomised:
N =37

Exercise intervention: n =
19

Usual care: n =18

Characteristics

Age (mean, SD)
Exercise intervention:
72.4 (6.3)

Usual care: 76.4 (9.9)

BMI (mean, unclear)
Exercise intervention: 26
(17.4-46.1)

Usual care: 34 (23.2-47.4)

Type of incontinence

(number, %)

Exercise

intervention: stress Ul
only - 1 (5.6); urge Ul only
- 7 (38.9); mixed Ul - 10
(55.6)

Usual care: stress Ul only
-2 (11.1); urge Ul only - 8
(44.4); mixed Ul - 8 (44.4)

Interventions

Interventions
Combination of bladder
training plus exercise:
Exercise had 3 main
components (1) Exercise:
general balance and
strength training using a
home exercise video
programme; (2) Bladder
training with urge
suppression and
behavioural measures;
and (3) Falls prevention: a
home visit.

Participants received the
FlexToBa exercise DVD,
the bladder-training DVD,
exercise equipment
consisting of resistance
bands, a setof 2 Ib
weights, and a yoga mat.
Written recommendations
for home improvement
included information on
how to apply for assistive
aids (ie, bedside
commode) and home
modification to improve
bathroom access.
Participants were asked to
exercise 3 days/week
using the DVD on
nonconsecutive days for 6
weeks.

Usual care: The usual
care group were offered

Methods

Details

Urinary incontinence was
assessed by

the International
Consultation on
Incontinence
Questionnaire Urinary
Incontinence Short Form -
higher score indicates
worse symptoms, as well
as the number of people
with nocturia and
nocturnal enuresis. A
change score was
calculated between
baseline and 6 week
follow up

Outcomes

Results

Urinary incontinence
score (mean, SD) -
change score

Exercise intervention
(n=17): -6.2+ 5.8

Usual care (n=16): -2.4
4.2

Comments

Domain 6: Overall
judgement of bias: High
risk

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Some
concerns

1.1: No information, just
stated that participants
were randomised in
blocks of two. No further
information

1.2: No information

1.3: Yes, significant
difference in BMI (p=.03)
(26 (17.4-46.1) vs 34
(23.2-47.4)), and
significant differences in
mini cognitive score
(Normal (=3): 17 (89.5); 9
(50))
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Study details

To assess the feasibility of
a randomised controlled
trial of a home-based
integrated physical
exercise and bladder-
training program vs usual
care in community-
dwelling women with
urinary incontinence

Study dates
Not reported

Source of funding
University of Pennsylvania
Perelman School of
Medicine and the National
Institute of Aging

Participants

Inclusion criteria
Ambulatory women aged
65 and older, living
independently in the
community who reported
moderate to severe Ul on
the International
Consultation on
Incontinence
Questionnaire—Urinary
Incontinence Short Form
(ICIQ-UI SF) and were
willing to be randomised

Exclusion criteria

Women who self-reported
seeking treatment for
urinary symptoms (other
than UTI [urinary tract
infection]) from a health
care provider in the last
12 months, and women
identified by their primary
care physicians as being
unfit to participate in an
exercise study

Interventions Methods

an appointment with a Ul
specialist or a physical
therapist/nurse
practitioner specialising in
Ul

Outcomes

Comments
Domain 2: Deviations
from intended
interventions: Low risk

2.1: Yes, explicitly said
that the study was not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: No, ~11% drop out in
both groups

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value
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Outcomes
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Comments

Domain 4: Measurement
of the outcome: High risk

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably yes, usual
care group were aware
that they weren't receiving
the intervention which
may have influenced their
subjective ratings

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available
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Study details

Full citation

Diokno, A. C., Ocampo,
M. S., Jr., Ibrahim, I. A.,
Karl, C. R., Lajiness, M.
J., Hall, S. A, Group
session teaching of
behavioral modification
program (BMP) for urinary
incontinence: a
randomized controlled trial
among incontinent
women, International
Urology & NephrologyInt
Urol Nephrol, 42, 375-81,
2010

Ref Id
1176462

Country/ies where the
study was carried out

USA
Study type

A randomised controlled
trial

Participants

Sample size

Total number randomised:

N =44
Behavioural group: n = 23
Control group: n = 21

Characteristics

Age (mean, SD)

Behavioural group: 60.6
(14.4)

Control group: 52.2 (12.6)

White race (number, %)

Behavioural group: 15
(94)

Control group: 20 (87)

Inclusion criteria

Adult incontinent
ambulatory females with
incontinence

Interventions

Interventions
Both groups were
followed after 6—8 weeks

Combination of
behavioural techniques
plus education plus
PFMT: a 2-h Microsoft
PowerPoint Presentation
BMP lecture which
included a presentation
on the anatomy of the
lower urinary tract, the
mechanism of urinary
bladder function, and

Ul. The basis of BT and
pelvic floor muscle
exercise program was
followed by actual

instruction to the group on
how to perform pelvic floor

muscle exercises
discussed in the second
hour. Essential in this
lesson was helping
women to identify the
levator muscle and in
detail clearly explain the

method of exercise. They

were also trained on how

Methods

Details

Improvement in
incontinence: was
assessed at baseline and
follow up in terms of the

reduction of severity level.

Severity was assessed
using the Sandvik
Severity Index for Urinary
Incontinence and
classified as slight,
moderate and severe.

Other outcomes
included voiding
frequency/intervoid
interval and continence
status

Outcomes

Results

Improvement in
incontinence (number,
%)

Improved

Behavioural group (n =
23): 12 (52.2)

Control group (n = 18): 3
(16.7)

Same or worse
Behavioural group (n =
23): 11 (47.8)

Control group (n = 18): 15
(83.3)

Severity level (n, %)
Baseline

Behavioural group (n =
23): Slight - 4 (17.4%);
Moderate - 11 (47.8%);
Severe - 8 (34.8%)
Control group (n =

18): Slight - 4 (21.1%);
Moderate - 7 (36.8%);
Severe - 8 (36.8%)
After 6-8 weeks
Behavioural group (n =
23): Slight - 13 (56.5%);
Moderate - 5 (21.7%);
Severe - 5 (21.7%)

Comments

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: high
risk

Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Some
concerns

1.1: Yes, randomisation
occurred using computer
software

1.2: No information

1.3: Yes, significant
difference in age (52.2
and 60.6), but no other
significant differences

Domain 2: Deviations
from intended
interventions: Low risk
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Study details

Aim of the study

To determine
effectiveness of Group
behavioural modification
programme in managing
female urinary
incontinence

Study dates
Not reported

Source of funding
Not reported

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

Participants

Exclusion criteria

(1) Women currently
under incontinence
treatment with
medications or
previous/current
behavioural programs. (2)
History of bladder cancer,
stroke, multiple sclerosis,
Parkinsonism, epilepsy or
spinal cord tumor or
trauma. (3) Pregnancy. (4)
MESA questionnaire of
72% or higher on urge
score, 70% or higher on
stress score, or urge
percentage higher than
stress percentage to
eliminate those with total
incontinence and those
with urge predominant
symptoms, respectively.

symptoms DRAFT (June 2021)

Interventions

to time their voiding in
relation to the frequency
of their voiding. Each
subject was given a PFMT
audiotape for daily use.
They were followed up 2—
4 weeks later for
reinforcement and a
written test

No treatment (control
group): no information
given on behaviour
modification at any time.
The group were offered
the intervention at the end
of the study period

Methods

Outcomes
Control group (n =

18): Slight - 5 (22.2%);

Moderate - 7 (38.9%);
Severe - 7 (38.9%)

67

Comments

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Some risk

3.1: No, 3 control group
participants were missing
data and were not
included in any of the
analysis (14%), no
treatment group
participants were
excluded

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value



DRAFT FOR CONSULTATION
Behavioural approaches to the management of symptoms

Study details Participants Interventions Methods

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes
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Comments

Domain 4: Measurement
of the outcome: High risk

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably yes, usual
care group were aware
that they weren't receiving
the intervention which
may have influenced their
subjective ratings

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available
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Full citation

Diokno, A. C., Newman,
D. K., Low, L. K.,
Griebling, T. L., Maddens,
M. E., Goode, P. S.,
Raghunathan, T. E.,
Subak, L. L., Sampselle,
C. M., Boura, J. A,,
Robinson, A. E., Mclintyre,
D., Burgio, K. L., Effect of
Group-Administered
Behavioral Treatment on
Urinary Incontinence in
Older Women: A
Randomized Clinical Trial,
JAMA Internal Medicine,
178, 1333-1341, 2018

Ref Id
1149672

Country/ies where the
study was carried out

USA
Study type

Multi-site randomised
clinical trial

Participants

Sample size

Total number randomised:

N = 463

Behavioural group: n =
232

Control group: n = 231

Characteristics

Age, mean (SD)
Behavioural group: 64 (7)
Control group: 65 (8)

Inclusion criteria
e Female
o Age 55 years

o Ability to read and
understand English

e Score of 3 on the
International
Consultation on
Incontinence
Questionnaire—Short
Form, with frequency of
leakage a score of 1
(“about once a week or

Interventions

Interventions

Combination of
behavioural techniques
plus education plus
PFMT: A s 2-hour bladder
health and self-
management session,
with slide presentations
and a booklet, included
the following elements:
anatomy of the lower
urinary tract; bladder and
PFM function; anatomic
and physiologic basis for
continence; types,
causes, and effect of Ul
on quality of life; PFM
identification and
exercise; bladder training;
instruction in evidence-
based behavioral
strategies, including active
PFM contraction during
activities that precipitate
stress Ul and urge
suppression strategies;
and coaching to facilitate
incorporation of the

Methods

Details

Incontinence: was
assessed using the
International Consultation
on Incontinence
Questionnaire—Short
Form and the Medical,
Epidemiologic and Social
Aspects of Aging Urinary
Incontinence
Questionnaire at baseline,
3, 6 and 12 months.
Quality of life: was
assessed using

the Incontinence Quality
of Life Questionnaire at
baseline, 3, 6 and 12
months.

Satisfaction: was
assessed by asking
participants at 12 months
if they

were completely/somewh
at satisfied

Intent-to-treat analysis
was used but missing
data was not replaced

Outcomes

Results

International
Consultation on
Incontinence
Questionnaire-Short
Form

(score range, 0-21; higher
scores indicate greater
severity of urinary
incontinence; mean (SD))
Baseline

Behavioural group
(n=232): 8.78 (3.74)
Control group

(n=231): 8.77 (3.84)

3 months

Behavioural group
(n=209): 6.87 (3.66)
Control group (n=212):
7.78 (3.48)

6 months

Behavioural group
(n=192): 6.47 (3.84)
Control group

(n=205): 7.77 (3.67)

9 months

Behavioural group
(n=184): 5.76 (3.70)
Control group

(n=202): 7.89 (3.68)

Comments

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: high
risk

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: No information, states
that randomisation was
carried out using a
random sequence of block
sizes, but no further
information on sequence
generation

1.2: Yes, randomisation
scheme was developed
by a third party and
research sites were not
aware of the scheme
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Study details

Aim of the study

To compare the
effectiveness of group
behavioural therapy with
no treatment for Ul in
older women

Study dates
July 7, 2014, to December
31, 2016

Source of funding

The National Institute on
Aging, National Institutes
of Health

Participants
less often”) on item 1
and volume of urine
loss a score of 2 (“a
small amount”) on item
2

o Self-reported urgency,
stress, or mixed
incontinence

e Symptoms 3-month
duration

e Timed Up & Go test 20
seconds

o No cognitive impairment
(Mini-Cog)

o Willingness to undergo
pelvic examination

e Signed informed
consent form

Exclusion criteria

o Nonambulatory
(participant confined to
bed or wheelchair)

o History of bladder,
renal, or uterine cancer

e Unstable medical
condition (as
determined by principal
investigator)

e Daily pelvic pain >3-
month duration

e Known history of
neurological or end-
stage diseases (eg,
stroke, Parkinson
disease, multiple
sclerosis, epilepsy,
spinal cord tumor or
trauma, spina bifida, or

Interventions
strategies into their
personal routines. After
the class, participants
were given materials for
home use, including a
booklet summarising the
bladder health class, a
magnet that served as a
reminder to continue
adherence, an audio CD
with a PFM exercise
session, and an
individualised voiding
interval prescription based
on their baseline 3-day
voiding diary.

No treatment (control
group): No treatment, but
participants were informed
that they could receive the
GBT class and materials
or be referred to an
incontinence specialist at
the end of the study

Methods

Outcomes

12 months
Behavioural group
(n=195): 5.75 (3.52)
Control group
(n=203): 7.35 (3.83)

PGI-l, % (no./total no.)
much better/very much
bettter

3 month follow up
Behavioural group: 46.9
(99/211)

Control group: 8.1
(17/211)

12 month follow up
Behavioural group: 64.3
(126/196)

Control group: 11.3
(23/203)

Patient satisfaction

% (No./total No.)
completely/somewhat
satisfied

3 months

Behavioural group: 95.3
(201/211)

12 months

Behavioural group: 95.4
(187/196)

Comments

1.3: No, no significant
differences in baseline
characteristics

Domain 2: Deviations
from intended
interventions:

Some concerns

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: Probably no, drop out
by 12 months was 16% in
the intervention group and
12% in the control group,
but an intent-to-treat
analysis was used which
included all participants,
although missing data
was not replaced

3.2: Probably no, no
evidence that the results

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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symptomatic herniated
disk)

e Previous treatment for
urinary incontinence or
pelvic organ prolapse

e Current medication for
incontinence or
overactive bladder

e Currently using a
vaginal pessary

o Other urinary conditions
or procedures that may
affect continence status
(eg, urethral diverticula,
previous augmentation
cystoplasty or artificial
urinary sphincter, or
implanted nerve
stimulators for urinary
symptoms)

e Pelvic organ prolapse
past the introitus

e Evidence of urinary tract
infection by dipstick
urinalysis

e History of 2 urinary tract
infections within the
past year or >1 urinary
tract infection within the
past 6 months

e Postvoid residual urine
volume 150 mL

were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: High risk

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably yes, control
group received no
treatment so expectations
might have influenced
results
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Full citation

Dougherty, M. C., Dwyer,
J. W., Pendergast, J. F.,
Boyington, A. R.,
Tomlinson, B. U., Coward,
R. T., Duncan, R. P.,
Vogel, B., Rooks, L. G., A
randomized trial of
behavioral management
for continence with older
rural women, Research in

Participants

Sample size

Total number randomised:

N =218

Total number analysed: n
=178

Intervention group: n = 94
Control group: n = 84

Characteristics

Age, mean (SD)

Interventions

Interventions

Both groups received
follow-up every 6 months
for up to 2 years

Combination of
behavioural techniques
plus PFMT (intervention
group): behavioural
management consisted of
three sequenced phases:
(a) self-monitoring, (b)

Methods

Details

Quality of life was
measured with the
Incontinence Impact
Questionnaire

Outcomes

Results

Quality of life

- Incontinence Impact
Questionnaire

Baseline

Intervention group (n=94):
50.1 (16)

Control group (n=84): 48.5
(14.1)

6 months

Intervention group
(n=78): 38.9 (11)

Comments

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: high
risk

Other information

Other outcomes include 3
day voiding diary, Patient
Global Impression of
Improvement

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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nursing & health, 25, 3-13, Intervention group: 67.7 bladder training, and (c) Control group (n=69): 44.7 1.1: No information,
2002 (8.0) pelvic muscle exercise (13.5) method of randomisation
Control group: 68.1 (8.5) (PME) with biofeedback. 12 months not stated
Ref Id Self monitoring Intervention group (n=59):
BMI, mean (SD) included reducing caffeine 38.2 (11.6) . ; ;
1147695 zgt%vention group: 29.2 ::r:)nsumpti(t)n, Zdi'.us.ting ’ 8%n;r)ol group (n=52): 43.1 ;I-Izo.c’:t(i)olr?fgg:(?etg)lrr]ﬁent
. . e amount and timing o : ;
Countrylies wh_ere the Control group: 30.8 (18.0) intake, decreasing 18 months not mentioned
study was carried out excessively long voiding Intervention group (n=34): o
U White, number (%) intervals during awake 38.9 (10.4) 1.3: No, no significant
Intervention group: 93.6 hours, and making dietary Control group (n=31): 44.6  differences in baseline
Study type Control group: 95.2 changes to promote bowel (16.5) characteristics
Randomised controlled regularity, and was only 24 months
trial Duration of symptoms in used if indicated. Bladder Intervention group (n=23):
years, mean (SD) training was then used 35.1 (7.6)

Aim of the study

To implement and
evaluate behavioural
management for
continence to manage
symptoms of Ul with older
rural women in their
homes

Study dates
Not reported

Source of funding
Not reported

Intervention group: 12.6
(16.1)
Control group: 12.0 (14.5)

Inclusion criteria
Women aged 55 years
and older who lived in a
private residence in a
designated county;
experienced involuntary
urine loss at least twice a
week of 1 g per 24 hr or
more; experienced
symptoms of stress, urge,
or mixed incontinence;
had urine negative for
bacteria before entry into
the study; and were
available for participation
for a minimum of 6
months

Exclusion criteria

Those with bladder cancer

or kidney disease, with an
indwelling urinary
catheter, with residual

and those who did not
reach their goals with BT
went on to PME with
biofeedback. Behavioural
management required a
total of 20+24 weeks if the
woman participated fully
in each of its phases

No treatment (control
group): received
feedback on information
obtained at the baseline
visit, which neither
constituted nor promoted
treatment

Control group (n=23): 42.1
(14.6)

Domain 2: Deviations
from intended
interventions: Low risk

2.1: Yes, participant were
aware of group allocation

2.2: Yes, carers and
people delivering the
interventions not blinded,
although the examiner
was blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

urine of 100 cc or more, or
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with caregiver needed but
unavailable

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes
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Comments

3.1: No, significant drop
out by end of follow up in
both groups (72-78%)

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: High risk

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received
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Fantl, J. A, Wyman, J. F.,
McClish, D. K., Harkins,
S. W., Elswick, R. K.,
Taylor, J. R., Hadley, E.
C., Efficacy of bladder
training in older women
with urinary incontinence,
JAMA, 265, 609-13, 1991

Ref Id

Participants

Sample size

N=131 randomised, 123
completed treatment

Characteristics

Women 2 55 years (mean
~68), community-dwelling,
capable of independent or
assisted toileting, = 1 Ul
episode/week,

Interventions

Interventions

Behavioural techniques
(bladder training)

(n = 60): education,
emphasising neurological
control of lower urinary
tract function, and
scheduled voiding (every
30 or 60 min according to
pt's baseline, increased

Methods

Details

6 week tx (then all offered
bladder training; follow-up
to 6 months for grp as a
whole)

Outcomes

Results (bladder
training vs control)

Leakage episodes/week
(change at 6 weeks):

None: 12% vs 3%

2 50% reduction: 75% vs
24% (P < 0.001 BT grp vs
baseline)

Increase in: 8% vs 43%

Comments

4.5: Probably yes, control
group were aware that
they did not have an
intervention which may
have influences their
ratings

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: high
risk

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Some
concerns
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Country/ies where the
study was carried out

USA

Study type

RCT

Aim of the study

The evaluate the
effectiveness of bladder
training.

Study dates

Source of funding

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

Participants
urodynamically
categorised as uretheral
sphincteric incompetence
(72%), or DI * sphincteric
incompetence (28%)

19% had previous surgery
for Ul; 36% previous
medical tx for Ul

Inclusion criteria

Age 55 years or over;
independant community
dwelling; at least one
involuntary episode of
urine loss per week;
mentally intact and
functionally capable of
independent or assisted
toileting.

Exclusion criteria

symptoms DRAFT (June 2021)

Interventions

by 30 min/week if reduced
no. Ul episodes; target
2.5-3 h voiding interval.)
Six-weekly clinic visits. No
fluid modifications used.

No treatment (n=63):
returned to clinic at 6
weeks, without further
intervention or clinic
contact. All underwent
bladder training after initial
6-week period.

Methods

Outcomes

QOL (lIQ: incontinence
impact questionnaire:
scale 0-3; lower better)
(mean change pre to post
treatment)

Bladder training -0.28 (SD
0.29)

Control: -0.01 (SD 0.39)

Micturation rate per day
(change from baseline
to 6 week follow-up)

Bladder training -1.71 (SD
2.83)

No treatment -0.29 (SD
2.63)

Micturation rate per
night (change from
baseline to 6 week
follow-up)

Bladder training -0.57 (SD
0.71)

No treatment -0.14 (SD
0.61)

76

Comments
1.1: No information

1.2: No information,
allocation sequence not
mentioned

1.3: Probably no,

Domain 2: Deviations
from intended
interventions:

Some concerns

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: some
concerns

3.1: Unclear — QOL data
only available for 82/123
women

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
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Outcomes

77

Comments

outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined,
but lacking information on
how they were assessed
and by whom

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, all
groups received
treatments so it is unlikely
there were differences
between expectations
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Full citation

Goode,P.S., Burgio,K.L.,
Locher,J.L., Roth,D.L.,
Umlauf,M.G.,
Richter,H.E., Varner,R.E.,
Lloyd,L.K., Effect of
behavioral training with or
without pelvic floor
electrical stimulation on
stress incontinence in
women: a randomized
controlled trial, JAMA,
290, 345-352, 2003

Ref Id
125260

Country/ies where the
study was carried out

USA

Study type

Participants

Sample size

Total number randomised:

N =200

Behavioural group: n = 66
PFES group: n = 67
Self-help group: n = 67

Characteristics

Age (mean, SD)
Behavioural group: 57.7
(10)

PFES group: 54.9 (9.4)
Self-help group: 55.9
(10.1)

Type of incontinence
(number, %)

Behavioural group: stress
only - 19 (28.8); mixed
stress and urge - 47
(71.2)

Interventions

Interventions
All interventions were 8
weeks.

Combination of
behavioural techniques
plus PFMT plus
biofeedback
(behavioural training
group): 4 clinic visits at 2-
week intervals. Visit 1
involved anorectal
biofeedback to help
patients identify pelvic
floor muscles and teach
them how to contract and
relax these muscles
selectively while keeping
abdominal muscles
relaxed. Patients were
also given instructions for
pelvic floor exercises to
be done daily. Visit 2
consisted of bladder diary

Methods

Details

Quality of life: was
assessed using the
Hopkins Symptom
Checklist 90-R, the
Incontinence Impact
Questionnaire, and the
Short Form 36 Health
Survey at baseline at post
treatment

Incontinence: was
assessed using a 2 week
posttreatment bladder
diary

Satisfaction: was
assessed using the
patient satisfaction
questionnaire

Outcomes

Results

Satisfaction with
progress

Behavioural group:
completely - 31 (66%);
somewhat - 15 (31.9%);
not at all - 1 (2.1%)

PFES group: completely -
38 (80.9%); somewhat - 8
(17%); not at all - 1 (2.1%)
Self-help

group: completely - 20
(50%); somewhat - 15
(37.5%); not at all - 5
(12.5%)

Description of treatment
outcome

Behavioural group: much
better - 27 (57.4%); better
- 18 (38.3%); about the
same - 1 (2.1%); worse -
1(2.1%)

Comments

Domain 5: Selection of
the reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: Some
concerns

Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: Yes, randomisation
was carried out using a
computer generated
system

1.2: No information,
allocation sequence not
mentioned

1.3: Probably
no, behavioural training
group had lower duration

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Study details

Prospective randomised
controlled trial

Aim of the study

To determine if pelvic floor
electrical

stimulation increases
efficacy of behavioural
training for community-
dwelling women with
stress incontinence

Study dates
From October 1, 1995,
through May 1, 2001

Source of funding

Supported by a grant from
the National Institutes of
Health

Participants

PFES group: stress only -
23 (34.3); mixed stress
and urge - 44 (65.7)
Self-help group: stress
only - 25 (37.2); mixed
stress and urge - 42
(62.7)

Inclusion criteria
Community-dwelling older
women with stress
incontinence. Women had
to be 40 years or older,
ambulatory, and describe
a pattern of predominantly
stress incontinence
persisting for at least 3
months. Further, patients
had to average at least 2
incontinence episodes per
week on the 2-week
baseline bladder diary,
and stress incontinence
had to be the predominant
pattern (ie, the number of
stress episodes had to
exceed the number of
urge and other episodes).
Also, stress incontinence
had to be objectively
demonstrated during
urodynamic testing

Exclusion criteria
Continual leakage,
postvoid residual urine
volume greater than 150

Interventions Methods

review, and stress
strategies to prevent urine
leakage and urge
strategies to manage
sensations of urgency.
Visits 2, 3 and 4 involved
adjustment of the home
exercise regimen and
review of bladder control
strategies.

Combination of
behavioural techniques
plus PFMT plus
biofeedback plus pelvic
floor electrical
stimulation (PFES
group): This treatment
included all of the
components of
behavioural training with
the addition of home
PFES.

Self-administered
behavioural training
plus PFMT: The self-help
booklet provided written
instructions for an 8-week
self-help behavioural
program that was based
on the behavioural
training program
described above but was
completely self-
administered, without
benefit of professional
expertise or equipment

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes

PFES group: much better
- 36 (76.6%); better - 9
(19.1%); about the same -
2 (4.3%); worse - 0 (0%)
Self-help group: much
better - 12 (30%); better -
20 (50%); about the same
- 8 (20%); worse - 0 (0%)

Also reports no. with
smaller episodes, no. able
to wear less protection,
no. whose incontinence
no longer restricts
activities and no.
comfortable enough with
treatment to continue
indefinitely

Data for Incontinence
Impact Questionnaire, the
Hopkins Symptom
Checklist 90-R and SF36
Health Survey are not
reported

79

Comments

of symptoms compared to
other groups (6.9 vs
9.3/10.3 years), however
this was not statistically
significant

Domain 2: Deviations
from intended
interventions:

Some concerns

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: Probably no, there
was differential drop out
between groups (20% vs
8% vs 37%), but an intent-
to-treat analysis was used
which included all
participants

3.2: Probably no, no
evidence that the results
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mL, severe uterine
prolapse (past the vaginal
introitus), decompensated
congestive heart failure,
hemoglobin Aic 29, or
impaired mental status
(Mini-Mental State
Examination score <24)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)

Outcomes
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Comments

were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined,
but lacking information on
how they were assessed
and by whom

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
SO outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, all
groups received
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Full citation

Jelovsek, J. E., Barber, M.
D., Brubaker, L., Norton,
P., Gantz, M., Richter, H.
E., Weidner, A., Menefee,
S., Schaffer, J., Pugh, N.,
Meikle, S., Nichd Pelvic
Floor Disorders Network,
Effect of Uterosacral
Ligament Suspension vs
Sacrospinous Ligament

Participants Interventions

Interventions
See Barber 2014

Sample size
See Barber 2014

Characteristics
See Barber 2014

Inclusion criteria
See Barber 2014

Methods

Details

Primary outcomes
included Pelvic Organ
Prolapse Distress
Inventory assessed at 5
years

Secondary outcomes
included the Urinary
Distress

Inventory, Colorectal-Anal
Distress Inventory,

Outcomes

Results

Improvement in Pelvic
Organ Prolapse Distress
Inventory scores

5 years

Behavioural group: -59.4
Usual care: -61.8
adjusted mean difference
-2.4[95% Cl, -13.7 to
18.4]

Comments

treatments so it is unlikely
there were differences
between expectations

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: Some
concerns

Limitations
See Barber 2014

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Study details Participants Interventions Methods Outcomes Comments
Fixation With or Without and Patients Global Data for UDI, CRADI and

Perioperative Behavioral Impression of PGI-I not reported

Therapy for Pelvic Organ . L. Improvement assessed at

Vaginal Prolapse on Exclusion criteria 5 years

Surgical Outcomes and See Barber 2014

Prolapse Symptoms at 5
Years in the OPTIMAL
Randomized Clinical Trial,
JAMAJama, 319, 1554-
1565, 2018

Ref Id
864997

Country/ies where the
study was carried out

USA

Study type
5 year follow up study of
Barber 2014

Aim of the study

To compare outcomes in
women randomised to (1)
ULS or SSLF and (2)
usual care or
perioperative behavioral
therapy and pelvic floor
muscle training for vaginal
apical prolapse.

Study dates

Enrollment in the original
trial was from January
2008 to March 2011. Five
year follow up occurred

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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between April 2011
through June 2016

Source of funding

the NICHD and the NIH
Office of Research on
Women'’s Health.

Kafri, R., Deutscher, D.,
Shames, J., Golombp, J.,
Melzer, |., Randomized
trial of a comparison of
rehabilitation or drug
therapy for urgency
urinary incontinence: 1-
year follow-up,
International
Urogynecology Journal,
24,1181-9, 2013

Ref Id
542318

Country/ies where the
study was carried out

Israel

Study type

A multi-center single-blind
randomised controlled
trial

Aim of the study

To compare the long-term
efficacy of bladder
training, pelvic floor
muscle training, combined
pelvic floor rehabilitation,

Participants

Sample size

Total number randomised:
n=164

Bladder training: n=41
PFMT: n=40
Combination: n=41

Groups not included
Drug therapy: n=42

Characteristics

Age, mean (SD):
Bladder training: 57.2
(8.2)

PFMT: 56.4 (7.1)
Combination: 56.2 (7.8)

BMI, mean (SD):
Bladder training: 28.9

(6.3)
PFMT: 27.0 (3.6)
Combination: 29.0 (6.8)

Inclusion criteria
Women aged 45-75 who
experienced at least three
episodes of UUI that were
not completely explained
by SUI symptoms over the
previous 4 weeks

Interventions

Interventions
Interventions were 3
months long

Combination of bladder
training plus education
(bladder training
group): aimed at
increasing the time
interval between voids. BT
was comprised of three
components: (1) patient
education on bladder
function and on how
continence is usually
maintained; (2) scheduled
voiding using a prefixed or
flexible timetable, guiding
participants to increase
intervals between voids—
the aim was to achieve an
interval of 3—4 h between
voids; and (3) positive
reinforcement through
psychological support and
encouragement

Combination of bladder
training plus PFMT plus
education (PFMT
group): women practised
3 sets of 8—-12 slow
maximal contractions

Methods

Details

Quality of life was
assessed using

the Incontinence Quality
of Life (I-QOL), a visual
analogue scale, the
Incontinence Severity
Index, self-reported Late-
Life Function and
Disability Instrument

Adherence was also
assessed

Data was analysed using
intention to treat

Outcomes

Results

1-QOL

Baseline

Bladder training: 76.3
(20.6)

PFMT: 72.7 (22.0)
Combination: 71.9 (21.2)
3 months

Bladder training: 89.6 (21)
PFMT: 87.4 (22.6)
Combination: 89.1 (17.8)

12 months

Bladder training: 88.1
(24.3)

PFMT: 90.1 (20.6)
Combination: 89.4 (19.1)

Visual analogue scale
Baseline

Bladder training: 7.3 (2.0)
PFMT: 6.7 (2.5)
Combination: 7.2 (2.6)

3 months

Bladder training: 4.8 (3.4)
PFMT: 4.3 (3.3)
Combination: 3.6 (3)

12 months

Bladder training: 4.3 (3.3)
PFMT: 4.1 (3.3)
Combination: 3.3 (2.9)

Comments

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: No information,
method of randomisation
not stated

1.2: Yes, states that
assignment was kept in
sequentially numbered
sealed tamper-proof
envelopes by someone
not involved in the study

1.3: No, no significant
differences in baseline
characteristics

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Study details

and drug therapy in
patients with urgency
urinary incontinence

Study dates
Not reported

Source of funding
Not reported

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

Participants

Exclusion criteria

Not being independent,
contraindications to DT,
current urinary tract
infection, neurological
disease, diagnosed with
psychiatric or depressive
disorder, previous pelvic
floor surgery, and
previous pelvic floor
physical therapy

symptoms DRAFT (June 2021)

Interventions Methods

sustained for 6-8 s in
different functional body
positions, progressing
from lying to standing.
The maximum prescribed
PFMT duration
progressed to 10 s of
contractions followed by
10 s of relaxation.
Participants continued a
daily PFMT home-based
program. Participants
were also taught to
contract these muscles
repeatedly to diminish
urgency and prevent Ul

Combination: included
BT, PFMT, and
behavioural advice,
including bowel education
to avoid constipation,
advising modification of
fluid intake, daily activity,
and ergonomic
consultation

Outcomes
Incontinence Severity
Index

Baseline

Bladder training: 6.7 (3.3)
PFMT: 5.4 (3.6)
Combination: 6.4 (3.3)

3 months

Bladder training: 4.3 (3.3)
PFMT: 3.4 (3.6)
Combination: 3.7 (3.2)

12 months

Bladder training: 4.3 (3.8)
PFMT: 2.9 (3.0)
Combination: 3.9 (3.4)

Late-Life Function and
Disability Instrument -
Disability component
Baseline

Bladder training: 71.7
(13.3)

PFMT: 71.4 (17.7)
Combination: 68.3 (12.7)
3 months

Bladder training: 75.7
(13.8)

PFMT: 78.1 (17.3)
Combination: 76.8 (15.0)
12 months

Bladder training: 77.0
(14.6)

PFMT: 77.4 (16.8)
Combination: 75.3 (17.1)

Late-Life Function and
Disability Instrument -
Function component
Baseline

Bladder training: 71.3
(10.9)

PFMT: 69.6 (10.2)
Combination: 66.4 (10.1)
3 months

84

Comments
Domain 2: Deviations
from intended
interventions: Low risk

2.1: Yes, participant were
aware of group allocation

2.2: Yes, carers and
people delivering the
interventions not blinded,
although the examiner
was blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: No, 5%, 20%, and
10% drop out by the final
follow up, but intent-to-
treat analysis was used

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value
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Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes

Bladder training: 72.1
(12.5)

PFEMT: 71.7 (12.1)
Combination: 70.4 (12.6)
12 months

Bladder training: 73.1
(13.8)

PFEMT: 70.6 (12.2)
Combination: 70.3 (13.9)

Adherence

Bladder training: 85%
PFMT: 90%
Combination: 95%
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Comments

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
S0 outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, all
groups received
treatment

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available
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Full citation

Kaya, S., Akbayrak, T.,
Gursen, C., Beksac, S.,
Short-term effect of
adding pelvic floor muscle
training to bladder training
for female urinary
incontinence: a
randomized controlled
trial, International
Urogynecology Journal,
26, 285-93, 2015

Ref Id
543203

Country/ies where the
study was carried out

Turkey
Study type

Two-arm prospective
randomised controlled trial

Aim of the study

Participants

Sample size

Total number randomised:

N=132
BT+PFMT: n=67
BT alone: n=65

Characteristics

Age, mean (SD)
BT+PFMT: 48.7 (10.1)
BT alone: 50.9 (8.4)

BMI, mean (SD)
BT+PFMT: 28.6 (5.2)

BT alone: 28.2 (4.4)

Type of Ul, number (%)
BT+PFMT: SUI 26 (46.4);
UUI 8 (14.3); MUI 22
(39.3)

BT alone: SUI 24 (46.2);
UUI 8 (15.4); MUI 20
(38.5)

Inclusion criteria

Being female; having
symptoms of SUI, UUI, or
MUI; age > 18 years;

Interventions

Interventions
Interventions were both 6
weeks

Combination of
behavioural techniques
plus PFMT (BT+PFMT
group): participants
completed a progressive
home-based exercise
program consisting of
strength and endurance
training. They were taught
both fast (2-s) and slow
voluntary PFM
contractions

(VPFMCs). One set of
exercises involved ten fast
and ten slow

VPFMCs. Patients were
advised to exercise while
in the supine, seated, and
upright positions. Bladder
training was identical to
the BT only group
(described below)

Behavioural techniques
(BT group): participants
were encouraged to hold

Methods

Details

Incontinence severity was
assessed using

the Incontinence Severity
Index

Quality of life was
assessed using the
Urogenital Distress
Inventory and the
incontinence Impact
Questionnaire

Subjective improvement
was measured using

a four-point scale (worse,
unchanged, improved,
cured) at the end of the
intervention period
compared with baseline

Adherence was assessed
but data not reported

Outcomes

Results

Global Rating of
Improvement (n, %)
Worse

BT + PFMT (n=56): - (0.0)
BT (n=52): - (0.0)
Unchanged

BT + PFMT (n=56): - (0.0)
BT (n=52): 9 (17.3)
Improved

BT + PFMT (n=56): 33
(58.9)

BT (n=52): 40 (76.9)
Cured

BT + PFMT (n=56): 23
(41.1)

BT (n=52): 3 (5.8)

Incontinence severity,
median (IQR)

Baseline

BT + PFMT: 6.0 (4.0-8.0)
BT: 4.0 (2.0-5.7)

Last visit

BT + PFMT: 27.1 (16.6-
41.6)

BT: 0.0 (0.0-3.0)

Comments

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: some
concerns

Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: Yes, a computer
generated random
number table was used

1.2: Yes, group allocation
was kept in opaque and
sealed envelopes

1.3: No, no significant
differences in baseline
characteristics

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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To evaluate the effects of
adding 6 weeks of high-
intensity PFMT to BT for
managing female UlI.

Study dates
July 2012 and January
2014

Source of funding

The Scientific and
Technological Research
Council of Turkey

and Hacettepe University,
Scientific Research
Projects Coordination Unit

Participants

being free of Ul
medications for at least

4 weeks before the start
of the study; and sufficient
literacy to complete
required forms and urinary
diaries

Exclusion criteria

Antenatal or postnatal
women (up to 3 months
after delivery), women
who were unable to
voluntarily contract their
PFM, and women with
persistent urinary tract
infections, impaired
mental state, pelvic organ
prolapse (POP) past the
vaginal introitus,
neurological disorders,
and who received
concurrent or recent
physiotherapy intervention
(within the last year).

Interventions

urine for 30 min beyond
the initial voiding interval.
Then, the schedule was
increased by 15 min per
week depending on the
patient’s tolerance to the
schedule. Urgency
suppression strategies,
including distraction,
relaxation, and PFM
contraction, were
explained to each
participant. Techniques to
control urgency were
deep and slow breathing,
contracting PFMs while
relaxing other body parts,
using mental imagery or
self-motivational
statements, incorporating
mental distractions

All participants were
instructed not to alter fluid
intake

Methods

Outcomes

Urogenital Distress
Inventory, median (IQR)
Baseline

BT + PFMT: 50.0 (33.3-
66.6)

BT: 47.9 (30.2-62.5)

Last visit

BT + PFMT: 27.1 (16.6-
41.6)

BT: 8.3 (-4.1-33.3)

Incontinence Impact
Questionnaire, median
(IQR)

Baseline

BT + PFMT: 47.6 (28.5-
66.6)

BT: 47.6 (23.8-66.6)
Last visit

BT + PFMT: 23.8 (9.5-
41.6)

BT: 7.1 (-4.7-28.5)

Comments
Domain 2: Deviations
from intended
interventions: Low risk

2.1: Yes, participant were
aware of group allocation

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: No, drop out was 16-
20% by follow up

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Outcomes

88

Comments

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, both
groups received active
treatment so unlikely to
impact self reported
outcomes

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, protocol
mentioned but not
accessible
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Full citation

Kenton, K., Barber, M.,
Wang, L., Hsu, Y., Rahn,
D., Whitcomb, E.,
Amundsen, C., Bradley,
C. S., Zyczynski, H.,
Richter, H. E., Pelvic Floor
Disorders, Network, Pelvic
floor symptoms improve
similarly after pessary and
behavioral treatment for
stress incontinence,
Female Pelvic Medicine &
Reconstructive Surgery,
18, 118-21, 2012

Ref Id
541486

Country/ies where the
study was carried out

USA

Study type

Participants

Sample size

Secondary analysis using
two of the three arms from
Richter 2010:

Behavioural group: n=146
Pessary group: n=149

Characteristics
See Richter 2010

Inclusion criteria
See Richter 2010

Exclusion criteria
See Richter 2010

Interventions

Interventions
See Richter 2010

Methods

Details

Urinary incontinence and
other pelvic symptoms
and condition-specific
HRQOL were assessed
with validated
questionnaires, including
the Pelvic Floor Distress
Inventory (PFDI), Pelvic
Floor Impact
Questionnaire (PFIQ) and
Questionnaire for Urinary
Incontinence Diagnosis
(QUID). The PFDI
includes a urinary scale
(UDI; score range 0—
300), as well as prolapse
(POPDI; score range 0—
300) and colorectal
(CRADI; score range 0—
400) scales. The PFIQ
includes 3 scales, urinary
(UIQ), prolapse (POPIQ)
and colorectal (CRAIQ),
each with score range of
0-300

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Comments

5.2: No, descriptive data
presented

Outcomes

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: some
concerns

Limitations
See Richter 2010

Results

Urinary Distress
Inventory, mean, (SD),
change score
Behavioural group: -
30.7+£33.4

Pessary group: -
33.9+£38.5

Pelvic Organ Prolapse
Distress Inventory,
mean, (SD), change
score

Behavioural group: -
14.7+34 1

Pessary group: -
13.5+30.1

Colorectal-Anal Distress
Inventory, mean, (SD),
change score
Behavioural group: -
15.4+41.0

Pessary group: -
16.4+39.2
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Secondary analysis of Urinary Impact

ATLAS (Richter 2010) Questionnaire, mean,
(SD), change score
Behavioural group: -
32.1£38.4

Aim of the study Pessary group: -

To determine if 31.4+50.0

differences exist in pelvic

symptom distress and Pelvic Organ Prolapse

impact in women Impact Questionnaire,

randomised to pessary mean, (SD), change

versus behavioural score

therapy for treatment of Behavioural group: -

stress urinary 5.25+28.99

incontinence Pessary group: -7.2+42.5
Colorectal-Anal Impact
Questionnaire, mean

Study dates ’ ’

Between May 2005 and (Bse?e;v(i:(r)lt?rr;lggrzﬁgr?

October 2007 10.7+28.7
Pessary group: -
12.9+37.8

Source of funding . .

Supported by grants from Qqestlonnalre_for

the Eunice Kennedy U."“a’V I_ncontlnence

Schriver National Institute Diagnosis - stress,

of Child Health and mean, (SD), change

Human Development and score .

the NIH Office of Behavioural group: -

Research on Women'’s 4.0+3.6

Health Pessary group: -4.2+6.2
Questionnaire for
Urinary Incontinence
Diagnosis - urge, mean,
(SD), change score
Behavioural group: -
2.3+2.8
Pessary group: -2.0£5.4

Full citation Sample size Interventions Details Results Limitations

Total sample: N = 198 Limitations

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
90



DRAFT FOR CONSULTATION
Behavioural approaches to the management of symptoms

Study details

Kumari, S., Jain, V.,
Mandal, A. K., Singh, A,,
Behavioral therapy for
urinary incontinence in
India, International
Journal of Gynaecology &
ObstetricsInt J Gynaecol
Obstet, 103, 125-30, 2008

Ref Id
1176294

Country/ies where the
study was carried out

India

Study type
Randomized controlled
trial

Aim of the study

To ascertain the impact of
behavioral therapy to treat
the occurrence and
severity of urinary
incontinence

Study dates
2005-2006

Source of funding
Not reported

Participants

Intervention group: n=99
Control group: n = 99

Characteristics

Age: intervention

group 44.6 + 11.2; control
group 44.8 £ 14.5

Inclusion criteria
Adult women with urinary
incontinence

Exclusion criteria

Women with a continuous
urinary drainage catheter,
those taking diuretics,
diagnosed vesicovaginal
fistula, multiple sclerosis,
spinal injury, severe
uterine prolapse, mental
impairment, pregnant
women, and women who
had delivered a baby in
last 6 months

Interventions
Combination of bladder
training plus PFMT plus
education (intervention
group):

the behavioural therapy
training module included
basic anatomy of the
female urinary system,
how to locate the pelvic
floor muscles and carry
out pelvic floor exercises,
bladder retraining, and
maintenance of a voiding
diary and exercise record.
Training occurred on a 1:1
basis for 8 weekly

visits. Participants were
asked to do at least 50
pelvic floor contraction
exercises each day

No treatment (control
group): no treatment. No
further details

Methods

Quality of life: was
assessed by the
Incontinence Impact
Questionnaire

Incontinence severity: was
assessed by a pad test,
change in the daytime and
nighttime frequency of
voiding and the number of
incontinence episodes per
day

Outcomes

Incontinence impact
questionnaire, mean (Cl)
Baseline: intervention
group (n=78) 10.08 (ClI:
8.1-12.05); control
group (n=86) 12.05 (ClI
10.08-14.02)

End of

intervention: intervention
group (n=78) 4.60 (ClI
3.09-6.11); control
group (n=86) 12.03 (CI
10.04—-14.02)

3 months: intervention
group (n=74) 3.74 (1.85—
5.63); control

group (n=84) 11.70 (9.58—
13.82)

6 months: intervention
group (n=69) 2.57 (0.76—
4.38); control

group (n=76) 9.54 (7.24—
11.84)

Comments

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: No information, says
that block randomisation
was carried out but no
further details

1.2: Yes, the sequence
was generated by a
physician not involved in
the study and was
concealed until the groups
were assigned

1.3: No, no significant
differences between
groups at baseline

Domain 2: Deviations
from intended
interventions: Some risk

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Outcomes

92

Comments

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: Probably no, 12% of
the intervention and
control group were lost to
follow-up by 6 months

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: High risk

4.1: Probably no,
outcomes clearly defined,
but lacking information on
how they were assessed
and by whom

4.2: Probably no,
questionnaire used which



DRAFT FOR CONSULTATION
Behavioural approaches to the management of symptoms

Study details Participants Interventions Methods

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes
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Comments

is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
S0 outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably yes, given
the control group received
no treatment so would not
expect symptoms to
improve

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected
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Study details

Full citation

Richter, H. E., Burgio, K.
L., Brubaker, L., Nygaard,
I. E., Ye, W., Weidner, A.,
Bradley, C. S., Handa, V.
L., Borello-France, D.,
Goode, P. S., Zyczynski,
H., Lukacz, E. S.,
Schaffer, J., Barber, M.,
Meikle, S., Spino, C.,
Pelvic Floor Disorders,
Network, Continence
pessary compared with
behavioral therapy or
combined therapy for
stress incontinence: a
randomized controlled
trial, Obstetrics &
GynecologyObstet
Gynecol, 115, 609-17,
2010

Ref Id
1174708

Country/ies where the
study was carried out

USA
Study type

A multisite, randomised
clinical trial

Aim of the study

Participants

Sample size

Total number randomised:

N = 446

Behavioural group: n =
146

Pessary group: n = 149
Combined group: n = 151

Characteristics

Age (mean, SD)
Behavioural group: 49.6
(13.0)

Pessary group: 50.2
(11.0)

Combined group: 49.5
(11.8)

Incontinence type
Behavioural group: stress

only 65 (44.5); mixed 81
(55.5)

Pessary group: stress
only 69 (46.3); mixed 80
(53.7)

Combined group: stress
only 70 (46.7); mixed 80
(53.3)

Inclusion criteria

e At least 18 years of
age

e Ambulatory

¢ Able to come to the
clinic for study visits

Interventions

Interventions
All treatments were 8
weeks

Combination of
behavioural techniques
plus PFMT (behavioural
therapy group): done in
4 visits at approximately
2-week intervals. Visits
included instructions for
pelvic floor muscle
training and exercise, with
additional skills and
strategies for active use of
muscles to prevent stress
and urge incontinence.
Participants were given
individualised
prescriptions for daily
pelvic floor muscle
exercise and practice

Pessary treatment:
included a a continence
ring or dish. Up to 3 clinic
visits at 1-2 week
intervals were permitted to
achieve optimal fitting.

Combination of
behavioural techniques
plus PFMT plus pessary
(combined group):
participants were
encouraged to continue
routine pessary use.
Women in this group were
permitted to continue with

Methods

Details

Outcomes were assessed
at 3, 6, and 12 months
after randomisation, with
primary outcomes
assessed at 3 months. An
intent-to-treat analysis
was donez

Success was measured
using the Patient Global
Impression of
Improvement, where
success was defined as a
response of “much better”
or “very much better”

and the Urogenital
Distress Inventory-stress
incontinence subscale of
the Pelvic Floor Distress
Inventory, success was
defined as the absence of
bothersome stress
incontinence symptoms

Secondary outcomes
included the proportion of
participants with at least
75% reduction in
frequency of incontinence
episodes on 7-day
bladder diary and patient
satisfaction with
treatment, assessed using
the validated Patient
Satisfaction Question

Outcomes

Results

Patient Global
Impression of
Improvement: "Much
better" or "very much
better” (n, %)

3 months

Combined (n=150): 80
(53.3)

Behavioural (n=149): 72
(49.3)

Pessary (n=146): 59
(39.6)

12 months

Combined (n=150): 49
(32.7)

Behavioural (n=149): 48
(32.9)

Pessary (n=146): 47
(31.5)

PFD inventory: No
bothersome stress
incontinence symptoms
according to the
Urogenital Distress
Inventory-Stress
Incontinence Subscale
items of the (n, %)

3 months

Combined (n=150): 66
(44)

Behavioural (n=149): 71
(48.6)

Pessary (n=146): 49
(32.9)

12 months

Combined (n=150): 49
(32.7)

Comments

Domain 6: Overall
judgement of bias: High
risk

Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: No information, says
that block randomisation
was carried out but no
further details

1.2: No information

1.3: No, no significant
differences between
groups at baseline

Domain 2: Deviations
from intended
interventions: Some risk

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded
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To compare the
effectiveness of a
continence pessary to
evidence-based
behavioural therapy for
stress incontinence and to
assess whether combined
pessary and behavioural
therapy is superior to
single-modality therapy

Study dates
Not reported

Source of funding

Supported by grants from
the Eunice Kennedy
Shriver National Institute
of Child Health and
Human Development;
National Institute of
Diabetes and Digestive
and Kidney Diseases, and
National Institutes of
Health Office of Research
on Women's Health.

Participants

¢ Reports symptoms of
stress incontinence
(by interview and on
bladder diary)

¢ Reports incontinence
persisting for at least
three months

e Seven-day baseline
bladder diary, the
subject completed the
bladder diary in an
adequate manner on
at least five out of
seven days and
documented at least
two stress
incontinence
episodes. In addition,
the number of stress
incontinence
episodes must
exceed the number of
other types of
incontinence
episodes.

e If oral and/or vaginal
estrogen is used,
usage is stable for at
least the past eight
weeks

¢ Ability to complete
bladder diary,
questionnaires and
quality of life forms in
English

Interventions Methods

only one of the therapies if
for instance a pessary
could not be fit.

At the end of the 8-week
treatment period,
participants in the
behavioural and combined
treatment groups were
provided with an
individualised home
maintenance program to
sustain their skills and
muscle strength

Outcomes
Behavioural (n=149): 59
(40.4)

Pessary (n=146): 52
(34.9)

Satisfaction with
treatment

3 months

Combined: 116 (78.7)
Behavioural: 110 (75.3)
Pessary: 94 (63.1)

12 months

Combined: 81 (54.0)
Behavioural: 79 (54.1)
Pessary: 75 (50.3)

Withdrawal due to
serious adverse events
3 months

Combined: 18 (12)
Behavioural: 22 (15)
Pessary: 39 (26)

12 months

Combined: 0 (0)
Behavioural: 0 (0)

Pessary: 1 (0.7)

Comments

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: Probably no, ~20% of
the intervention groups
were lost to follow-up by
12 months but intent-to-
treat analysis used

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
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Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

Participants

e Stage 0, 1 or 2
prolapse as assessed
by the POP-Q

Exclusion criteria

e Continual leakage.
Participants who
describe continual
leakage or always
being damp or wet

e Urinary tract infection
(defined as a positive
dip with 1leukocytes
and/or nitrates and/or
growth of greater
than 10 000 colonies
per mL of a urinary
pathogen on urine
culture). Participants
will be treated with
antibiotics and may
be enrolled if
incontinence persists
after the urinary tract
infection is resolved.

e Pregnant or planning
pregnancy within the
next year

¢ Within six months
postpartum

e Severe atrophic
vaginitis (defined as
thin, friable vaginal
epithelium that bleeds
easily on speculum
examination).

symptoms DRAFT (June 2021)

Interventions

Methods

Outcomes

96

Comments

is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, given all
groups received
treatment

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected
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Participants may be Domain 6: Overall
treated with estrogen judgement of bias: Some
and reevaluated for concerns
eligibility

¢ Postvoid residual
volume 2150 mL

e Strongly desires
surgery for stress
urinary incontinence
within 12 months

¢ Within three months
of failed surgery for
stress incontinence

e Current medication
for incontinence
(includes imipramine
and antimuscarinics,
and does not include
other antidepressants
or stable estrogen
therapy. If a
participant is on a
medication for
incontinence, she
may discontinue the
medication and be
reevaluated after two
weeks)

e Previously
participated in a
behavioral therapy
research trial or
formalized clinical
behavioral therapy
program for urinary
and/or fecal
incontinence
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Full citation

Rizvi, R. M., Chughtai, N.
G., Kapadia, N., Effects of
Bladder Training and
Pelvic Floor Muscle
Training in Female
Patients with Overactive
Bladder Syndrome: a
Randomized Controlled
Trial, Urologia
InternationalisUrol Int,
100, 420-427, 2018

Ref Id
1193718

Country/ies where the
study was carried out

Pakistan

Participants

e Vaginal foreign body
(eg, exposed mesh or
suture)

e Currently using a
pessary or used one
within the past two
months (the
participant may stop
using the pessary for
two months and be
re-evaluated for
participation at that
time)

Neurologic conditions that

may impact on bladder

symptoms, eg,

Parkinson’s, multiple

sclerosis, or stroke

Sample size

Total number randomised:
N =150

Bladder training: n = 50
(data reported for 47
participants as 3 dropped
out and were excluded
from all analyses including
baseline demographics)
PFMT: n = 50

PFMT + biofeedback: n =
50

Characteristics

Age (mean, SD)
Bladder

training: 55.7+14.7
PFMT: 49.1+14.9
PFMT + BF: 49.3£14.7

Interventions

Interventions
All interventions were 12
weeks

Bladder

training: included urge
suppression techniques
(urge strategies), self-
monitoring (bladder or
voiding diaries), life style
modifications, for
example, eliminating
bladder irritants from the
diet, managing fluid
intake, weight control,
bowel regulation, smoking
cessation, and time
voiding. Fluid intake was
assessed using bladder
diary and they were
taught about the concept
of “what goes in that

Methods

Details

Quality of life: assessed
using UDI-SF6 and IIQ-
SF7

Outcomes

Results

UDI-6

Baseline

Bladder training

(n=47): 8.38+4.3
PFMT (n=50): 9.1046.2
PFEMT + BF

(n=50): 7.16t4.7
Post-intervention (12
weeks)

Bladder training

(n=47): 4.77+5.5
PFMT (n=50): 5.44+7.2
PEMT +

BF (n=50): 4.4616.2

11Q-7
Baseline

Bladder training (n=47):

8.30+5.7
PFMT (n=50): 8.92+6.9

Comments

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Some
concerns

1.1: Yes, states that
randomisation was
computer generated

1.2: Probably yes, states
that randomisation
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Study type
Single-blinded
randomised controlled

Aim of the study

To assess the efficacy of
3 different modes of
treatment for overactive
bladder (OAB) in
symptoms reduction and
quality of life improvement

Study dates
January 2014 till
December 2015

Source of funding

The first author received
financial support from
Women and health
Alliance USA (WAHA),
International

Participants

BMI (mean, SD)

Bladder training: 25.5+4.4
PFMT: 26.616.2

PFMT + BF: 26.0£5.2

Type of OAB (number, %)
Bladder training: wet OAB

- 28 (59.6); dry OAB - 10
(21.3); OAB with SUI -9
(19.1)

PFMT: wet OAB - 10
(20.0); dry OAB - 32
(64.0); OAB with SUI - 8
(16.0)

PFMT + BF: wet OAB - 26
(52.0); dry OAB - 14
(28.0); OAB with SUI - 10
(20.0)

Inclusion criteria
Women aged 25-65 years
with symptoms of OAB,
that is, frequency,
urgency, and nocturia with
or without UUI for at least
6 months

Exclusion criteria

Pregnancy, urinary tract
infection, women under
current urologic care,
urinary obstruction with
persistent indwelling
catheter, uncontrolled
diabetes mellitus,
neurologic disorders,
history of pelvic surgery,
or prolapse greater than
Pop-Q stage 2

Interventions

comes out”. The use of
high fiber diet was
advised to avoid
constipation. The obese
patients were advised to
consult obesity

clinics. They were taught
to defer from voiding until
a certain goal, which was
around 1-2 h in the
beginning and once this
interval was reached
without causing patient
discomfort, they were
instructed to increase the
interval, approximately 30
min within 2 weeks, with a
goal of an inter voiding
interval of 3.5—4 h.

PFMT : patients were
assessed for their pelvic
floor muscle strength and
instructed to perform PFM
contractions at home
without any devices,
according to the
PERFECT scheme. They
were instructed to hold
submaximal to maximal
PFM contractions for 6 s,
5 times and to perform 10
fast contractions per
session. All patients were
instructed to practice this
regimen at home at least
3 times daily in the lying,
standing, or sitting
position

PFMT + biofeedback:
patients were trained with
an intra vaginal

Methods

Outcomes

PFMT +

BF (n=50): 9.24+5.4
Post-intervention (12
weeks)

Bladder training
(n=47): 5.3415.8
PFMT (n=50): 6.3416.5
PFMT +

BF (n=50): 4.52+7.3

Adverse events
resulting in
discontinuation

Bladder training (n=47): 0
PFMT (n=50): 0

PFMT + BF (n=50): 1

Comments

numbers were kept in
CTU

1.3: Yes, significant
difference in age (p=.049)
(55.7 vs 49.1 vs 49.3),
and significant differences
in the distributions of
OAB

Domain 2: Deviations
from intended
interventions: Low risk

2.1: No, said to be single
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: Yes, only 6% drop out
in BT group, no drop out
in other groups

3.2: Probably no, no
evidence that the results
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Interventions Methods
electromyogram probe

(Myomed 932 ENRAF

NONIUS) twice a

week. Each patient was

instructed to contract or

relax her pelvic floor

muscles following the

audio-visual signals.

Outcomes

100

Comments

were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, all
groups received
treatment
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Full citation

Sherburn, M., Bird, M.,
Carey, M., Bo, K., Galea,
M. P., Incontinence
improves in older women
after intensive pelvic floor
muscle training: an
assessor-blinded
randomized controlled
trial, Neurourology &
UrodynamicsNeurourol
Urodyn, 30, 317-24, 2011

Ref Id
1197046

Country/ies where the
study was carried out

Participants

Sample size

Total number randomised:

N =83

PFMT: n =43
Behavioural therapy: n =
40

Characteristics

Age (mean, SD)

PFMT group: 71.6 (4.73)
Behavioural group: 72.0
(5.74)

BMI (mean, SD)
PFMT group: 27.6 (3.88)

Behavioural group: 27.3
(4.25)

Interventions

Interventions

Both interventions were 5
months with a 7 month
follow up. Both groups
were conducted once per
week for 20 weeks

Combination of
behavioural techniques
plus education plus
exercise (behavioural
group): each weekly
group session began with
an education component
followed by a gentle
exercise to music class.
Cognitive methods only
were taught. Timed
voiding parameters were

Methods

Details

Quality of life was
assessed using the ICIQ-
Ul SF, and was measured
at baseline, during the
intervention (1 and 3
months), and at the end of
the intervention (5
months). The Assessment
of Quality of Life (AQoL)
was also used to assess
quality of life at baseline
and 5 months

Analyses

Outcomes

Results
Quality of life: ICIQ-SF

total scores (mean, SD)
(0-21, high score is poor

outcome)
Baseline
PFMT: 10.4 (5.0)

Behavioural therapy: 10.4

(4.2)

1 month

PFEMT: 8.4 (4.1)
Behavioural therapy: 9.3
(4.4)

3 months

PFMT: 7.4 (4.1)
Behavioural therapy: 9.1
(4.4)

Comments

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: some
concerns

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: Yes, states that
randomisation was
computer generated

1.2: Yes, states that
allocation was concealed
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Study details

Australia
Study type

Two-centre randomised
controlled trial

Aim of the study

To test the hypotheses
that high intensity pelvic
floor muscle training
(PEMT) is effective in
relief of stress

urinary incontinence in
community dwelling older
women, and that intense
PFMT improves stress
urinary incontinence more
than bladder training (BT)
in this population

Study dates
Not reported

Source of funding

The National Health and
Medical Research Council
of Australia

Participants

Inclusion criteria

Community dwelling
women over 65 years of
age, with urodynamic
stress incontinence
perceived by them as a
problem, no detrusor over
activity demonstrated on
cystometry (<10 cm H20
detrusor pressure rise),
medically stable, able to
give informed consent,
and a score of more than
22 on the Mini-Mental
State Examination

Exclusion criteria

Concurrent or recent
physiotherapy intervention
(within last 6 months),
incontinence due to
neurological causes, from
other causes such as
urinary tract infection, or
from voiding difficulties,
anorectal symptoms such
as constipation, and
voiding dysfunction

Interventions
individually set and
progressed for each
participant. Other
education topics included:
normal bladder control
and voiding parameters,
skin care, pad usage,
fluids and fluid intake,
optimal toileting position,
voiding dynamics, and
relaxation, distraction and
breath control as part of
the deferral strategies. An
exercise component was
included for this group to
provide equivalence. The
exercise component
comprised gentle exercise
including stretches, with
breath awareness and
relaxation. There was no
specific strengthening of
the PFM

Combination of PFMT
plus education (PFMT
group): Each weekly
group session
comprised an education
component and exercise
to music class
incorporating PFM
exercise. The exercise
class aimed to provide
intensive PFMT,
combining motor control,
strength, endurance,
power and functional
training in a variety of
different body positions.
The general exercise
component was varied to
meet the needs and

Methods

Outcomes

5 months

PFMT: 5.9 (3.3)
Behavioural therapy: 8.5
(4.4)

Quality of life: AQoL
total scores (mean, SD)
(0-45, high score is poor
outcome)

Baseline

PFMT: 10.02 (4.6)
Behavioural therapy: 9.65
(5.8)

5 months

PFMT: 8.7 (4.8)
Behavioural therapy: 8.9
(5.2)

Comments

using consecutively
numbered opaque
envelopes and managed
by someone not involved
in outcome assessment

1.3: Probably no,
borderline significant
difference in mean (SD)
parity (3.2 vs 2.5) - p=0.05

Domain 2: Deviations
from intended
interventions: Low risk

2.1: Yes, participant were
aware of group allocation

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: No, only 5% drop out
in PEMT group, and
12.5% in BT group but
analyses were intent-to-
treat
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Interventions Methods
physical abilities of the
class members at the
time. Participants then
continued a daily PFMT
program at home. The
education topics included:
functional use of the
PFMs, including use of a
pre-contraction, weight
management strategies,
normal bladder control
and voiding parameters,
fluids and fluid intake,
optimal toileting position,
voiding dynamics, and
benefits of general
exercise

Outcomes

103

Comments

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
SO outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received
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Full citation

Shivkumar, R.,
Srivastava, N., Gupta, J.,

Participants

Sample size
Number randomised: N =
30

Interventions

Interventions
Behavioural techniques
(bladder training
group): The bladder

Methods

Details

A visual analogue scale
was used to assess
severity of symptoms and

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes

Results

Incontinence severity as
measured by VAS
(mean, SD)

104

Comments

4.5: Probably no, all
groups received
treatment

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: some
concerns

Other information

Also reported Global
perception of change, 7
Day accident diary, Bother
VAS score, TUG,

and Global satisfaction
with treatment

Limitations
Limitations
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Effects of bladder training
and pelvic floor muscle
exercise in urinary stress
incontinence during
postpartum period, Indian
Journal of Physiotherapy
and Occupational
Therapy, 9, 194-198,
2015

Ref Id
1233107

Country/ies where the
study was carried out

India

Study type
Randomised trial

Aim of the study

To study the effects of
bladder training with
pelvic floor muscle
exercise for urinary stress
incontinence in post
partum period

Study dates
Not reported

Source of funding
No funding

Participants

Bladder training group: n
=15

Combined bladder training
and pelvic floor exercises
group: n =15

Characteristics
Not reported

Inclusion criteria

e Subject willing to
participate

e 20 to 35 yrs old

e Subjects that were
experiencing urinary
incontinence

e Subjects who were
experiencing pelvic
floor muscle
weakness

Exclusion criteria

e Postpartum infective
or hemorrhagic
subjects.

¢ Non co-operative
subjects

e Subjects who
suffered from any
kind of cardio
vascular disease

e Postpartum
hypertensive subjects

Interventions

training group included 3
parts. (1) A

bladder training schedule
which aimed to regain
control and involved
waiting until the next
scheduled time to void.
Each week, the time
between bathroom visits
is increased and the
number of urine leaks
each day is monitored. (2)
bladder urge control,
which involved standing or
sitting quietly, slow
relaxed breaths,
contracting the pelvic floor
muscles to close urethra
to prevent leakage, use of
mental imaginary and self
talk to suppress the urge.
(3) self care tips, which
included (i) Use clock
wrist watch alarm clock to
remind you of next
bathroom visit. (ii) Drink
water and other fluids as
usual do not restrict fluids,
avoid food or beverages
with caffeine. (iii) Keep
your bladder diary handy
with you so you record
bathroom visit

Combination of
behavioural techniques
plus PFMT (bladder
training and PFMT
group): PFMT involved
instruction to slowly
tighten or squeeze pelvic
floor muscles under the
bladder, hold and count 5

Methods

the 11Q at baseline and
post intervention.

Outcomes

Baseline

Combination (n=15): 7.71
(0.91)

Bladder training

(n=15): 7.73 (0.80)

End of intervention (8
weeks)

Combination (n=15): 2.07
(0.62)

Bladder training

(n=15): 4.53 (0.92)

1IQ (mean, SD)
Baseline

Combination

(n=15): 2.485 (0.1925)
Bladder training
(n=15): 2.49 (0.1428)

End of intervention (8
weeks)

Combination

(n=15): 0.9464 (0.1351)
Bladder training

(n=15): 1.4867 (0.1642)

Comments

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Some
concerns

1.1: No information, states
that a randomised
technique was used but
no further detail

1.2: No information

1.3: No information,
baseline characteristics
between groups not
reported, although no
differences in baseline
scores of any of the
outcomes

Domain 2: Deviations
from intended
interventions:

Some concerns

2.1: Yes, participants not
blinded

2.2: Probably yes, carers
and people delivering the
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Interventions Methods

then relax, and repeat
called slow pull-ups than
do the same exercise for
10-50 second repeat at a
time for at least five times,
called fast pull-ups. This
group also received
bladder training as
previously described.

Interventions were 8
weeks

Outcomes

106

Comments

interventions unlikely to
be blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: High risk

3.1: No information, no
details given regarding if
there were any drop outs.

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably yes,
possible that women with
more severe symptoms
dropped out though it is
unclear whether there was
any drop out

3.4: No information, no
details at all on whether
there was drop out or not

Domain 4: Measurement
of the outcome: Some
concerns
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Outcomes

107

Comments

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
SO outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, all
groups received
treatment

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected
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Full citation

Talley, K. M. C., Wyman,
J. F., Bronas, U., Olson-
Kellogg, B. J., McCarthy,
T. C., Defeating Urinary
Incontinence with
Exercise Training: Results
of a Pilot Study in Frail
Older Women, Journal of
the American Geriatrics
Society, 65, 1321-1327,
2017

Ref Id
1147438

Country/ies where the
study was carried out

USA

Study type

Single blinded, two-arm
pilot randomised
controlled trial

Aim of the study

To determine if combining
behavioral urinary
incontinence (UI)
treatments with physical
activity improves Ul in frail
older women

Participants

Sample size

Total sample: N = 42
Treatment group: n = 23
Control group: n = 19

Characteristics

Mean age: 84.9+6.4
Type of incontinence
Mixed stress and urgency
Ul: 62%

Urgency Ul: 22%

Stress Ul: 14%
Functional Ul: 2%

Inclusion criteria

e Having Ul, indicated
by scoring at least
one point on the
International
Consultation on
Incontinence
Questionnaire (ICIQ)

¢ Being frail, defined as
being at risk for
functional decline, by
scoring three or more
points on the
Vulnerable Elders
Survey, having a gait
speed less than 0.8
meters per second, or

Interventions

Interventions

Combination of
behavioural techniques
plus PFMT plus exercise
(intervention

group): bladder and
physical activity
components. Participants
were instructed to do
pelvic floor muscle
exercises (PFME) five
days a week while
listening to a 13 minute
instructional audio CD.
Participants selected
additional strategies after
the nurse practitioner
discussed their Ul
contributors and made
tailored
recommendations.
Strategies included:
PFME, bladder training,
urge suppression,
eliminate bladder irritants,
adequate fluid intake,
constipation prevention,
reducing nocturia,
medication education. The
physical activity

program included 150
minutes of moderate
intensity walking and
twice weekly 1-hour group
exercise sessions which

Methods

Details

Quality of life: assessed
using the Incontinence
Impact Questionnaire
and Urinary Distress
Inventory at baseline and
12 weeks

Incontinence: assessed
using the ICIQ Urinary
incontinence severity at
baseline at 12 weeks and
mean daily urinary leaks
was measured using a 3-
day bladder diary
Adherence: assessed by
the number of sessions
attended - only reported
for treatment group due to
nature of control

Satisfaction: assessed
using the patient global
ratings of satisfaction and
perceptions of
improvement

Outcomes

Results

ICIQ Urinary
incontinence severity
Baseline

Intervention group: (n=23)
7.7£2.9

Control group:

(n=19) 9.5£3.4

12 weeks

Intervention group:
(n=23) 7.2+3.8

Control group:

(n=19) 7.7£3.7

Incontinence Impact
Questionnaire
Baseline
Intervention group:
(n=23) 45.8+48.8
Control group:
(n=19) 58.8+58.8
12 weeks
Intervention group:
(n=23) 39.5+31.6
Control group:
(n=19) 40.8+31.6

Urinary Distress
Inventory
Baseline
Intervention group:
(n=23) 64.8+46.7
Control group:
(n=19) 73.7+44.5
12 weeks
Intervention group:
(n=23) 44.0+35.2

Comments

Domain 6: Overall
judgement of bias: High
risk

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: Low risk

1.1: Yes, randomisation
was done using computer
generated random
number list

1.2: No information

1.3: Probably no, no
significant differences
between groups at
baseline although some
important variables not
reported specifically age

Domain 2: Deviations
from intended
interventions: Some risk
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Study dates
September 2012-
September 2015

Source of funding

The National Center for
Advancing Translational
Sciences of the National
Institutes of Health, the
Building Interdisciplinary
Research Careers in
Women’s Health Program
of the National Institutes
of Child Health and
Human Development, by
the University of
Minnesota Academic
Health Center Seed grant
program, and by the
Hartford Center for
Geriatric Nursing
Excellence at lowa

Participants
using a walking
assistive device

¢ Being able to safely
participate in low
intensity physical
activity using the
Exercise Assessment
and Screening for
You

e Being cognitively
intact by passing the
Mini-Cog

Exclusion criteria

Ul associated with a
central nervous system
disorder, bladder cancer,
recent bladder or
incontinence surgery,
terminal iliness, if they
had an ostomy, used a
pessary or urinary
catheter, started or
changed the dose of an
anti incontinence
medication within three
months or had
orthopaedic surgery on
the lower extremities or
spine in the past year.

Interventions

included 10 strength
building exercises

Usual care (control
group): participants
received one home visit to
complete the same health
history and physical exam
received by the treatment
group. They received the
treatment group’s printed
material on lifestyle and
behavioural therapies
after completing 12- week
outcome assessments

Methods

Outcomes

Control group:
(n=19) 52.2+35.3

Satisfaction (n, %)
12 weeks
Intervention group:
(n=23) 83%

Control group: (n=19)
36%

Comments

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1: No, no participants
were lost to follow up, one
participant in each group
didn't complete the ICIQ

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: High risk

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Outcomes

110

Comments

is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
S0 outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably yes, given
the control group received
no treatment so would not
expect symptoms to
improve

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected
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Full citation

Weidner, A. C., Barber, M.
D., Markland, A., Rahn, D.
D., Hsu, Y., Mueller, E. R,,
Jakus-Waldman, S., Dyer,
K. Y., Warren, L. K.,
Gantz, M. G., Meikle, S.,
Perioperative Behavioral
Therapy and Pelvic
Muscle Strengthening Do
Not Enhance Quality of
Life After Pelvic Surgery:
Secondary Report of a
Randomized Controlled
Trial, Physical therapy,
97, 1075-1083, 2017

Ref Id
763933

Country/ies where the
study was carried out

USA

Study type

A secondary report of a 2
x 2 factorial randomized
controlled trial

Aim of the study

To evaluate the effect of
perioperative BPMT on
health-related quality of
life and sexual function
following vaginal surgery

Participants Interventions

Interventions
See Barber 2014

Sample size
See Barber 2014

Characteristics
See Barber 2014

Inclusion criteria
See Barber 2014

Exclusion criteria
See Barber 2014

Methods

Details

Patient Global Impression
of Improvement was
assessed at 6 and 24
months.

Health related quality of
life was assessed using
the 36-item Short-Form
Health Survey [SF-36]),
Pelvic Floor Impact
Questionnaire [PFIQ]
subscales for urinary
[UIQ], prolapse [POPIQ],
and colorectal [CRAIQ]
impact), and the Pelvic
Organ Prolapse Urinary
Incontinence Sexual
Questionnaire [PISQ-12],
however results were only
presented graphically
therefore these are not
extracted.

Outcomes

Results

Patient Global
Impression of
Improvement - “very
much better” or “much
better” (%)

6 months

BPMT group

(n=170): 64.5%
Control group
(n=171): 63.8%

24 months

BPMT group

(n=152): 55.4%
Control group
(n=154): 55.1%

Comments

Domain 6: Overall
judgement of bias: High
risk

Limitations
See Barber 2014
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for pelvic organ prolapse
and stress urinary
incontinence

Study dates
March 2008 to March
2011

Source of funding

Grants from the Eunice
Kennedy Shriver National
Institute of Child Health
and Human Development
(NICHD) and the National
Institutes of Health (NIH)
Office of Research on
Women’s Health

Full citation

Wyman,J.F., Fantl,J.A.,
McClish,D.K., Bump,R.C.,
Comparative efficacy of
behavioral interventions in
the management of
female urinary
incontinence. Continence
Program for Women
Research Group,
American Journal of
Obstetrics and
Gynecology, 179, 999-
1007, 1998

Ref Id
143667

Country/ies where the
study was carried out

Participants

Sample size

Total sample N = 204
Bladder training group: n
= 68 (48 GSIl only)
Pelvic muscle exercise
group: n = 69 (48 GSI
only)

Combination group: n =
67 (49 GSI only)

Characteristics

Age

Bladder training group: 60
+10

Pelvic muscle exercise
group: 62 + 10
Combination group: 61 £
9

Interventions

Interventions

Each intervention
consisted of a structured
12-week program of
patient education, self-
monitoring of voiding
behaviour with daily
treatment logs,
compliance assessment,
and positive reinforcement
techniques. A
standardized patient
education program was
used, which included an
audiovisual presentation
with written and verbal
instructions

Combination of
behavioural techniques

Methods

Details

Adherence: Treatment
adherence was assessed
by mean percent
attendance at required
treatment visits; mean
percent completion of
prescribed voidings, pelvic
muscle contractions
during the 12-week
intervention as self-
reported on daily
treatment logs, or both;
and self-report of
adherence with
categorical rating scales
at the 3-month after
treatment appointment.

Urinary incontinence:
Assessed by the number

Outcomes

Results

Urogenital Distress
Inventory (Genuine
stress incontinence
only)

Baseline

Bladder training (n =
47): 124.6 £45.9
PME (n = 45): 114.2 +
45.0

Combination (n =
44):120.2 +48.9

Immediately post
intervention

Bladder training: 99.2 £
54.4

PME: 81.2 £ 39.6
Combination: 63.2 £ 49.2

Comments

Limitations
Limitations

Cochrane risk of bias
(Version 2.0)

Domain 1:
Randomisation: High risk

1.1: No information, says
that participants were
randomised but no further
details

1.2: Yes, the sequence
was generated by a
physician not involved in
the study and was
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USA

Study type
A randomized clinical trial

Aim of the study

To compare the
efficacy of bladder
training, pelvic muscle
exercise with
biofeedback-assisted
instruction, and
combination therapy, on
urinary incontinence in
women

Study dates
Not reported

Source of funding
Not reported

Participants
Symptoms of stress
incontinence

Bladder training group: 19
(28)

Pelvic muscle exercise
group: 35 (51)
Combination group: 22
(33)

Symptoms of urge
incontinence

Bladder training group: 8
(12)

Pelvic muscle exercise
group: 6 (9)
Combination group: 10
(15)

Symptoms of mixed
incontinence (stress
and urge)

Bladder training group: 41
(60)

Pelvic muscle exercise
group: 27 (39)
Combination group: 35
(52)

Inclusion criteria
Community-dwelling
women age 45 years and
older who were
ambulatory, mentally
intact (Mini-Mental State
Examination Score >23),
able to perform toileting
independently, reported
urine loss at least once
per week, and had
urodynamic evidence of
genuine stress

Interventions

plus education (bladder
training group)

A progressive voiding
schedule that was altered
each week for the first 6
weeks and then
unchanged for the second
6 weeks. Patients were
encouraged to make
every effort not to void off
schedule by use of urge
inhibition techniques such
as affirmations (self-
statements) and
distraction and relaxation
techniques. The voiding
interval initially set for 30

or 60 minutes on the basis

of the baseline diary was
increased by 30 minutes
each week if the schedule
was well tolerated.

PFMT plus education
(PFMT group): A graded
home exercise regimen
with audio cassette

practice tapes and 4 office

biofeedback
sessions. Patients were
also instructed to use

pelvic muscle contractions

for urge inhibition and
preventive contractions
with exertional events
such as coughing,
sneezing, or lifting.
Patients received 4
weekly 30-minute
sessions of visual and
verbal biofeedback.

Methods

of weekly incontinent
episodes as recorded in a
standardised diary

Quality of life: Condition-
specific QoL was
assessed using the
Incontinence Impact
Questionnaire—Revised
and Urogenital Distress
Inventory at baseline and
immediately post
intervention

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes

1IQ-R (genuine stress
incontinence only)
Baseline

Bladder training (n =

47): 85.7 £ 67.9

PME (n = 45): 68.2 + 55.7
Combination (n =
44):90.4 £ 721

Immediately post
intervention

Bladder training: 68.4
69.7

PME: 43.5 +47.4
Combination: 52.3 £ 73.4

Satisfaction with
outcome, n (%)
Immediately post
intervention

Bladder training: very
satisfied 42 (64); slightly
satisfied 6 (9); neither
satisfied nor dissatisfied
14 (21); dissatisfied or
very dissatisfied 4 (6)
PME: very satisfied 46
(73); slightly satisfied 10
(16); neither satisfied nor
dissatisfied 6 (10);
dissatisfied or very
dissatisfied 1 (2)
Combination: very
satisfied 50 (82); slightly
satisfied 7 (11); neither
satisfied nor dissatisfied 3
(5); dissatisfied or very
dissatisfied 1 (2)

3 months

Bladder training: very
satisfied 36 (60); slightly

113

Comments

concealed until the groups
were assigned

1.3: Probably yes,
significant different
between groups in % with
more than high school
education, number of
people with symptoms of
stress incontinence, and
number of people with
symptoms of mixed
incontinence

Domain 2: Deviations
from intended
interventions: Some risk

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk
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Participants
incontinence, detrusor
instability, or

both. Genuine stress
incontinence was
diagnosed if the patient
had the symptom of stress
incontinence and had
observable urine loss
during exertion in the
absence of detrusor
instability during
cystometry, urethral
pressure profilometry, or
had a positive direct
visualization test
immediately after the
catheters were removed.
Detrusor instability was
diagnosed if the patient
had the symptom of urge
incontinence and a
detrusor contraction with
urine loss, spontaneously
or on provocation, during
cystometry while
attempting to inhibit
micturition

Exclusion criteria

Reversible causes of
urinary incontinence (eg,
fecal impaction, drug
effect), uncontrolled
metabolic conditions (eg,
diabetes mellitus),
residual urine volume
after voiding >100 mL,
urinary tract infection,
genitourinary fistula or
indwelling catheterization,
and inability to correctly

symptoms DRAFT (June 2021)

Interventions
Combination of
behavioural techniques
plus education plus
PFMT (combination
group)

The same protocols as
described above for
bladder training and pelvic
muscle exercises. Bladder
training was implemented
initially with pelvic muscle
exercises added during
the third week of
treatment.

Methods

Outcomes

satisfied 11 (18); neither
satisfied nor dissatisfied 8
(13); dissatisfied or very
dissatisfied 5 (8)

PME: very satisfied 42
(66); slightly satisfied 11
(17); neither satisfied nor
dissatisfied 10 (16);
dissatisfied or very
dissatisfied 1 (2)
Combination: very
satisfied 45 (78); slightly
satisfied 6 (10); neither
satisfied nor dissatisfied 5
(9); dissatisfied or very
dissatisfied 2 (3)

Adherence

Attendance at the 6
weekly treatment visits
Bladder training: 57%
PME: 53%

Combination: 75%
Completing scheduled
voidings

Bladder training: 85%
Combination: 81%
Requested pelvic muscle
contractions

PME: 84%

Combination: 78%
Adhering to a voiding
schedule most or all of the
time

Bladder training: 44%
Combination: 40%
Adherence to a pelvic
muscle exercise regimen
PME: 64%

Combination: 58%

114

Comments

3.1: Probably no, only
8% of participants lost to
follow up

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,
outcomes clearly defined

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
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Full citation

Yoon, H. S., Song, H. H.,
Ro, Y. J., A comparison of
effectiveness of bladder
training and pelvic muscle
exercise on female urinary
incontinence, International

Participants Interventions
perform a pelvic muscle
contraction on digital

examination

Interventions
Behavioural techniques

Sample size

50 randomised, 44

analysed voiding interval increased

weekly.
Characteristics

Mean age not reported,
diagnostic groups not
described.

PFMT group: 30
contractions daily, with
EMG feedback weekly.

(bladder training group):

Methods

Details

no further details

Outcomes

Results

Micturation rate per day
(change from baseline
to 8 week follow-up)

Bladder training -6.9 (SD
12.95)

Comments

knowledge of the
intervention received

4.5: Probably no, all
groups received active
treatment

Domain 5: Selection of the
reported result: Some
concerns

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: High
risk

Limitations

Cochrane risk of bias
(Version 2.0): overall
some concerns

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Study details

Journal of Nursing
Studies, 40, 45-50, 2003

Ref Id

Country/ies where the
study was carried out

South Korea

Study type
RCT

Aim of the study

To compare the

efficacy of bladder training
and pelvic muscle
exercise with control.

Study dates
1997

Source of funding

Not reported

Participants

Inclusion criteria

Parous Females 33-55
years. Urine loss 2 1 g /30
min pad test, = 14 voids in
48 h prior to evaluation

Exclusion criteria
Exclusions: UTI, previous

surgery for Ul, current
drug tx for Ul

Interventions

PFM strength measured
by perineometry. *index is
average pressure (mmHg)
multiplied by duration (s).

Eight pts from each grp
withdrew.

No treatment group: no
further details

Methods

Outcomes

PFMT -0.8 (SD 4.5)

No treatment 1.1 (SD
4.41)

Micturation rate per
night (change from
baseline to 8 week
follow-up)

Bladder training -1.8 (SD
1.41)

PFMT 0.1 (SD 3.39)

No treatment 0.62 (SD
2.69)

Comments

Domain 1:
Randomisation: Low risk

1.1: Yes, ‘randomisation
numbers’

1.2: No information,
allocation sequence not
mentioned

1.3: Probably no,

Domain 2: Deviations
from intended
interventions:

Some concerns

2.1: Yes, participants not
blinded

2.2: Yes, carers and
people delivering the
interventions not blinded

2.3: No information
whether there were any
deviations from the
intended intervention

Domain 3: Missing
outcome data: Low risk

3.1Yes

3.2: Probably no, no
evidence that the results
were not biased by
missing outcome data

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Study details Participants Interventions Methods

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

Outcomes

117

Comments

3.3: Probably no,
missingness of the
outcome was not
dependent on its true
value

Domain 4: Measurement
of the outcome: Some
concerns

4.1: Probably no,

4.2: Probably no,
questionnaire used which
is unlikely to differ
between treatment arms

4.3: Probably yes,
questionnaire is self report
so outcome assessors are
the participants who were
not blinded

4.4: Probably yes,
outcome is subjective so
could be influenced by
knowledge of the
intervention received

4.5: Probably no, all
groups received
treatments so it is unlikely
there were differences
between expectations

Domain 5: Selection of
the reported result: Some
concerns
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Study details Participants Interventions Methods Outcomes Comments

5.1: No, no pre-panned
analysis or protocol
available

5.2: No, descriptive data
presented

5.3: No, data presented
as expected

Domain 6: Overall
judgement of bias: Some
concerns

Other information

Have assumed SDs
reported in table 2 are in
fact SEs — as they are
much smaller than SDs
reported in other studies.

AQoL: The Assessment of Quality of Life; CRADI: Colorectal-Anal Distress Inventory; CRAIQ: Colorectal-Anal Impact Questionnaire; GSE-UI, Geriatric Self Efficacy for Urinary
Incontinence; ICIQ-SF, International Consultation on Incontinence Questionnaire Short Form; 1IQ: Incontinence Impact Questionnaire; ISI: Incontinence Severity Index; I-QOL:
Incontinence Quality of Life; PFMT: pelvic floor muscle training; PFMT: pelvic floor muscle exercise; RCT; randomised controlled trial, SMIS, St. Marks Incontinence Score; SD:
standard deviation; PFDI: Pelvic Floor Distress Inventory; PFDI-20: Pelvic Floor Distress Inventory Short Form 20; POPDI: Pelvic Organ Prolapse Distress Inventory; POPIQ:
Pelvic Organ Prolapse Impact Questionnaire; UDI: Urinary Distress Inventory; UIQ: Urinary Impact Questionnaire; QUID: Questionnaire for Urinary Incontinence Diagnosis;
VAS: visual analogue scale
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Appendix E — Forest plots

Forest plots for review question: What is the effectiveness of behavioural
approaches (for example toilet training, seating, splinting) for improving
symptoms associated with pelvic floor dysfunction?

This section includes forest plots only for outcomes that are meta-analysed. Outcomes from
single studies are not presented here; the quality assessment for such outcomes is provided

in the GRADE profiles in appendix F.

Behavioural techniques versus no treatment

Figure 2: Voluntary micturation rate (change from baseline)

Bladder training

No treatment
SD Total Weight IV, Random, 95% CI

Mean Difference
IV, Random, 95% CI

Mean Difference

Study or Subgroup  Mean SD Total Mean

1.4.1 During daytime (change in frequency from baseline to 6-8 weeks post treatment)
Fantl 1991 -1.71 283 G0 -0.29 263

Yoon 2003 -6.9 1285 19 1.1 4.4

Subtotal (95% CI) 79

Test for overall effect £=1.23 (F=0.2%

1.4.2 During nighttime (change in frequency from baseline to 6-8 weeks post treatment)

Fantl 1991 -0a7 071 G0 -0.14 061
Yoon 2002 -1.8  BI16 19 0.1 2649
Subtotal (95% CI) 79

Heterogeneity: Tau®=0.00; Chi*=0.83, df=1 (F=036); F= 0%

Testfar averall effect 2= 3.67 (P=0.0002)

63 61.8%
12 38.2%
75 100.0%

Heterogeneity: Tau®=16.30; Chi*=4.08, df=1 {(F=0.04); F=75%

-1.43 [2.39,-0.45] —
-8.00[-14.33,-167] +— 84—

3.93[-10.20, 2.33] ————

63 99.5% -0.43[0.66,-0.20] B
12 05% -1.90[-5.061.28] —_—
75 100.0% -0.44[.0.67,-0.20] +

-10 -5 0 5 10
Favours hladdertraining Favours no treatment

Combination behavioural techniques + PFMT + pessary/education versus behavioural
techniques + PFMT/education for Ul

Figure 3: Satisfaction with progress (end of treatment; "completely or
somewhat"/"very or slightly satisfied”)

Behavioural + other + other  Behavioural + other Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Burgio 2002 51 43 a5 47 39.3% 1.00([0.93,1.07] —a—
Richter 2010 116 140 110 148  32.3% 1.05[0.92,1.19] =
yman 1998 57 1 48 65 28.4% 1.27[1.08,1.48] &/
Total (95% CI) 264 271 100.0% 1.08 [0.94, 1.25] ——eEEE—
Total events 224 213
Heterogeneity: Tau®= 0.01; Chi®= .87, df= 2 (P=0.01); F=77% o7 055 1 s

Testtor overall effect Z=1.11 (P =0.27)

Favours behav + one other Favours behav + two other

Note: Specific comparisons were as follows: Burgio 2002 — behavioural techniques + biofeedback + PFME
versus behavioural techniques + PFME; Richter 2010 — behavioural techniques + pessary + PFME
versus behavioural techniques + PFME; Wyman 1998 — behavioural techniques + education + PFME
versus behavioural techniques + education

Figure 4: Satisfaction with progress (follow-up; very satisfied/satisfied)

Behaviour + other + other

Behaviour + other

Risk Ratio Risk Ratio

Study or Subgroup Events Total Events Total Weight M-H, Fixed, 95% Cl M-H, Fixed, 95% CI

Richter 2010 81 150 79 149 63.2%  1.02[0.82,1.26]

Wiyman 1998 a1 a8 47 6O 36.8% 1.121[0.85,1.32]

Total (95% CI} 208 209 100.0%  1.06[0.91,1.22]

Total events 132 126

?etﬂogeneltyl:l CQ\ TE?E g;:;EPD:4DE.42);I =0% o o ] Py o
estionoverallefectiz = 02510 ) Favours behav + one other Favours behav + two other
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Note: Specific comparisons were as follows: Richter 2010 — behavioural techniques + pessary + PFME versus
behavioural techniques + PFME; Wyman 1998 — behavioural techniques + education + PFME versus

18

19
20

behavioural techniques + education

Figure 5: Adherence during intervention

Behaviour + other + other  Behaviour + other Risk Ratio Risk Ratio
Study or Subgroup Events Total _ Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Richter 20110 a9 150 a5 149 58.4% 1.04 [0.88,1.27] — 0
Whman 1998 a0 67 349 68 41.6% 1.30[1.02,1.67] —_—
Total (95% CI) 217 217 100.0% 1.14 [0.91, 1.42] o
Total events 149 134
Heterogeneity: Tau®= 0.01; Chi*=2.25 df=1 {P=0.13); F= 56% DTS Df? 1-5 ﬁ

Testior overall effect. Z=1.14 (P = 0.28)

Favours behav +two other Favours behav + 6ne other

Note: Specific comparisons were as follows: Richter 2010 — behavioural techniques + pessary + PFME versus
behavioural techniques + PFME; Wyman 1998 — behavioural techniques + education + PFME versus

behavioural techniques + education

Combination behavioural techniques + other + other versus self-administered

behavioural techniques + other

Figure 6: Satisfaction with progress (end of treatment; completely or somewhat)

Behavioural + 2 other  Self admin + 1 other

Risk Ratio Risk Ratio

Study or Subgroup Events Total Events Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% CI
19.1.1 Completely
Burgio 2002 39 53 34 65 88.6%  1.41[1.06,1.87] -
Goode 2003 ki 47 0 40 41.4%  1.32[0.91,1.81] T
Subtotal (95% CI) 100 105 100.0%  1.37 [1.09,1.72] L 2
Total events 7o 54
Heterogeneity: Chi= 0.07,df=1 (P = 0.79); F= 0%
Test for overall effect Z= 274 (F = 0.008)
19.1.2 Somewhat
Burgio 2002 12 53 24 65 57.1%  0.61[0.34,1.11] ——
Goode 2003 15 47 15 40 429%  0.85(0.48,1.587] —h—
Subtotal (95% CI) 100 105 100.0%  0.72 [0.47,1.08] o
Total events 27 39
Heterogeneity: Chi®= 061, df=1 (P =044}, F=0%
Testfor overall effect Z=1.599 (P =0.11)

0.01 01 10 100

Favours self admin + 1ot Favours behavioural + 3 other

Note: Specific comparisons were as follows: Burgio 2002 — behavioural techniques + biofeedback + PFME
versus self-administered behavioural techniques + PFME; Goode 2003 — behavioural techniques +

biofeedback + PFME versus self-administered behavioural techniques + PFME

Figure 7: Satisfaction with progress (end of treatment; not at all)

Behavioural + 3 other  Self administered + 1 oth Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% CI
Burgio 2002 1 a3 3 65 33.3% 0.41 [0.04, 3.83] =
Goode 2003 1 a7 g 40 BE7% 017 [0.02,1.40] i
Total (95% CI) 100 105 100.0%  0.25[0.06,1.12] e —— |
Total events 2 g
Heterogeneity, Chi*= 031, df=1 (FP=057);, F=0% o o1 1o I

Testfor overall effect Z=1.81 (P =0.07)

Favours behévioural +3 other Favours self admin + 1 ot

Note: Specific comparisons were as follows: Burgio 2002 — behavioural techniques + biofeedback + PFME
versus self-administered behavioural techniques + PFME; Goode 2003 — behavioural techniques +
biofeedback + PFME versus self-administered behavioural techniques + PFME
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Appendix F — GRADE tables

GRADE tables for review question: What is the effectiveness of behavioural approaches (for example toilet training,
seating, splinting) for improving symptoms associated with pelvic floor dysfunction?

no serious
indirectness

randomised no serious
trials inconsistency

Fantl 1991

Fantl 1991 [randomised no serious no serious
trials inconsistency indirectness

22 randomised [serious’ [no serious no serious
trials inconsistency® indirectness

22 randomised |serious’ |no serious no serious
trials inconsistency indirectness

no serious
imprecision

no serious
imprecision

serious*

serious*

none

none

79

79

Table 5: Clinical evidence profile for comparison behavioural technigues versus no treatment for Ul

75

75

[1.98,
5.02]

MD 0.27 lower
(0.39 lower to 0.15
lower)

512 more per 1000
(from 233 more to
957 more)

MD 3.93 lower LOW
(10.20 lower to 2.33
higher)

MD 0.44 lower LOwW
(22.5 lower to 9.9
higher)

MODERATE

MODERATE

CRITICAL

CRITICAL

CRITICAL

CRITICAL

QoL: Quality of Life; Cl: confidence interval; MD: mean difference; MID: minimal important difference;
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Fantl 1991; Yoon 2003

3 Serious heterogeneity but both studies showed significant benefit of bladder training; random effects model used

4 95% Cl crosses 1 MID

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Table 6: Clinical evidence profile for comparison combination behavioural techniques + PFMT versus usual care for POP/SUI

Barber
2014

Barber
2014

Barber
2014

Barber
2014

Barber
2014

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

randomised
trials

randomised
trials

randomised

trials

randomised
trials

no serious
inconsistency

serious’

no serious
inconsistency

serious’ [no serious
inconsistency

serious’ [no serious
inconsistency

randomised |[serious’ [no serious
trials inconsistency

randomised |[serious’ [no serious
trials inconsistency

symptoms DRAFT (June 2021)

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

serious?

none

very serious® none

serious*

serious*

serious®

no serious
imprecision

none

none

none

none

163

146

163

146

124

165

146

165

146

120

122

MD 6.7 lower (19.7
lower to 6.3 higher)

MD 1.3 lower (14.4
lower to 11.8
higher)

MD 7.7 lower (23.6
lower to 8.2 higher)

MD 6.3 lower (22.5
lower to 9.9 higher)

MD 13.6 lower
(27.4 lower to 0.2
higher)

MD 2.4 higher (13.7
lower to 18.5
higher)

LOW

VERY LOW

LOW

LOW

LOW

MODERATE

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL
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randomised |[serious' no serious
trials i i indirectness

Barber

randomised no serious no serious

2014 trials inconsistency indirectness
Barber randomised |[serious' no serious
2014 trials indirectness
Barber randomised |[serious’ [no serious no serious
2014 trials inconsistency indirectness

no serious
imprecision

none

no serious
imprecision

no serious
imprecision

no serious
imprecision

none

161

110/170
(64.7%)

84/152
(55.3%)

162

1101171
(64.3%)

85/154
(55.2%)

RR 1.01
(0.86 to
1.18)

RR 1
(0.82to
1.23)

MD 0.3 higher (0.63
lower to 1.23
higher)

MD 0.34 higher
(0.64 lower to 1.32
higher)

6 more per 1000
(from 90 fewer to
116 more)

0 fewer per 1000
(from 99 fewer to
127 more)

MODERATE

MODERATE

MODERATE

MODERATE

CRITICAL

CRITICAL

IMPORTANT

IMPORTANT

CRADI: Colorectal-Anal Distress Inventory; Cl: confidence interval, PFMT: pelvic floor muscle training; RCT; randomised controlled trial; RR: relative risk; SD: standard
deviation; PGI-I: Patient Global Impression of Improvement; POP: pelvic organ prolapse; POPDI: Pelvic Organ Prolapse Distress Inventory;SUI: stress urinary incontinence;

UDI: Urinary Distress Inventory;

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID for UDI (-11,11)
395% Cl crosses 2 MIDs for UDI (-11,11)

4 95% ClI crosses 1 MID for CRADI (-14,14)
5 95% Cl crosses 1 MID for POPDI (-21,21)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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1 Table 7: Clinical evidence profile for comparison combination behavioural techniques + PFMT versus no treatment for UI/FI

no serious 42/59 13/57 IMPORTANT]

imprecision (71.2%) (22.8%)

484 more per 1000
(from 201 more to
951 more)

randomised no serious no serious
2019 trials inconsistency indirectness

no serious 337 more per 1000 IMPORTANT]
imprecision (39%) (5.3%) (2.35to (from 71 more to

23.32) 1000 more)

no serious
indirectness

no serious
inconsistency

randomised
2019 trials

Brown |randomised no serious no serious 33/60 15/55 RR 2.02 | 278 more per 1000 [ VERY |[IMPORTANT]
2019 trials inconsistency indirectness (55%) (27.3%) (1.24 to (from 65 more to LOW
3.29) 625 more)

Brown |randomised no serious no serious no serious 21/60 6/55 |RR 3.21 (1.4| 241 more per 1000 | LOW |IMPORTANT
2019 trials inconsistency indirectness imprecision (35%) (10.9%) to 7.36) (from 44 more to
694 more)

Brown |randomised |very no serious no serious serious® none 60 57 - MD 20 lower (36.33 [ VERY | CRITICAL
2019 trials serious’ |inconsistency indirectness to 3.67 lower) LOW

Brown |randomised |very no serious no serious serious* none 60 57 - MD 1.3 lower (2.79 | VERY | CRITICAL
2019 trials serious’ [inconsistency indirectness lower to 0.19 higher)| LOW

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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randomised no serious no serious MD 2.1 lower (3.6 to CRITICAL
trials inconsistency indirectness 0.6 lower)

Brown |randomised [very no serious no serious serious® none 60 57 - MD 13 higher (7.53 [ VERY | CRITICAL
2019 trials serious’ |inconsistency indirectness lower to 33.53 LOW
higher)

ClI: confidence interval; Fl: faecal incontinence; MD: mean difference; PFMT: pelvic floor muscle training; PGI-I: Patient Global Impression of Improvement; RR: relatice risk;
SD: standard deviation; Ul: urinary incontinence

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)

395% Cl crosses 1 MID (0.5x SD control at baseline, 24.5)

4 95% Cl crosses 1 MID (0.5x SD control at baseline, 1.85)

5 95% ClI crosses 1 MID (0.5x SD control at baseline, 2.25)

6 95% ClI crosses 1 MID (0.5x SD control at baseline, 13.5)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Table 8: Clinical evidence profile for comparison combination behavioural techniques + PFMT versus behavioural techniques for Ul

Kaya 2015 |randomised
trials

serious’ [no serious no serious no serious none Not - MODERATE|IMPORTANT]
inconsistency |indirectness  |imprecision estimable

Kaya 2015 |randomised [serious’ [no serious no serious no serious none 0/56 9/52 Peto OR 151 fewer per |MODERATE(IMPORTANT
inconsistency  [indirectness  |imprecision (0%) (17.3%) 0.11 (0.03 to[ 1000 (from 94
0.41) fewer to 167
fewer)

no serious serious? none 33/56 40/52 RR 0.77 177 fewer per LOW IMPORTANT]

Kaya 2015 |randomised |[serious’ |no serious

trials inconsistency  [indirectness (58.9%) (76.9%) (0.59 to 1) | 1000 (from 315
fewer to 0 more)
Kaya 2015 |randomised |[serious’ |no serious no serious no serious none 23/56 3/52 RR 7.12 353 more per |MODERATE|IMPORTANT
trials inconsistency [indirectness  (imprecision (41.1%) (5.8%) (2.27 to 1000 (from 73
22.31) more to 1000
more)
Shivkumar [randomised |very no serious no serious no serious none 15 15 - MD 0.54 lower LOW CRITICAL
2015 trials serious® [inconsistency  [indirectness  |imprecision (0.65 t0 0.43

lower)

Shivkumar [randomised |very no serious no serious no serious none 15 15 - MD 2.46 lower LOW CRITICAL

indirectness  |imprecision (3.02t0 1.9

2015 trials serious® [inconsistency
lower)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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ClI: confidence interval;; 11Q: Incontinence Impact Questionnaire; MD: mean difference; MID: minimal important difference; OR: odds ratio; PFMT: pelvic floor muscle training;

RR: relative risk; SD: standard deviation; Ul: urinary incontinence; VAS: visual analogue scale

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)

3 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

Richter [randomised |[serious' |no serious
2010 trials inconsistency

randomised |[serious’ |no serious
trials inconsistency

Richter
2010

randomised |serious’ |no serious
trials inconsistency

Richter
2010

Richter |randomised
2010 trials

Richter |randomised
2010 trials

Richter [randomised [serious' |no serious
2010 trials inconsistency

no serious
indirectness

no serious
indirectness

no serious
indirectness

serious’ [no serious no serious
inconsistency indirectness

serious’ [no serious no serious
inconsistency indirectness

no serious
indirectness

no serious

none
imprecision

no serious
imprecision

no serious
imprecision

no serious none
imprecision

no serious none
imprecision

no serious
imprecision

146

146

146

146

146

149

149

149

149

149

Table 9: Clinical evidence profile for comparison combination behavioural techniques + PFMT versus pessary for SUI

MD 3.2 higher (5.02
lower to 11.42 higher)

MD 1.2 lower (8.55
lower to 6.15 higher)

MD 1 higher (8.16

lower to 10.16 higher)

MD 0.7 lower (100.86
to 9.46 lower)

MD 1.95 higher (6.34
lower to 10.24 higher)

MD 2.2 higher (5.45

MODERATE

MODERATE

MODERATE

MODERATE

MODERATE

MODERATE

lower to 9.85 higher)

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL
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Richter
2010

Richter
2010

Richter
2010

Richter
2010

Richter
2010

Richter
2010

randomised [serious’

trials

serious’

randomised
trials

randomised |[serious'

trials

randomised
trials

randomised
trials

randomised [serious’

trials

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
imprecision

no serious
imprecision

serious?

very serious®

serious?

very serious®

none

none

none

none

146

146

72/149
(48.3%)

48/149
(32.2%)

110/149
(73.8%)

79/149
(53%)

149

149

59/146
(40.4%)

47/146
(32.2%)

94/146
(64.4%)

75/146
(51.4%)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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RR 1.2 (0.92
to 1.55)

RR1(0.72to
1.39)

RR 1.15
(0.98 to 1.34)

RR 1.03
(0.83 to 1.28)

128

MD 0.2 higher (0.95
lower to 1.35 higher)

MD 0.3 lower (1.25
lower to 0.68 higher)

81 more per 1000
(from 32 fewer to 222
more)

0 fewer per 1000
(from 90 fewer to 126
more)

97 more per 1000
(from 13 fewer to 219
more)

15 more per 1000
(from 87 fewer to 144
more)

MODERATE

MODERATE

LOW

VERY LOW

LOW

VERY LOW

CRITICAL

CRITICAL

CRITICAL

CRITICAL

IMPORTANT

IMPORTANT
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Richter [randomised |[serious’
2010 trials

randomised no serious
trials inconsistency

Richter
2010

Richter [randomised |[serious’
2010 trials

randomised [serious' [no serious

Richter

2010 trials inconsistency

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

serious?

very serious®

serious?

very serious®

none

none

none

71/149
(47.7%)

59/149
(39.6%)

22/149
(14.8%)

0/149
(0%)

49/146
(33.6%)

52/146
(35.6%)

39/146
(26.7%)

1/146
(0.68%)

RR 1.42 141 more per 1000
(1.07 to 1.89)| (from 23 more to 299
more)

RR 1.11 39 more per 1000 |VERY LOW
(0.83 to 1.49)|(from 61 fewer to 175

more)

RR 0.55 120 fewer per 1000 LOwW
(0.35 to 0.88)|(from 32 fewer to 174
fewer)

Peto OR 0.13 VERY LOW

(0t0 6.68)

6 fewer per 1000
(from 7 fewer to 37
more)

CRITICAL

CRITICAL

IMPORTANT

IMPORTANT

CRADI: Colorectal-Anal Distress Inventory, Cl: confidence interval; lIQ: Incontinence Impact Questionnaire; MD: mean difference; MID: minimal important difference; OR: odds
ratio; PFMT: pelvic floor muscle training; POPDI: Pelvic Organ Prolapse Distress Inventory; QUID: Questionnaire for Urinary Incontinence Diagnosis; RR: relative risk; UDI:

Urinary Distress Inventory; SD: standard deviation; SUI: stress uriary incontinence

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)
395% Cl crosses 2 MIDs (0.8, 1.25)
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1 Table 10: Clinical evidence profile for comparison combination behavioural techniques + education versus PFMT + education for SUI

randomised |very no serious no serious serious? MD 18 lower (36.58 CRITICAL
trials serious’ |inconsistency indirectness lower to 0.58 higher)
randomised no serious no serious serious® MD 8.8 higher CRITICAL
trials inconsistency indirectness (16.93 lower to
34.53 higher)
Wyman ([randomised |very no serious no serious serious* none 50/61 46/63 RR 1.12 88 more per 1000 [ VERY |[IMPORTANT]
1998 trials serious’ |inconsistency indirectness (82%) (73%) (0.93 to (from 51 fewerto [ LOW
1.36) 263 more)
Wyman ([randomised |very no serious no serious serious* none 45/58 42/64 RR 1.18 | 118 more per 1000 | VERY [IMPORTANT]
1998 trials serious’ |inconsistency indirectness (77.6%) (65.6%) (0.94 to (from 39 fewerto [ LOW
1.48) 315 more)
Wyman ([randomised |very no serious no serious very none 1/61 1/63 RR 1.03 0 more per 1000 | VERY |IMPORTANT
1998 trials serious’ |inconsistency indirectness serious® (1.6%) (1.6%) (0.07 to (from 15 fewerto [ LOW
16.15) 240 more)
Wyman [randomised |very no serious no serious very none 2/58 1/64 RR 2.21 19 more per 1000 | VERY |[IMPORTANT]
1998 trials serious’ |inconsistency indirectness serious® (3.4%) (1.6%) (0.21 to (from 12 fewerto [ LOW
23.7) 355 more)
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no serious 24/45
serious’ |inconsistency indirectness (75%) (53.3%) (1.02 to (from 11 more to
1.94) 501 more)

ClI: confidence interval; IIQ: Incontinence Impact Questionnaire; ISI: Incontinence Severity Index; MD: mean difference; MID: minimal important difference; PFMT: pelvic floor
muscle training; RR: relative risk; SD: standard deviation;

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (-11,11)

395% Cl crosses 1 MID (0.5 x SD control at baseline, 27.85)

4 95% Cl crosses 1 MID (0.8, 1.25)

5 95% Cl crosses 2 MIDs (0.8, 1.25)
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Table 11: Clinical evidence profile for comparison combination behavioural techniques + PFMT + exercise/education versus no
treatment for Ul

randomised
trials
Talley [randomised
2017 trials
Talley [randomised
2017 trials
Diokno |randomised
2018 trials
Diokno |randomised
2018 trials
Diokno |randomised
2018 trials

no serious
inconsistency

no serious
inconsistency

very
serious’

no serious
inconsistency

very
serious’

no serious
inconsistency

very
serious’

no serious
inconsistency

very
serious’

very no serious
serious' |inconsistency

no serious
indirectness

no serious
indirectness

no serious
indirectness

serious?

no serious
imprecision

serious®

no serious
imprecision

no serious
imprecision

no serious
imprecision

none

none

none

none

none

23

23

126/196
(64.3%)

99/211
(46.9%)

209

19

19

23/203
(11.3%)

17/211
(8.1%)

212

RR 5.67
(3.81to
8.45)

RR 5.82
(361to
9.39)

MD 1.8 lower
(3.78 lower to
0.18 higher)

MD 1.3 lower
(20.5 lower to
17.9 higher)

MD 8.2 lower
(29.62 lower to
13.22 higher)

529 more per
1000 (from 318
more to 844 more)

388 more per
1000 (from 210
more to 676 more)

MD 0.91 lower
(1.59 to 0.23

lower)

LOW

VERY

LOW

LOW

LOW

LOW

CRITICAL

CRITICAL

CRITICAL

IMPORTANT

IMPORTANT

CRITICAL
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Diokno
2010

Diokno
2010

Diokno
2010

Diokno
2010

Diokno
2010

randomised
trials

randomised
trials

randomised
trials

randomised
trials

randomised
trials

randomised
trials

very
serious’

very
serious’

very
serious’

very
serious’

very
serious’

very
serious’

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

serious*

serious®

serious®

serious®

very serious®

very serious®

none

none

none

none

none

11/23
(47.8%)

12/23
(52.2%)

13/23
(56.5%)

5/23
(21.7%)

5/23
(21.7%)

15/23
(65.2%)

3/18
(16.7%)

5/18
(27.8%)

7118
(38.9%)

7118
(38.9%)

RR0.73
(0.44 to
1.23)

RR 3.13
(1.04 to
9.45)

RR 2.03
(0.89 to
4.65)

RR 0.56
(0.21to
1.47)

RR 0.56
(0.21to
1.47)

MD 1.6 lower
(2.32t0 0.88
lower)

176 fewer per
1000 (from 365
fewer to 150
more)

355 more per
1000 (from 7 more
to 1000 more)

286 more per

1000 (from 31

fewer to 1000
more)

171 fewer per
1000 (from 307
fewer to 183
more)

171 fewer per
1000 (from 307

VERY
LOW

VERY
LOW

VERY
LOW

VERY
LOW

VERY
LOW

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL
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fewer to 183
more)

Talley ([randomised [very no serious no serious serious® none 19/23 719 RR 2.24 457 more per | VERY [IMPORTANT]
2017 trials serious' [inconsistency |indirectness (82.6%) (36.8%) | (1.21to 1000 (from 77 LOW
4.16) more to 1000
more)

ClI: confidence interval; ICIQ-SF, International Consultation on Incontinence Questionnaire Short Form; 1IQ: Incontinence Impact Questionnaire; MD: mean difference; MID:
minimal important difference; PFMT: pelvic floor muscle training; PGI-I: Patient Global Impression of Improvement; RR: relative risk; SD: standard deviation; UDI: Urinary
Distress Inventory; Ul: urinary incontinence

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.5 x SD control at baseline, 1.7)

395% Cl crosses 1 MID (0.5 x SD control at baseline, 22.25)

4 95% Cl crosses 1 MID (0.5 x SD control at baseline, 1.92)

5 95% Cl crosses 1 MID (0.8, 1.25)

6 95% Cl crosses 2 MIDs (0.8, 1.25)

Table 12: Clinical evidence profile for comparison combination behavioural techniques + PFMT + some BF versus no treatment for Ul

Dougherty [randomised |very no serious no serious MD 7 lower | VERY | CRITICAL
inconsistency indirectness (13.73t0 0.27 | LOW
lower)
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no serious no serious MD 7 lower LOW | CRITICAL
serious’ [inconsistency indirectness imprecision (13.73 t0 0.27
lower)
BF: biofeedback; Cl: confidence interval; IIQ: Incontinence Impact Questionnaire; MD: mean difference; MID: minimal important difference; PFMT: pelvic floor muscle training;
SD: standard deviation; Ul: urinary incontinence
1 Vey serious risk of bias due to measurement of outcomes and selection of the reported result
2 95% Cl crosses 1 MID (0.5 x SD control at baseline, 7.05)

Table 13: Clinical evidence profile for comparison combination behavioural techniques + PFMT + pessary versus pessary for SUI

Richter |randomised |serious’ |no serious no serious serious? none 80/150 59/146 [ RR 1.32 [129 more per 1000 LOwW CRITICAL
2010 trials inconsistency indirectness (53.3%) (40.4%) (from 12 more to
279 more)

Richter |randomised |serious’ |no serious no serious very serious® [none 49/150 47/146 | RR 1.01 3 more per 1000 |VERY LOW| CRITICAL
2010 trials inconsistency indirectness (32.7%) (32.2%)| (0.73 to (from 87 fewer to
1.41) 132 more)
Richter |randomised [serious' [no serious no serious serious? none 116/150 94/146 [RR 1.2 (1.04| 129 more per 1000 LOW IMPORTANT]
2010 trials inconsistency indirectness (77.3%) (64.4%)| to1.39) (from 26 more to
251 more)
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Richter |randomised |serious’ |no serious no serious serious? 81/150 75/146 | RR 1.05 | 26 more per 1000 IMPORTANT
2010 trials inconsistency indirectness (54%) (51.4%)((0.85 to 1.3)| (from 77 fewer to
154 more)

Richter |randomised |[serious' |no serious no serious serious? none 66/150 49/146 | RR1.31 |104 more per 1000 LOW CRITICAL
2010 trials inconsistency indirectness (44%) (33.6%)| (0.98 to (from 7 fewer to

1.75) 252 more)
Richter |randomised |[serious' |no serious no serious very serious® |none 49/150 52/146 | RR0.92 |28 fewer per 1000 | VERY LOW| CRITICAL
2010 trials inconsistency indirectness (32.7%) (35.6%)| (0.67 to | (from 118 fewer to

1.26) 93 more)
Richter |randomised [serious' [no serious no serious no serious none 18/150 39/146 | RR 0.45 |[147 fewer per 1000[MODERATE|IMPORTANT]
2010 trials inconsistency indirectness imprecision (12%) (26.7%)| (0.27 to (from 67 fewer to

0.75) 195 fewer)
Richter |randomised |[serious’ |no serious no serious very serious® [none 0/150 1/146 | Peto OR | 6 fewer per 1000 |VERY LOW |IMPORTANT]
2010 trials inconsistency indirectness (0%) (0.68%)| 0.13 (0 to |(from 7 fewer to 37

6.64) more)

CI: confidence interval, MD: mean difference; MID: minimal important difference; OR: odds ratio; PFDI: Pelvic Floor Distress Inventory; PFMT: pelvic floor muscle training; RR:
relative risk; SD: standard deviation; SUI: stress urinary incontinence

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)

395% Cl crosses 2 MIDs (0.8, 1.25)
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Table 14: Clinical evidence profile for comparison combination behavioural techniques + PFMT + pessary/education versus
behavioural techniques + PFMT/education for Ul

randomised|serious[serious?
trials

Burgio
2002

randomised|very no serious
trials serious*linconsistency

randomised|serious'[no serious
trials inconsistency

Richter |randomised|serious’|no serious

2010 trials

no serious
inconsistency

Richter [randomised|serious’
2010 trials

inconsistency [indirectness

no serious serious®

indirectness

no serious  |very serious®

indirectness

no serious
imprecision

no serious
indirectness

no serious  |serious®

no serious
indirectness

very serious®

none

none

none

224/264
(84.8%)

1/53

132/208
(63.5%)

80/150
(53.3%)

49/150
(32.7%)

213/271
(78.6%)

0/57
(0%)

126/209
(60.3%)

72/149
(48.3%)

48/149
(32.2%)
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Peto OR
7.97 (0.16
to 402.62)

RR 1.06
(0.91to
1.22)

RR 1.1
(0.88 to
1.38)

RR 1.01
(0.73 to
1.41)

63 more per 1000
(from 47 fewer to
196 more)

181 more per
1000 (from 416
fewer to 213
more)

36 more per 1000
(from 54 fewer to
133 more)

48 more per 1000
(from 58 fewer to
184 more)

3 more per 1000
(from 87 fewer to
132 more)

VERY LOW

VERY LOW

MODERATE

LOW

VERY LOW

IMPORTANT

IMPORTANT

IMPORTANT

CRITICAL

CRITICAL
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Richter
2010

Richter
2010

Wyman
1998

Wyman
1998

Richter
2010

Richter
2010

randomised|serious’[no serious no serious
trials inconsistency [indirectness

no serious no serious
inconsistency [indirectness

randomised|serious’
trials

no serious no serious
inconsistency [indirectness

randomised|very
trials serious?

no serious
indirectness

no serious
inconsistency

randomised|very
trials serious?

no serious no serious
inconsistency |indirectness

randomised|serious’
trials

randomised|serious'[no serious no serious
trials inconsistency |indirectness

serious®

serious®

serious®

serious’

very serious®

no serious
imprecision

none

none

none

none

none

none

49/150
(32.7%)

66/150
(44%)

44

44

18/150
(12%)

0/150
(0%)

59/149
(39.6%)

71/149
(47.7%)

47

47

22/149
(14.8%)

0/149
(0%)

RR 0.82

RR 0.92
(0.72to
1.18)

RR 0.81
(0.45 to
1.45)

Not
estimable

71 fewer per 1000
(from 154 fewer
to 48 more)

38 fewer per 1000
(from 133 fewer
to 86 more)

MD 36 lower
(57.29 to 14.71
lower)

MD 16.1 lower
(45.55 lower to
13.35 higher)

28 fewer per 1000
(from 81 fewer to
66 more)

LOW

LOW

VERY LOW

VERY LOW

VERY LOW

MODERATE

CRITICAL

CRITICAL

CRITICAL

CRITICAL

IMPORTANT

IMPORTANT
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randomised|serious[serious®
trials indirectness

no serious
inconsistency [indirectness

Richter [randomised|serious’
2010 trials

Richter |randomised|serious’|no serious
2010 |trials inconsistency [indirectness

no serious serious®

no serious  |serious®

no serious  |serious®

none

none

149/217
(68.7%)

80/117
(68.4%)

26/114
(22.8%)

134/217
(61.8%)

80/110
(72.7%)

35/110
(31.8%)

RR 0.94
(0.79 to
1.11)

RR 0.72
(0.46 to
1.11)

86 more per 1000
(from 56 fewer to
259 more)

VERY LOW

IMPORTANT

44 fewer per 1000
(from 153 fewer
to 80 more)

89 fewer per 1000
(from 172 fewer

to 35 more)

LOW

LOW

IMPORTANT

IMPORTANT

ClI: confidence interval; ; 11Q-R: Incontinence Impact Questionnaire revised; OR: odds ratio; MD: mean difference; MID: minimal important difference; PFDI: Pelvic Floor Distress
Inventory; PFMT: pelvic floor muscle training; RR: risk ratio; SD: standard deviation; UDI: Urinary Distress Inventory; Ul: urinary incontinence

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 Serious inconsistency (12 = 77%)
395% Cl crosses 1 MID (0.8, 1.25)

4 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

595% Cl crosses 2 MIDs (0.8, 1.25)
6 95% ClI crosses 1 MID for UDI (-16,16)

7 95% Cl crosses 1 MID (0.5x SD control at baseline, 33.95)

8 Serious inconsistency (12 = 56%)
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Table 15: Clinical evidence profile for comparison combination behavioural techniques + PFMT + counselling versus behavioural

Alewijnse
2003

Alewijnse
2003

Alewijnse
2003

Alewijnse
2003

techniques + PFMT for Ul

no serious
imprecision

no serious
indirectness

randomised [serious' |no serious
trials inconsistency

no serious
imprecision

no serious
indirectness

randomised [serious' |no serious
trials inconsistency

serious?

no serious
indirectness

randomised [serious' |no serious
trials inconsistency

no serious serious?

indirectness

randomised [serious' |no serious
trials inconsistency

none

none

none

27

23

25

76

64

72

MD 0.87 higher
(3.37 lower to 5.11
higher)

MD 1.31 higher
(4.17 lower to 6.79
higher)

MD 0.3 lower (0.9
lower to 0.3 higher)

MD 0.6 lower (1.65
lower to 0.45
higher)

MODERATE

MODERATE

LOW

LOW

CRITICAL

CRITICAL

IMPORTANT

IMPORTANT

CI: confidence interval; MD: mean difference; MID: minimal important difference; PFMT: pelvic floor muscle training; Ul: urinary incontinence
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% Cl crosses 1 MID (0.5 x SD control, 0.575)
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1  Table 16: Clinical evidence profile for comparison combination behavioural techniques + PFMT + biofeedback + PFES versus
behavioural techniques + PFMT + biofeedback for Ul

randomised no serious no serious serious? RR 1.33 (1| 190 more per CRITICAL

trials inconsistency  |indirectness to 1.79) 1000 (from O
more to 454

more)

Goode [randomised no serious no serious i none 9/47 18/47 RR 0.5 191 fewer per LOW | CRITICAL
2003 trials inconsistency  |indi (19.1%) (38.3%) (0.25to 1) [ 1000 (from 287
fewer to 0 more)

Goode [randomised [serious' [no serious i very none 2/47 1/147 RR 2 (0.19 |21 more per 1000( VERY | CRITICAL
2003 trials inconsistency  |indi serious® (4.3%) (2.1%) to 21.31) | (from 17 fewer to| LOW
432 more)

Goode [randomised [serious' [no serious i none 0/47 1/147 Peto OR |18 fewer per 1000( VERY | CRITICAL
2003 trials inconsistency i (0%) (2.1%) 0.14 (0 to | (from 21 fewer to| LOW

6.82) 108 more)
Goode [randomised [serious' [no serious i i none 8/47 15/47 RR 0.53 150 fewer per LOW |IMPORTANT
2003 trials inconsistency  |indi (17%) (31.9%) (0.25 to 1000 (from 239

1.14) fewer to 45 more)
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randomised |serious’ [no serious no serious serious? 38/47 152 more per IMPORTANT]

trials inconsistency  |indirectness (80.9%) 1000 (from 26

fewer to 376
more)

Goode |randomised |serious' |no serious no serious very none 1/47 1/47 RR 1 (0.06 | O fewer per 1000 | VERY [IMPORTANT]
2003 trials inconsistency  |indirectness  |serious® (2.1%) (2.1%) to 15.52) | (from 20 fewer to| LOW
309 more)

ClI: confidence interval; MD: mean difference; MID: minimal important difference; OR: odds ratio; PFES: pelvic floor electrical stimulation; PFMT: pelvic floor muscle training;
RR: relative risk

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)

395% Cl crosses 2 MIDs (0.8, 1.25)

Table 17: Clinical evidence profile for comparison combination behavioural techniques + education + PFMT/exercise versus
education + PFMT for Ul

no serious no serious MD 18 lower (36.58| VERY | CRITICAL
inconsistency indirectness lower to 0.58 LOW
higher)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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no serious
indirectness

no serious
inconsistency

Wyman  |randomised
1998 trials

Sherburn
2011

no serious
indirectness

randomised no serious
trials inconsistency

Sherburn |randomised [serious* |no serious
2011 trials inconsistency

Wyman |randomised no serious

1998 trials serious’ |inconsistency

Wyman |randomised |very no serious no serious
1998 trials serious’ |inconsistency indirectness
Wyman |randomised |very no serious no serious
1998 trials serious’ |inconsistency indirectness

serious®

serious®

serious®

none

none

none

none

44

41

50/67
(74.6%)

45/67
(67.2%)

50/67
(74.6%)

45

43

46/63
(73%)

42/64
(65.6%)

37/69
(53.6%)

RR 1.02
(0.83 to
1.25)

RR 1.02
(0.8 to 1.31)

RR 1.39
(1.07 to
1.81)

MD 8.8 higher
(16.93 lower to
34.53 higher)

MD 2.6 higher
(0.93 to 4.27
higher)

MD 0.2 higher
(1.94 lower to 2.34
higher)

15 more per 1000
(from 124 fewer to
183 more)

13 more per 1000
(from 131 fewer to
203 more)

209 more per 1000
(from 38 more to
434 more)

VERY
LOW

LOW

VERY
LOwW

VERY
LOwW

VERY
LOwW

CRITICAL

CRITICAL

CRITICAL

IMPORTANT

IMPORTANT

IMPORTANT

AQoL: The Assessment of Quality of Life; Cl: confidence interval; ICIQ-SF, International Consultation on Incontinence Questionnaire Short Form; 11Q: Incontinence Impact
Questionnaire; MD: mean difference; MID: minimal important difference; PEMT: pelvic floor muscle training; RR: relative risk; SD: standard deviation; Ul: Urinary Incontinence

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.5 x SD control at baseline, 22.5)
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395% Cl crosses 1 MID (0.5 x SD control at baseline, 27.85)

4 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2
595% Cl crosses 1 MID (0.5 x SD control at baseline, 2.5)

6 95% ClI crosses 1 MID (0.5 x SD control at baseline, 2.3)

7 95% Cl crosses 2 MIDs (0.8, 1.25)

8 95% Cl crosses 1 MID (0.8, 1.25)

Table 18: Clinical evidence profile for comparison combination bladder training + exercise versus usual care for Ul

no serious no serious MD 3.8 lower (7.24 [ VERY | CRITICAL
inconsistency indirectness to 0.36 lower)
CI: confidence interval; IQUI-SF: urinary incontinence score — short form; MD: mean difference; MID: minimal important difference; SD: standard deviation; Ul: urinary
incontinence

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.5 x SD control (baseline value not reported), 2.1)

Table 19: Clinical evidence profile for comparison combination bladder training + education versus PFMT for UUI

Kafri randomised|serious' [no serious no serious serious? 39 34 MD 2.2 higher (7.86 lower to LOW CRITICAL
2013 trials inconsistency [indirectness 12.26 higher)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Kafri randomised|serious’ [no serious
2013 trials inconsistency
Kafri randomised|serious’ [no serious
2013 trials inconsistency

Kafri randomised|serious’ [no serious
2013 trials inconsistency

Kafri randomised|serious’ [no serious
2013 trials inconsistency

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)

randomised|serious’ [no serious no serious serious?
trials inconsistency [indirectness
randomised|serious’ [no serious no serious serious®
trials inconsistency [indirectness

no serious
indirectness

no serious
indirectness

Kafri randomised|serious’ [no serious no serious serious®
2013 trials inconsistency [indirectness

no serious
indirectness

no serious
indirectness

very serious*

serious®

very serious®

serious’

none

none

none

none

none

none

none

39

39

39

39

39

39

39

32

34

32

34

32

34

32

MD 2 lower (12.45 lower to
8.45 higher)

MD 0.5 higher (1.04 lower to
2.04 higher)

MD 0.2 higher (1.34 lower to
1.74 higher)

MD 0.9 higher (0.69 lower to
2.49 higher)

MD 1.4 higher (0.18 lower to
2.98 higher)

MD 0.4 higher (5.25 lower to
6.05 higher)

MD 2.5 higher (3.55 lower to
8.55 higher)
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LOW

LOW

VERY LOW

LOW

LOW

VERY LOW

LOwW

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL
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Kafri
2013

randomised
trials

randomised
trials

trials

inconsistency

serious’ [no serious no serious serious®
inconsistency [indirectness

serious’ [no serious no serious serious®
inconsistency [indirectness

randomised|serious’ [no serious

no serious
indirectness

no serious
imprecision

none

none

none

39

39

35/41
(85.4%)

34

32

36/40
(90%)

MD 2.4 lower (9.65 lower to
4.85 higher)

MD 0.4 lower (7.81 lower to
7.01 higher)

45 fewer per 1000 (from
171 fewer to 108 more)

LOW

LOW

MODERATE

CRITICAL

CRITICAL

IMPORTANT

CI: confidence interval; I-QOL: Incontinence Quality of Life; MD: mean difference; MID: minimal important difference; PFMT: pelvic floor muscle training; SD: standard deviation;
VAS: visual analogue scale; Ul: urinary incontinence
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.5x SD control at baseline, 11.0)
395% Cl crosses 1 MID (0.5x SD control at baseline, 1.25)

4 95% ClI crosses 2 MIDs (0.5x SD control at baseline, 1.25)

5 95% ClI crosses 1 MID (0.5x SD control at baseline, 1.8)
6 95% ClI crosses 2 MIDs (0.5x SD control at baseline, 5.1)
7 95% Cl crosses 1 MID (0.5x SD control at baseline, 5.1)
8 95% Cl crosses 1 MID (0.5x SD control at baseline, 8.85)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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randomised no serious no serious no serious MD 7.43 lower
2008 trials inconsistency indirectness imprecision (9.89 to 4.97
lower)

randomised no serious no serious MD 6.97 lower CRITICAL
2008 trials inconsistency indirectness (9.85t0 4.09 LOW
lower)

CRITICAL

ClI: confidence interval; IIQ: Incontinence Impact Questionnaire; MD: mean difference; MID: minimal important difference; PFMT: pelvic floor muscle training; SD: standard

deviation; Ul: urinary incontinence
1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% Cl crosses 1 MID (0.5x SD control at baseline, 4.94)

Table 21: Clinical evidence profile for comparison combination bladder training + PFMT + education versus PFMT for urinary

incontinence

randomised [serious’ [no serious no serious MD 0.3 higher (1.29
trials inconsistency indirectness lower to 1.89 higher)

randomised [serious’ [no serious no serious MD 1 higher (0.51
trials inconsistency indirectness lower to 2.51 higher)

CRITICAL

CRITICAL

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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randomised
trials

serious’ |no serious no serious
inconsistency indirectness

serious’ |no serious no serious
inconsistency indirectness

serious’ |no serious no serious
inconsistency indirectness

randomised
trials

randomised
trials

randomised
trials

randomised
trials

Kafri randomised
2013 trials

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)

serious’ |no serious no serious serious®
inconsistency indirectness

serious’ |no serious no serious serious®
inconsistency indirectness

serious’ |no serious no serious serious®
inconsistency indirectness

serious*

no serious
imprecision

serious®

none

none

none

none

none

none

37

37

37

37

37

37

34

32

34

32

34

32

- MD 1.7 higher (7.82
lower to 11.22 higher)

- MD 0.7 lower (10.12
lower to 8.72 higher)

- MD 0.7 lower (2.17
lower to 0.77 higher)

- MD 0.8 lower (2.28
lower to 0.68 higher)

- MD 1.3 lower (8.86
lower to 6.26 higher)

- MD 2.1 lower (10.12
lower to 5.92 higher)
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LOW

LOW

LOW
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CRITICAL

CRITICAL

CRITICAL

CRITICAL
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CRITICAL




—

QOO NOORWN -

DRAFT FOR CONSULTATION
Behavioural approaches to the management of symptoms

Kafri
2013

trials

trials

trials

randomised

randomised [serious’

randomised [serious’

no serious
inconsistency

no serious
inconsistency

serious’ |no serious no serious serious’
inconsistency indirectness

no serious
indirectness

no serious
indirectness

very serious®

serious?

none

none

none

37

37

35/41
(85.4%)

34

32

39/41
(95.1%)

RR 0.9
(0.78 to
1.04)

MD 1.3 lower (7.05
lower to 4.45 higher)

MD 0.3 lower (6.46
lower to 5.86 higher)

95 fewer per 1000
(from 209 fewer to
38 more)

LOwW

VERY LOW

LOW

CRITICAL

CRITICAL

IMPORTANT

Cl: confidence interval; I-QOL: Incontinence Quality of Life; MD: mean difference; MID: minimal important difference; PFMT: pelvic floor muscle training; RR: relative risk; SD:
standard deviation; VAS: visual analogue scale; Ul: urinary incontinence
1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% Cl crosses 1 MID (0.8, 1.25)

395% Cl crosses 1 MID (0.5 x SD control at baseline, 1.8)
4 95% Cl crosses 1 MID (0.5 x SD control at baseline, 11.0)
595% Cl crosses 1 MID (0.5 x SD control at baseline, 1.25)
6 95% ClI crosses 1 MID (0.5 x SD control at baseline, 8.85)
7 95% Cl crosses 1 MID (0.5 x SD control at baseline, 5.1)
8 95% ClI crosses 2 MIDs (0.5 x SD control at baseline, 5.1)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)
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Table 22: Clinical evidence profile for comparison combination bladder training + PFMT + education versus bladder training +
education for Ul

Kumari
2008

2008

Kumari
2008

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)

randomised|serious’[no serious
trials inconsistency

randomised|serious’
trials inconsistency

randomised|serious’
trials inconsistency

randomised|serious’
trials inconsistency

serious’|no serious no serious serious® none
inconsistency |indirectness

serious'|no serious no serious serious® none
inconsistency |indirectness

randomised
trials

randomised
trials

no serious

no serious

no serious

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious
imprecision

serious® none

serious* none

serious* none

37

37

37

37

37

39

39

39

39

39

150

MD 0.5 lower (9.24
lower to 8.24 higher)

MD 1.3 higher (8.5
lower to 11.1 higher)

MD 0.6 lower (2.06
lower to 0.86 higher)

MD 0.4 lower (2.02
lower to 1.22 higher)

MD 1.1 higher (5.39
lower to 7.59 higher)

MD 1.7 lower (8.87
lower to 5.47 higher)

MODERATE

LOW

LOW

LOwW

LOW

LOwW

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL

CRITICAL
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randomised|serious’|no serious no serious serious® MD 1.7 lower (7.35 CRITICAL
trials inconsistency |indirectness lower to 3.95 higher)
Kumari [randomised|serious’|no serious no serious serious® none 37 39 - MD 2.8 lower (9.03 LOW CRITICAL
2008 |trials inconsistency |indirectness lower to 3.43 higher)

Kumari [randomised|serious’|no serious no serious serious? none 39/41 35/41 RR 1.11 94 more per 1000 LOW IMPORTANT
2008 |trials inconsistency [indirectness (95.1%) (85.4%) (0.96 to (from 34 fewer to
1.29) 248 more)

CI: confidence interval; 1IQ: Incontinence Impact Questionnaire; MD: mean difference; MID: minimal important difference; PFMT: pelvic floor muscle training; SD: standard
deviation; Ul: urinary incontinence

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)

395% Cl crosses 1 MID (0.5 x SD control at baseline, 10.3)

4 95% Cl crosses 1 MID (0.5 x SD control at baseline, 1.65)

595% Cl crosses 1 MID (0.5 x SD control at baseline, 6.65)

6 95% ClI crosses 1 MID (0.5 x SD control at baseline, 5.45)

Table 23: Clinical evidence profile for comparison combination self-administered behavioural techniques + PFMT versus behavioural
techniques + PFMT + biofeedback + PFES for SUI

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Goode
2003

Goode
2003

Goode
2003

Goode
2003

Goode
2003

randomised |serious’
trials

randomised [serious’
trials

randomised |serious’
trials

randomised [serious’
trials

randomised |serious’
trials

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious
inconsistency

no serious serious?

indirectness

no serious
indirectness

no serious
indirectness

no serious
indirectness

no serious serious?

indirectness

very serious®

very serious®

no serious
imprecision

none

none

none

none

none

20/40
(50%)

8/40
(20%)

1/40
(2.5%)

32/40
(80%)

8/40
(20%)

38/47
(80.9%)

8/47
(17%)

1/47
(2.1%)

45/47
(95.7%)

2/47
(4.3%)

RR 0.62
(0.44 to
0.87)

RR 1.18
(0.49 to
2.85)

RR 1.18
(0.08 to
18.19)

RR 0.91
(0.65 to
1.27)

RR 4.7
(1.06 to
20.88)

307 fewer per
1000 (from 105
fewer to 453
fewer)

31 more per
1000 (from 87
fewer to 315
more)

4 more per
1000 (from 20
fewer to 366
more)

86 fewer per
1000 (from 335
fewer to 256
more)

157 more per

1000 (from 3

more to 846
more)

LOW

VERY LOW

VERY LOW

MODERATE

LOW

IMPORTANT

IMPORTANT

IMPORTANT

CRITICAL

CRITICAL

ClI: confidence interval, MD: mean difference; MID: minimal important difference; PFES: pelvic floor electrical stimulation; PFMT: pelvic floor muscle training, RR: relative risk;
SD: standard deviation; Ul: urinary incontinence

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)
395% Cl crosses 2 MIDs (0.8, 1.25)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Table 24: Clinical evidence profile for comparison combination behavioural techniques + biofeedback + PFMT versus self-

Goode
2003

administered behavioural techniques + PFMT for SUI

randomised
trials

randomised
trials

very
serious’

serious®

no serious
inconsistency

no serious
inconsistency

2 randomised [very no serious no serious
trials serious’ [inconsistency  [indirectness

2 randomised [very no serious no serious
trials serious’ [inconsistency  [indirectness

no serious
indirectness

no serious
indirectness

serious?

serious?

very
serious*

none

none

70/100
(70%)

27/100
27%)

2/100
(2%)

45/47
(57.4%)

54/105
(51.4%)

39/105
(37.1%)

8/105
(7.6%)

32/40
(80%)

RR 1.37
(1.09 to
1.72)

RR 0.72
(0.47 to
1.08)

RR 0.25
(0.06 to
1.12)

RR 1.10
(0.79 to
1.53)

190 more per
1000 (from 46
more to 370
more)

104 fewer per
1000 (from 197
fewer to 30 more)

57 fewer per 1000
(from 72 fewer to
9 more)

80 more per 1000
(from 168 fewer
to 424 more)

VERY
LOW

VERY
LOW

VERY
LOW

VERY
LOW

IMPORTANT

IMPORTANT

IMPORTANT

CRITICAL

ClI: confidence interval; MD: mean difference; MID: minimal important difference; PFES: pelvic floor electrical stimulation; PFMT: pelvic floor muscle training; RR: relative risk;

SD: standard deviation; SUI: stress urinary incontinence

1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.8, 1.25)

3 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

4 95% Cl crosses 2 MIDs (0.8, 1.25)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)
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1 Table 25: Clinical evidence profile for comparison behavioural techniques versus self-administered behavioural techniques for Ul
randomised no serious no serious serious? RR 1.58 |303 more per 1000 IMPORTANT]
trials serious’ [inconsistency indirectness (1.21 to 2.05)| (from 110 more to

549 more)
Burgio |randomised |very no serious no serious no serious none 8/57 24/65 RR 0.38 |229 fewer per 1000 LOW |IMPORTANT
2002 trials serious’ [inconsistency indirectness  |imprecision (14%) (36.9%) (0.19 to 0.78)| (from 81 fewer to
299 fewer)
Burgio |randomised |very no serious no serious very serious® [none 0/57 3/65 Peto OR | 39 fewer per 1000 | VERY (IMPORTANT
2002 trials serious’ [inconsistency indirectness (0%) (4.6%) 0.15 (0.02 to| (from 45 fewerto | LOW
1.46) 20 more)

2 CI: confidence interval; MID: minimal important difference;OR: odds ratio; PFMT: pelvic floor muscle training; RR: relative risk; SD: standard deviation; Ul: urinary incontinence

3 1 Very serious risk of bias in the evidence contributing to the outcomes as per RoB 2

4 295% Cl crosses 1 MID (0.8, 1.25)

5  395% Cl crosses 2 MIDs (0.8, 1.25)

6 Table 26: Clinical evidence profile for comparison bladder training versus PFMT + biofeedback for OAB

Rizvi randomised [serious' |no serious no serious serious? 47 MD 0.31 higher (2.02 | LOW | CRITICAL
2018 trials inconsistency indirectness lower to 2.64 higher)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of

symptoms DRAFT (June 2021)
154



ONPLWN -

~

DRAFT FOR CONSULTATION
Behavioural approaches to the management of symptoms

randomised [serious' |no serious no serious MD 0.82 higher (1.8 CRITICAL
trials inconsistency indirectness lower to 3.44 higher)

Rizvi randomised [serious' |no serious no serious very none 0/47 1/50 Peto OR 0.14 (17 fewer per 1000 (from| VERY [IMPORTANT]
2018 trials inconsistency indirectness serious* (0%) (2%) (0to 7.26) | 20 fewer to 109 more) | LOW
ClI: confidence interval; IIQ-7: Incontinence Impact Questionnaire- 7 item; MD: mean difference; MID: minimal important difference; OAB: overactive bladder; OR: odds ratio;
PFMT: pelvic floor muscle training; SD: standard deviation; UDI-6: Urinary Distress Inventory — 6 item

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2

2 95% Cl crosses 1 MID (0.5 x SD control, 2.35)

395% Cl crosses 1 MID (0.5 x SD control, 2.7)

4 95% Cl crosses 2 MIDs (0.8, 1.25)

Table 27: Clinical evidence profile for comparison bladder training versus PFMT for OAB

serious’ |no serious no serious serious?
inconsistency indirectness

serious’ |no serious no serious serious®
inconsistency indirectness

none 47 47 - MD 0.67 lower (3.26 LOwW CRITICAL
lower to 1.92 higher)

Rizvi 2018 [randomised
trials

none 47 50 - MD 1 lower (3.45 lower LOW CRITICAL
to 1.45 higher)

Rizvi 2018 [randomised
trials

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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serious’ |no serious no serious no serious
inconsistency indirectness imprecision (0%) (0%) | estimable

ClI: confidence interval; IIQ-7: Incontinence Impact Questionnaire- 7 item; MD: mean difference; MID: minimal important difference; OAB: overactive bladder; OR: odds ratio;
PFMT: pelvic floor muscle training; SD: standard deviation; UDI-6: Urinary Distress Inventory — 6 item

1 Serious risk of bias in the evidence contributing to the outcomes as per RoB 2
2 95% Cl crosses 1 MID (0.5 x SD control, 3.1)

395% Cl crosses 1 MID (0.5 x SD control, 3.45)

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Appendix G — Economic evidence study selection

Economic evidence study selection for review question: What is the
effectiveness of behavioural approaches (for example toilet training, seating,
splinting) for improving symptoms of pelvic floor dysfunction?

Titles and abstracts
identified, N= 3765

|

Full copies retrieved Excluded, N=3763
and assessed for (not relevant population,

eligibility, N= 2 design, intervention,
comparison, outcomes,
unable to retrieve)
Publications included Publications excluded
in review, N= 1 from review, N= 1
(refer to excluded
studies list)
157
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Appendix H — Economic evidence tables

Economic evidence tables for review question: What is the effectiveness of behavioural approaches (for example toilet
training, seating, splinting) for improving symptoms of pelvic floor dysfunction?

Table 28: Economic evidence tables for

Study
country and type

Diokno, A. C.,
Newman, D. K., Low, L.
K., Griebling, T. L.,
Maddens, M. E.,
Goode, P. S,,
Raghunathan, T. E.,
Subak, L. L.,
Sampselle, C. M.,
Boura, J. A., Robinson,
A. E., Mclintyre, D.,
Burgio, K. L., Effect of
Group-Administered
Behavioral Treatment
on Urinary Incontinence
in Older Women: A
Randomized Clinical
Trial, JAMA Internal
Medicine, 178, 1333-
1341, 2018

Cost effectiveness
analysis

Source of funding:
National Institute on

Intervention and
comparator

Group administered
behavioural therapy (2-
hour bladder health and
self-management
session)

No treatment

Study population,
design and data
sources

Women 55+ years old

Alongside a
Randomised controlled
trial

Source of baseline
data: Randomised
controlled ftrial

Source of effectiveness
data: Randomised
controlled trial

Source of cost data:
Randomised controlled
trial

Source of unit cost
data: intervention
materials — local rates,
labour — market value

Costs and outcomes
(descriptions and
values)

Costs (type): booklet,
audio CD with pelvic
floor muscle exercises,
expert advice

Mean cost per
participant:

Intervention: $37.29
Control: $1.21
Difference: $36.08

Primary measure of
outcome (specifically if
remission how defined;
if based on scale, what
that scale is; if QALYs
method of eliciting
health valuations):
Reduction in ICIQ-SF
score

Mean outcome per
participant:
Intervention: -3.03
Control: -1.42

Results

Cost per mean
reduction in ICIQ-SF
score: $22.41

Comments
Currency: USD

Cost year: 2017
Time horizon: 1 year
Discounting: N/A

Applicability: Partially
applicable

Limitations: Potentially
serious limitations

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Study population, Costs and outcomes
Study Intervention and design and data (descriptions and
country and type comparator sources values)
Aging, National Difference: 1.61

Institutes of Health

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
symptoms DRAFT (June 2021)
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Appendix | - Economic evidence profiles

Economic evidence profiles for review question: What is the effectiveness of behavioural approaches (for example toilet
training, seating, splinting) for improving symptoms of pelvic floor dysfunction?

Table 29: Economic evidence profiles for

Cost per mean

Study and Other Incremental Incremental reduction in

country Limitations Applicability comments costs effects ICIQ-SF score Uncertainty
. Potentially Partially Type of Mean cost per Mean outcome $22.41 Deterministic

Diokno, A. C., serious applicable? economic participant: per participant sensitivity

Newman, D. K., limitations' analysis: cost Intervention: (Reduction in analyses:

Ly, B S effectiveness $37.29 ICIQ-SF): PSA: none

Griebling, T. L., analysis _

Maddens, M. E., Control: $1.21 .

Goode, P. 8_7 . . Difference: Intervention:

Raghunathan, T. Time horizon: 1 $36.08 -3.03

E., Subak, L. L., year

Sampselle, C. Control:

M., Boura, J. A,, Primary measure 1.42

Robinson, A. E., of outcome: '

Mclntyre, D., ICIQ-SF

Burgio, K. L., Difference: 1.61

Effect of Group-

Administered

Behavioral

Treatment on

Urinary

Incontinence in

Older Women: A

Randomized
Clinical Trial,
JAMA Internal
Medicine, 178,

1333-1341, 2018

Country:

1. Based in the US, on the US payer system, no QALYS, no sensitivity analysis

o Women aged 55 and over.

Pelvic floor dysfunction: evidence reviews for behavioural approaches to the management of
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Appendix J — Economic analysis

Economic evidence analysis for review question: What is the effectiveness of
behavioural approaches (for example toilet training, seating, splinting) for
improving symptoms of pelvic floor dysfunction?

No economic analysis was conducted for this review question.

162
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Appendix K — Excluded studies

Excluded studies for review question: What is the effectiveness of behavioural
approaches (for example toilet training, seating, splinting) for improving
symptoms associated with pelvic floor dysfunction?

Clinical studies

Table 30: Excluded studies and reasons for their exclusion

Allahdin,S., Oo,N., An overview of treatment of
overactive bladder syndrome in women, Journal
of Obstetrics and Gynaecology, 32, 217-221,
2012

Amuzu, B. J., Nonsurgical therapies for urinary
incontinence, Clinical Obstetrics &
GynecologyClin Obstet Gynecol, 41, 702-11,
1998

Andy, U. U., Jelovsek, J. E., Carper, B., Meyer,
I., Dyer, K. Y., Rogers, R. G., Mazloomdoost, D.,
Korbly, N. B., Sassani, J. C., Gantz, M. G,
Impact of treatment for Fecal Incontinence on
Constipation Symptoms, American journal of
obstetrics and gynecology, 2019

Anonymous,, Behavioural training for urge
incontinence, Geriatrics and Aging, 6, 62, 2003

Asklund, I., Nystrom, E., Sjostrom, M., Umefjord,
G., Stenlund, H., Samuelsson, E., Mobile app for
treatment of stress urinary incontinence: A
randomized controlled trial, Neurourology &
UrodynamicsNeurourol Urodyn, 36, 1369-1376,
2017

Aslan,E., Komurcu,N., Beji,N.K., Yalcin,O.,
Bladder training and Kegel exercises for women
with urinary complaints living in a rest home,
Gerontology, 54, 224-231, 2008

Aukee, P., Immonen, P., Penttinen, J., Laippala,
P., Airaksinen, O., Increase in pelvic floor
muscle activity after 12 weeks' training: a
randomized prospective pilot study, Urology, 60,
1020-3; discussion 1023-4, 2002

Ayeleke, R. O., Haya Smith, E. J. C., Omair,
M. I., Pelvic floor muscle training added to
another active treatment versus the same active
treatment alone for urinary incontinence in
women, Cochrane Database of Systematic
Reviews, 2015

Azuri, J., Kafri, R., Ziv-Baran, T., Stav, K.,
Outcomes of different protocols of pelvic floor
physical therapy and anti-cholinergics in women
with wet over-active bladder: A 4-year follow-up,
Neurourology & UrodynamicsNeurourol Urodyn,
36, 755-758, 2017

Bakhishov, A. A., Imamverdiyev, S. B., The role
of behavioral interventions in conservative

Non-systematic review. Checked for references

Narrative review

Incorrect intervention. Biofeedback is not
behavioural, drugs aren't included

Abstract only

Incorrect intervention. Focus on PFMT, not
behavioural therapy

No relevant outcomes, only reports episodes of
urgency, nocturia and frequency

Incorrect intervention. Described as

biofeedback, rather than behavioural training

Systematic review checked for references

No usable data, reports I-QoL but only reports
medians and IQR

Not in English
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therapy of stress urinary incontinence,
Azerbaijan medical journal, 338 35, 2006

Barber, M. D., Brubaker, L., Menefee, S.,
Norton, P., Borello-France, D., Varner, E.,
Schaffer, J., Weidner, A., Xu, X., Spino, C.,
Weber, A., Pelvic Floor Disorders, Network,
Operations and pelvic muscle training in the
management of apical support loss (OPTIMAL)
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Appendix L — Research recommendations

Research recommendations for review question: What is the effectiveness of
behavioural approaches (for example toilet training, seating, splinting) for
improving symptoms associated with pelvic floor dysfunction?

No research recommendations were made for this review question.
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