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Key Messages

What Is This Health Technology Assessment About?

The pelvic floor is a funnel-shaped structure that has functions related to digestion, urination, and
reproduction. The term pelvic floor dysfunction covers a variety of conditions, signs, and symptoms.
The 3 most common conditions are stress urinary incontinence, fecal incontinence, and pelvic
organ prolapse.

Conservative (nonmedication and nonsurgical) treatment for pelvic organ prolapse or stress urinary
incontinence includes lifestyle and behavioural interventions, dietary modifications, and vaginal
pessaries. For fecal incontinence, conservative treatment includes dietary modifications. Pelvic floor
muscle training is another conservative treatment option.

This health technology assessment looked at how safe, effective, and cost-effective pelvic floor muscle
training (supervised by a trained health care professional) is for adults with stress urinary incontinence,
fecal incontinence, or pelvic organ prolapse. It also looked at the budget impact of publicly funding
pelvic floor muscle training and at the experiences, preferences, and values of people with stress urinary
incontinence, fecal incontinence, or pelvic organ prolapse.

What Did This Health Technology Assessment Find?

Pelvic floor muscle training likely improves symptoms and patient satisfaction for women with
stress urinary incontinence or pelvic organ prolapse but yielded mixed results for symptom
improvement for men with stress urinary incontinence after prostatectomy and little to no effect on
symptom improvement for adults with fecal incontinence.

We estimate that publicly funding pelvic floor muscle training for adult women with stress urinary
incontinence, fecal incontinence, and pelvic organ prolapse would result in additional costs of

$185.3 million, $275.6 million, and $85.8 million, respectively, over the next 5 years. Publicly funding
pelvic floor muscle training for men with stress urinary incontinence and fecal incontinence would result
in additional costs of $10.8 million and $131.1 million, respectively, over the next 5 years.

People with stress urinary incontinence, fecal incontinence, or pelvic organ prolapse felt that pelvic floor
muscle training was an effective treatment option to manage their symptoms. However, lack of
awareness of this treatment option, the cost of pelvic floor muscle training, and difficulty accessing
pelvic floor muscle training services in some areas of the province were common barriers to treatment.
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A Note About Terminology

As a government agency, Ontario Health can play an active role in ensuring that people of all identities
and expressions recognize themselves in what they read and hear from us. We recognize that gender
identities are individual and that some people who give birth are not women, despite being assigned
female sex at birth. Thus, in this health technology assessment, we use gender-inclusive pronouns and
terms as much as possible.

Given the nature of this health technology assessment’s topic, which sometimes requires differentiation
of conditions, associated treatments and, therefore, also clinical population on the basis of anatomy, we
must occasionally use sex organ—based binary definitions — woman, to refer to a person with a vagina,
and man, to refer to a person with a penis — and when citing published literature that uses such terms
(e.g., “woman,” “women,” “female,” “man,” “men,” “male”), we also use these terms for consistency
with these cited studies (where necessary, we may include the study’s definition for clarity). In doing so,
we only seek to define anatomy and make no assumptions about gender identity or the relationship
between a person’s sex organs and their gender identity.
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Abstract

Background

Stress urinary incontinence, fecal incontinence, and pelvic organ prolapse are common forms of pelvic
floor dysfunction. Pelvic floor muscle training is used to improve pelvic floor function, through a
program of exercises. We conducted a health technology assessment of pelvic floor muscle training for
people with stress urinary incontinence, fecal incontinence, or pelvic organ prolapse, which included an
evaluation of effectiveness, safety, and the budget impact of publicly funding pelvic floor muscle
training, and patient preferences and values.

Methods

We performed a systematic literature search of the clinical evidence. We assessed the risk of bias of
included studies using the ROBIS tool, for systematic reviews, and the Cochrane Risk of Bias tool, for
randomized controlled trials, and we assessed the quality of the body of evidence according to Grading
of Recommendations Assessment, Development, and Evaluation (GRADE) Working Group criteria. We
performed a systematic economic literature search but did not conduct a primary economic evaluation.
We also analyzed the budget impact of publicly funding pelvic floor muscle training in adults with stress
urinary incontinence, fecal incontinence, and pelvic organ prolapse in Ontario. To contextualize the
potential value of pelvic floor muscle training as a treatment, we spoke with people with stress urinary
incontinence, fecal incontinence, and pelvic organ prolapse.

Results

We included 6 studies (4 systematic reviews and 2 randomized controlled trials) in the clinical evidence
review. In comparison with no treatment, pelvic floor muscle training significantly improved symptom
severity and increased patient satisfaction in women with stress urinary incontinence or pelvic organ
prolapse (GRADE: Moderate). For men with stress urinary incontinence after prostatectomy, pelvic floor
muscle training yielded mixed results for symptom improvement (GRADE: Very low). For adults with
fecal incontinence, pelvic floor muscle training did not improve symptoms in comparison with standard
care (GRADE: Very low).

In the economic literature review, we included 6 cost—utility analyses that had evaluated the cost-
effectiveness of pelvic floor muscle training as a treatment for people with pelvic organ prolapse or
urinary incontinence. We did not identify any economic studies on pelvic floor muscle training for
women or men with fecal incontinence or men with pelvic organ prolapse. The analyses included in our
review found that, for women with stress urinary incontinence, pelvic floor muscle training was likely
cost-effective in comparison with other nonsurgical interventions. For men with urinary incontinence
after prostate surgery, pelvic floor muscle training was likely not cost-effective in comparison with
standard care. For women with pelvic organ prolapse, the cost-effectiveness of pelvic floor muscle
training in comparison with no active treatment was uncertain.

The average cost of pelvic floor muscle training was approximately $763 per patient. Publicly funding
pelvic floor muscle training for women with stress urinary incontinence, fecal incontinence, and pelvic
organ prolapse would result in additional costs over 5 years of $185.3 million, $275.6 million, and
$85.8 million, respectively. Publicly funding pelvic floor muscle training for men with stress urinary
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incontinence and fecal incontinence would result in additional costs over 5 years of $10.8 million and
$131.1 million, respectively. The people we spoke with reported that stress urinary incontinence,

fecal incontinence, and pelvic organ prolapse limited their social and physical activities, taking a huge
emotional toll. Many were hesitant or even fearful of surgery, and most people with experience of pelvic
floor muscle training reported that it relieved most or all of their symptoms and allowed them to return
to normal daily activities.

Conclusions

Pelvic floor muscle training is likely more effective (with respect to symptom improvement and patient
satisfaction) than no treatment for women with stress urinary incontinence or pelvic organ prolapse.
Pelvic floor muscle training may yield mixed results with respect to symptom improvement for men with
stress urinary incontinence after prostatectomy and have little to no effect on symptom improvement
for adults with fecal incontinence. We estimate that publicly funding pelvic floor muscle training for
adults with pelvic floor dysfunction (stress urinary incontinence, fecal incontinence, and pelvic organ
prolapse) in Ontario would result in a substantial budget increase over the next 5 years. People with
stress urinary incontinence, fecal incontinence, and pelvic organ prolapse shared the negative impact
these conditions have on their social and physical life and valued pelvic floor muscle training as a
nonsurgical treatment option.
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Objective

This health technology assessment evaluates the effectiveness and safety of pelvic floor muscle

training for the treatment of people with stress urinary incontinence, fecal incontinence, or pelvic organ
prolapse. It also evaluates the cost-effectiveness of pelvic floor muscle training and budget impact of
publicly funding pelvic floor muscle training and the experiences, preferences, and values of people with
stress urinary incontinence, fecal incontinence, or pelvic organ prolapse.

Background

Health Condition

The pelvic floor is a funnel-shaped structure of connective soft tissue — muscles, tendons, and nerves —
that performs functions related to digestion, urination, and reproduction.! The term pelvic floor
dysfunction covers a variety of symptoms and definitions vary; an International Urogynecology
Association and International Continence Society consensus report? has 250 separate definitions of
associated conditions, signs, and symptoms.! The 3 most common and definable conditions are urinary
incontinence, fecal incontinence, and pelvic organ prolapse.?

Stress Urinary Incontinence

Stress urinary incontinence is the involuntary loss of urine upon physical exertion or with an increase in
intra-abdominal pressure, such as upon sneezing or coughing.? Stress urinary incontinence represents
50% of cases of urinary incontinence worldwide and is more prevalent than other types of urinary
incontinence in women under 55 years of age.* Risk factors for stress urinary incontinence in women
include obesity, menopause, constipation, use of medications that relax the urethral sphincter, the
presence of lung disease that causes chronic cough, prior pelvic surgeries, parity (number of
pregnancies), giving birth to larger babies, episiotomy, and instrumental vaginal deliveries (e.g., use of
forceps).>® For men, stress urinary incontinence most commonly occurs after prostate surgery (e.g.,
transurethral resection of the prostate for an enlarged gland or radical prostatectomy for cancer) or
radiation treatment.*

Fecal Incontinence

Fecal incontinence is the inability to control bowel movements, which results in stool (feces) leaking
unexpectedly from the rectum.® With fecal incontinence, also called bowel incontinence, people may
experience anything ranging from an occasional leakage of stool while passing gas to a complete loss of
bowel control. Nearly 70% of community-dwelling women with fecal incontinence report that symptoms
began after the age of 40 years.” Risk factors for fecal incontinence include older age, diabetes, urinary
incontinence, frequent and loose stools, urinary incontinence, instrumental vaginal delivery, giving birth
to a baby weighing more than 4 kg, and multiple chronic illnesses.>”®

Pelvic Organ Prolapse

One form of pelvic organ prolapse is the downward descent of the female pelvic organs into or through
the vagina.® Prolapse of the anterior vaginal wall (called cystocele), which is characterized by downward
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movement of the bladder into the anterior vaginal wall, is the most common form of pelvic organ
prolapse, detected twice as often as posterior vaginal prolapse (called rectocele), characterized by
downward movement of the rectum into the posterior vaginal wall) and 3 times more than apical
prolapse (uterine or posthysterectomy vaginal vault prolapse).® Vaginal childbirth (particularly when
instruments were used to assist in delivery or the baby is born facing the mother’s front), multiple
pregnancies, advancing age, higher body mass index, straining due to constipation, and prior
hysterectomy are the most consistent risk factors for pelvic organ prolapse.®!! Pelvic organ prolapse
is often associated with stress urinary incontinence; approximately 55% of women with stage 2
pelvic organ prolapse (prolapse to within 1 cm [either side] of the hymen) have concurrent stress
urinary incontinence.?

With rectal prolapse, the rectum descends through the anus. Rectal prolapse can be defined as
complete, when the entire wall of the rectum extrudes through the anus, or partial, when only the lining
of the rectum extrudes through the anus.*

Consequences

All of the above conditions may have a negative impact on a person’s quality of life, such as loss of
independence, embarrassment, fear of leaving home, reduced ability to conduct activities of daily living,
and social stigma.®* In addition, untreated urinary or fecal incontinence may lead to skin infections,
rashes, sores, or recurrent urinary tract infections.'® Untreated pelvic organ prolapse may lead to
difficulty emptying bowels or bladder as well as pain and discomfort.'%1®

Clinical Need and Population of Interest

Stress Urinary Incontinence

About 50% of women with urinary incontinence report stress urinary incontinence as the primary or sole
type of incontinence’; however, prevalence estimates vary due to the use of different methods by
studies with different populations and data are insufficient to be accurate. The prevalence of stress
urinary incontinence in women appears to increase with age initially, peak around the fourth or fifth
decade, and then decrease with increasing age.'’

The prevalence of postprostatectomy urinary incontinence ranges from 1% to 87%, depending on the
definition, timing of evaluation, surgical approach, and who carries out the assessment.'® Most patients
experience transient incontinence immediately after a radical prostatectomy, with complete continence
returning within 2 to 3 months.!® Several studies®?2 report a progressive return of continence up to

1 year after radical prostatectomy, with rates that range from 68% to 97% at 12 months, and further
improvement progressing up to 2 years.® The most common contributing factor to postprostatectomy
urinary incontinence is intrinsic sphincter deficiency, with an incidence that ranges from 67% to 92.4%.'®

Fecal Incontinence

The prevalence of fecal incontinence has been reported as 2% to 24% of the adult population, with 1%
to 2% of the adult population experiencing significant impact on daily activities.'* The estimated
prevalence of fecal incontinence in community-dwelling adults in the United States is 8.3%, and fecal
incontinence occurs at least weekly in 2.7% of individuals.®? The prevalence is similar in women (8.9%)
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and men (7.7%) and increases with age, from approximately 2.6% in people aged 20 to 29 years up to
16.2% in people aged 70 years and older.3%

Pelvic Floor Dysfunction Risk Factors

Men and women are exposed to different risk factors for pelvic floor dysfunction (e.g., childbirth-related
pelvic floor injury vs. prostate cancer treatment) and, therefore, may experience different rates of
urinary incontinence, fecal incontinence, or dual urinary and fecal incontinence.?* With aging, medical
conditions that are related to physiological decompensation, such as diabetes, stroke, and cognitive and
mobility impairment, appear to influence the occurrence of incontinence more strongly than direct
pelvic floor injury.? This is most evident in the observation that older men and women experience
similar rates of fecal incontinence despite the unique potential in women for anal sphincter trauma with
vaginal delivery.?* Estimates of the prevalence of dual urinary and fecal incontinence in community-
dwelling adults range from 2.5% to 14.5%.%

Pelvic Organ Prolapse

In women, the true prevalence of pelvic organ prolapse is difficult to determine because the condition is
typically asymptomatic until the displaced organ descends to or beyond the hymenal ring.% The findings
of a recent review show that, in questionnaire-based population studies with nonpregnant adult
women, the prevalence of symptomatic pelvic organ prolapse ranged from 2.9% to 12.1%; however,
when basing prolapse on examination findings, the prevalence was 75% to 76%, with a prevalence of
37% to 38% for stage 2 prolapse or higher.”® Among parous women (women who have borne

children) the prevalence is estimated to be approximately 50%.%% For nulliparous women (women who
have never borne children) aged 20 to 39 years old, the prevalence is estimated to be 1.6%.%’

In the United States, loss of vaginal or uterine support is seen in 30% to 76% of women who present for
routine gynecology care; in 3% to 6% of those with loss of support, pelvic structures have descended
beyond the vaginal opening.® A population-based study in the United States found that approximately
3% of 1,961 adult women surveyed reported symptomatic vaginal bulging.?

Rectal prolapse is relatively uncommon. In a study conducted in Finland, Kairaluoma et al?® found that
approximately 2.5 out of every 100,000 people are diagnosed with complete rectal prolapse each year,
and in adults, rectal prolapse is more common in those older than 50 years of age. Rectal prolapse is
rare in men — approximately 80% to 90% of adults with rectal prolapse are women.*

Current Treatment Options

First-Line Treatments

Conservative (nonmedication and nonsurgical) treatments for pelvic organ prolapse or stress urinary
incontinence include lifestyle and behavioural interventions (e.g., scheduled toileting, reduced caffeine
intake), pelvic floor muscle training (supervised by a trained professional such as a nurse practitioner,
nurse continence advisor, physician, physiotherapist), and vaginal pessaries.>*® For fecal incontinence,
conservative treatments include dietary modifications and pelvic floor muscle training.'*
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Table 1: First-Line Treatments for Stress Urinary Incontinence, Fecal Incontinence, and
Pelvic Organ Prolapse

Treatment options

Condition Lifestyle and behavioural Intervention Device or medication

Stress urinary incontinence

Women3132 Moderating caffeine and fluid PFMT Vaginal pessary
intake, losing weight, scheduled
voiding

Men (after prostatectomy)®3%  Moderating caffeine intake, PFMT None specified

modifying diet or fluid intake,
losing weight, smoking cessation

Fecal incontinence® Dietary adjustments, absorbent PFMT Stool-bulking or antidiarrheal
products

Pelvic organ prolapse

Women3? Dietary adjustments to avoid PFMT Vaginal pessary
constipation

Men36 Dietary adjustments to avoid — —
constipation

Abbreviations: PFMT, pelvic floor muscle training.

Second-Line Treatments

Second-line treatments for pelvic organ prolapse or stress urinary incontinence involve
surgical intervention (e.g., midurethral sling or pelvic reconstruction).>* For fecal incontinence, invasive
approaches include perianal injectable bulking agents, sacral nerve stimulation, or surgery.>

Treatment Under Review

Pelvic floor muscle training is defined as “a structured and individualized program of exercises that
aims to improve pelvic floor muscle strength, endurance, power, relaxation, or a combination of
these parameters.”3!

Pelvic floor muscle training can be performed alone or combined with adjunct treatments such as
electrical muscle stimulation, biofeedback (a method to enhance a patient’s awareness of correct
muscle contraction through visual, auditory, or tactile means), or vaginal cones. These treatments,
however, are not recommended by Canadian guidelines — as adjuncts or as treatments on their own —
for women with urinary incontinence due to limited evidence.!

Pelvic floor muscle training is typically performed under the guidance of a pelvic health
physiotherapist.3? Although pelvic floor muscle training is commonly classified as physical therapy, it
includes both physical and behavioural therapy.®’

After specialized training, physiotherapists, physicians, registered nurses, and midwives can provide
pelvic floor muscle training. Training typically spans 15 hours (e.g., over a weekend) for physiotherapists,
as well as physicians, nurse practitioners, and midwives (Sinéad Dufour, written communication,
November 2023).
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Ontario, Canadian, and International Context

Ontario

In general, pelvic floor muscle training is not publicly funded, and patients with pelvic floor dysfunction
normally pay out of pocket or use private insurance. Physiotherapy coverage amounts vary, depending
on an individual’s plan, and some private health insurance companies only cover the cost of pelvic floor
muscle training if an individual has a referral from a physician.3®

Some patients who fulfill certain criteria may be eligible for physiotherapy at a government-funded
community physiotherapy clinic if they have a referral from a physician or nurse practitioner.3%3°
Typically, such a referral is provided to help a patient recover from a recent illness, injury, or surgery.

Currently in Ontario, a limited number of health care professionals (physiotherapists, physicians,
registered nurses, and midwives) are trained to provide pelvic floor muscle training, for both women
and men (Sinéad Dufour, email communication, November 2023).

Canada

Other Canadian provinces are similar to Ontario regarding the funding status of pelvic floor
muscle training.*

Institut national d’excellence en santé et en services sociaux

In October 2022, the Institut national d’excellence en santé et en services sociaux (INESSS) in Quebec
recommended pelvic floor muscle training for the treatment of urinary incontinence in women
(postpartum and any other time throughout adulthood).** INESSS further recommended that*!:

e Access to pelvic floor muscle training be for a maximum of 10 sessions
e Pelvic floor muscle training be supervised by a qualified physiotherapist with the required expertise

e Pelvic floor muscle training be extended over a period of 12 or more weeks, depending on the
patient's specific needs, before reassessing the treatment plan

e Access to pelvic floor muscle training be available more than once, at different times in a woman's
life (e.g., perinatal and perimenopausal periods)

Similarly, in May 2023, INESSS recommended pelvic floor muscle training for the treatment of pelvic
organ prolapse in women*?:

e With access to pelvic floor muscle training for a maximum of 10 sessions

e That pelvic floor muscle training be supervised by a qualified physiotherapist with the
necessary expertise

e That pelvic floor muscle training be extended over a period of 16 or more weeks, depending on the
patient's needs, before reassessing the treatment plan

e That access to pelvic floor muscle training be available more than once, at different times in a
woman's life
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INESSS did not recommend pelvic floor muscle training for the treatment of anal dysfunction (including
fecal incontinence) due to a low level of evidence.*

Society of Obstetricians and Gynecologists of Canada

In April 2020, the Society of Obstetricians and Gynecologists of Canada recommended pelvic floor
muscle training for urinary incontinence and noted that pelvic floor muscle training should not be
implemented without appropriate evaluation and adequate patient training and, furthermore, providing
the patient with verbal instructions and written handouts alone does not constitute evidence-based
pelvic floor muscle training.3!

International

National Institute of Health and Care Excellence

In the United Kingdom, the National Institute of Health and Care Excellence (NICE) issued the following
guidance in December 2021

e For pelvic organ prolapse: Supervised pelvic floor muscle training for at least 4 months for women
with symptomatic pelvic organ prolapse that does not extend greater than 1 cm beyond the hymen
upon straining

e For stress urinary incontinence: Supervised pelvic floor muscle training for at least 3 months for
women (including pregnant women)

e For fecal incontinence with coexisting pelvic organ prolapse: Supervised pelvic floor muscle training
for at least 4 months

International Continence Society

In 2023, the International Continence Society recommended pelvic floor muscle training as a
conservative treatment option for urinary or fecal incontinence in men and women.*® In addition, the
International Continence Society published a consensus report, which stated that pelvic floor muscle
training can be offered to women with symptomatic prolapse because it is associated with a reduction in
prolapse symptoms and pelvic floor symptoms; however, the report also stated that whether pelvic
floor muscle training reduces prolapse stage is uncertain.*

American Urology Association

The American Urology Association recommends that, for patients who have undergone radical
prostatectomy, health care professionals should offer pelvic floor muscle exercises or pelvic floor muscle
training in the immediate postoperative period.*

Equity Context

Some people without a private insurance plan may not be able to afford pelvic floor muscle training,
which may cause inequity in health outcomes. Individuals who are poor candidates for surgical
intervention and are unable to pay for pelvic floor muscle training may have fewer treatment options
from which to choose.
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In remote or rural areas, people may have limited access to a provider who is trained to provide pelvic
floor muscle training appropriate to a person’s needs. Although internet-delivered pelvic floor muscle
training is not included in this health technology assessment, the Society of Obstetricians and
Gynaecologists of Canada’s technical update® recommends the use of eHealth interventions for
women with stress urinary incontinence in specific scenarios, for example, if in-person care is not
available or accessible.

Expert Consultation

We engaged with experts in the areas of physiotherapy, nursing, and pelvic surgery to help inform
our understanding of aspects of the health technology and our methodologies and to contextualize
the evidence.

PROSPERO Registration

This health technology assessment has been registered in PROSPERO, the international prospective
register of systematic reviews (CRD42023437960), available at crd.york.ac.uk/PROSPERO

ONTARIO HEALTH, AUGUST 2024

21


https://www.crd.york.ac.uk/PROSPERO

Clinical Evidence

Research Question

What are the effectiveness and safety of pelvic floor muscle training compared with no treatment or
conservative usual care for the treatment of people with stress urinary incontinence, fecal incontinence,
or pelvic organ prolapse?

Methods

Scoping

The scope of the research question encompassed 3 conditions that affect different clinical populations
variably; thus, our methodological approach needed to reflect the breadth of the scope.

During scoping of this topic, which included a search of publications from international HTA agencies, we
identified a comprehensive systematic review on pelvic floor dysfunction in women conducted by the
National Institute for Health and Care Excellence (NICE) in 2021.! To be expedient yet comprehensive (in
addressing the scope of our research question), we decided to leverage existing information by seeking
systematic reviews that, in whole or in part, focused on the clinical populations of interest of this HTA.

In the NICE systematic review? that we initially identified, the definition of the comparator suited our
purposes, that is, “no treatment or other conservative treatments,”? but one type of conservative
treatment — treatment with pessary — was excluded. The rationale for that exclusion was not stated;
however, NICE published an accompanying systematic review*® comparing intravaginal devices for the
treatment of pelvic floor dysfunction with pelvic floor muscle training, in which treatments with
pessaries were included. Therefore, we also included this systematic review.

The clinical population of interest in these systematic reviews, however, was limited to women.

Therefore, in addition, we identified a 2023 systematic review?* that focused on men with stress urinary
incontinence and a 2016 systematic review* that focused on treatments for fecal incontinence for adult
men and women. To supplement the base of evidence offered by these systematic reviews, we
performed additional literature searches.

Clinical Literature Search

Using the same database search strategies reported in the NICE systematic review,! with the exception
of date range (NICE search date range: January 1, 1980, to February 2021), we performed a clinical
literature search on May 25, 2023, to retrieve studies published since January 1, 2021. We used the Ovid
interface in the following databases: MEDLINE, Embase, the Cochrane Central Register of Controlled
Trials, and the Cochrane Database of Systematic Reviews. We also used the EBSCOhost interface to
search the Cumulative Index to Nursing & Allied Health Literature (CINAHL).

The supplemental search was run in the same databases listed above and in the National Health Service
Economic Evaluation Database, using filters*®4° to capture studies with other genders and expanded
concept scopes (e.g., prostatectomy and transgender) published from January 1, 1980, to May 25, 2023.
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In addition, we screened the list of studies excluded from the 2021 NICE review to identify any studies
that included men. Search strategies were peer-reviewed using the PRESS Checklist.®

We created database autoalerts in MEDLINE, Embase, and CINAHL and monitored them until October 4,
2023. We also performed a targeted grey literature search of the International HTA Database, the
websites of health technology assessment organizations and regulatory agencies, and clinical trial and
systematic review registries, following a standard list of sites developed internally (see Appendix 1 for
our literature search strategies, including all search terms).

Eligibility Criteria
Studies

Inclusion Criteria

e English-language full-text papers
e Systematic reviews of randomized controlled trials. If none, then systematic reviews of other
studies (observational)

e Randomized controlled trials

Exclusion Criteria

e Observational studies, editorials, commentaries, case reports, conferences abstracts, letters

e Animal and in vitro studies

Participants

Inclusion Criteria

e People (> 12 years) diagnosed with stress urinary incontinence, fecal incontinence, or pelvic
organ prolapse

Exclusion Criteria

e People <11 years of age

e People with pelvic organ prolapse, stress urinary incontinence, or fecal incontinence that is not
associated with pelvic floor dysfunction (e.g., if urinary incontinence due to a neurological condition)

Interventions
Inclusion Criteria

e Supervised and guided pelvic floor muscle training for treatment (such as but not limited to Kegel
exercises) with or without adjunct (e.g., biofeedback, weighted vaginal cones, and electrical or
neuromuscular stimulation) or other conservative treatment (e.g., pessary)
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Exclusion Criteria

e Pelvic floor muscle training for prevention

e Unsupervised, unguided pelvic floor muscle training (e.g., pamphlets, DVDs, online)

Comparators
Inclusion Criteria

e No active treatment

e Conservative treatments (i.e., nonsurgical treatments, e.g., pessary)

Exclusion Criteria

e Surgical treatments

Outcomes

® Improvement of symptoms (e.g., general, incontinence, sexual)
e Quality of life

e Prevention of worsening prolapse or incontinence

e Patient satisfaction

e Complications

e Delayed need for surgery; surgeries avoided

e Pelvic floor muscle training adherence

Outcomes are reported for short-term (e.g., £ 3 months) and long-term follow-up (e.g., > 3 months),
where possible.

Literature Screening

A single reviewer conducted an initial screening of titles and abstracts using Covidence®! and then
obtained the full texts of studies that appeared eligible for review according to the inclusion criteria.
A single reviewer then examined the full-text articles and selected studies eligible for inclusion.

Data Extraction

We extracted relevant data on study characteristics and risk-of-bias items as reported by systematic
reviews and relevant study data from systematic reviews and randomized controlled trials. We used a
data form to collect:

e Source (e.g., citation information, study type)

e Methods (e.g., study design, participant allocation, reporting of outcomes, whether the study
compared 2 or more groups)

e Qutcomes (e.g., outcomes measured, number of participants for each outcome, time points at
which the outcomes were assessed)
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Equity Considerations

We used PROGRESS-Plus, a health equity framework recommended by the Campbell and Cochrane
Equity Methods Group,>? to explore potential inequities for this health technology assessment. Factors
that may lead to disadvantage or inequities in the framework include place of residence; race or
ethnicity, culture, or language; gender or sex; disability; occupation; religion; education; socioeconomic
status; social capital; and other key characteristics that stratify health opportunities and outcomes.

Equity considerations relevant to the effect of pelvic floor muscle training (for patients with stress
urinary incontinence, fecal incontinence, or pelvic organ prolapse) across different populations in terms
of geographic access or socioeconomic status (e.g., access to private insurance or extended benefits) are
reported to the extent that information was available in the included studies.

Analysis

We did not perform quantitative synthesis of the individual studies due to variation in the frequency and
type of pelvic floor muscle training offered to patients and heterogeneity in types of outcome
measures.”> We were also unable to undertake subgroup analyses (e.g., in terms of geographic access or
socioeconomic status) because stratified effect data were not available.

We qualitatively synthesized findings from the systematic reviews with those from the additional
studies, by condition (i.e., stress urinary incontinence, fecal incontinence, and pelvic organ prolapse),
sex, outcome, and treatment (comparator).

Critical Appraisal of Evidence

We assessed risk of bias using the ROBIS tool** for systematic reviews and the Cochrane Risk of Bias
tool* for randomized controlled trials.

We evaluated the quality of the body of evidence for each outcome according to the Grading of
Recommendations Assessment, Development, and Evaluation (GRADE) Handbook.>® The body of
evidence was assessed based on the following considerations: risk of bias, inconsistency, indirectness,
imprecision, and publication bias. The overall rating reflects our certainty in the evidence.

We report the GRADE and risk of bias assessments as reported by the included systematic reviews.
We directly undertook a risk of bias assessment using the Cochrane Risk of Bias tool for randomized
controlled trials that we identified but were not reported in the included systematic reviews. When
a GRADE assessment was not undertaken by an included systematic review, we undertook the
assessment ourselves.

Results

Clinical Literature

The search of the clinical literature yielded 1,792 citations including grey literature searches and after
duplicates were removed. We identified 2 additional eligible studies that had been published after the
literature search cutoff dates of the included systematic reviews. Figure 1 presents the Preferred
Reporting Items for Systematic Reviews and Meta-analyses (PRISMA) flow diagram for the clinical
literature search. See Appendix 2 for a list of selected studies excluded after full-text review.
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Figure 1: PRISMA Flow Diagram—Clinical Systematic Review

PRISMA flow diagram showing the clinical systematic review. The database search of the clinical literature yielded 3,369 citations. We identified
35 additional eligible studies from other sources. After removing duplicates, we screened the abstracts of 1,792 studies and excluded 1,617. We
assessed the full text of 175 articles and excluded a further 169. In the end, we included 6 articles in the qualitative synthesis.

Abbreviation: PRISMA, Preferred Reporting Items for Systematic Reviews and Meta-analyses.

Source: Adapted from Page et al.>

Characteristics of Included Studies

The characteristics of the 4 systematic reviews 34447 and 2 randomized controlled trials®’® that met
our inclusion criteria are reported in Table 2. Characteristics of studies that were included in the
systematic reviews in Table 2 are shown in Table Al.
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Table 2: Characteristics of Included Systematic Reviews and Randomized Controlled Trials, by Condition

Studies

Search range

Population Intervention

Comparator

Outcomes

Stress urinary incontinence

Systematic reviews

NICE,* 2021

NICE,* 2021

Jan 1980-Feb 2021°

Jan 1980-Feb 2021°

Women diagnosed with POP, SUI, PFMT
or Fl

Women diagnosed with POP, SUI, Intravaginal devices

No treatment, standard care, or
other conservative treatments

PFMT

Improvement of symptoms, complications,
quality of life, adherence, satisfaction

Improvement of symptoms, complications,

orFl (including pessary) quality of life, adherence, satisfaction
Johnson et al,3* 2023 Jan 1980-Apr 4,2022  Men diagnosed with SUI PFMT No treatment, standard care, or  Improvement of symptoms, complications,
postprostatectomy other conservative treatments quality of life, adherence
RCTs
Sahin et al,>” 2023 NA Women 18-65 y, with mild or PFMT Electrical stimulation; PFMT with Improvement of symptoms, quality of life
moderate incontinence symptoms electrical stimulation
Dudoniene et al,%8 2023 NA Women 29-49 y, diagnosed with PFMT Magnetic stimulation Improvement of symptoms, complications

Sul

Fecal incontinence

Systematic reviews

NICE,* 2021 Jan 1980-Feb 20212 Women diagnosed with POP, SUI, PFMT No treatment, standard care, or  Improvement of symptoms, complications,
or Fl other conservative treatments quality of life, adherence, satisfaction
Forte et al,*” 2016 Jan 1980-Jun 2015 Men and women diagnosed with PFMT No treatment, standard care, or  Improvement of symptom, complications,
FI other conservative treatments quality of life
RCTs
None - - - - -

Pelvic organ prolapse

Systematic reviews

NICE,* 2021 Jan 1980-Feb 20212 Women diagnosed with POP, SUI, PFMT No treatment, standard care, or  Improvement of symptoms, complications,
or Fl other conservative treatments quality of life, adherence, satisfaction
NICE,* 2021 Jan 1980-Feb 20212 Women diagnosed with POP, SUI, Intravaginal devices PFMT Improvement of symptoms, complications,
or Fl (including pessary) quality of life, adherence, satisfaction
RCTs
None — — — — —

Abbreviations: Fl, fecal incontinence; NA, not applicable; PFMT, pelvic floor muscle training; POP, pelvic organ prolapse; RCT, randomized controlled trial; SUI, stress urinary incontinence; y, years.
aSearches rerun 6 weeks before final submission of the review.
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Risk of Bias in the Included Studies

We assessed the risk of bias using the ROBIS tool for all 4 systematic reviews as Low (Appendix 4,
Table A2).

We assessed the risk of bias for both randomized controlled trials (Appendix 4, Table A3) as High due to
lack of blinding of physiotherapists or participants and incomplete outcome data.

Stress Urinary Incontinence
Women
Improvement of Symptoms

PFMT Versus No Treatment (or Inactive Control)

In general, more people reported improvement in their symptoms with pelvic floor muscle training than
those who did not undergo treatment (Table 3); for example, significantly more women reported being
cured after 3 to 6 months of pelvic floor muscle training than women who did not undergo treatment
(or were inactive control participants).*® Noting the wide confidence interval in effect estimate (risk
ratio [RR] 8.38, 95% confidence interval [CI] 3.68 to 19.07%°), taking the broad variation of GRADE ratings
from different systematic reviews into consideration (which ranged from Very low to High?), and
downgrading for risk of bias (Table A4, Appendix 4), we rated the overall quality of evidence (GRADE) for
symptom improvement as Moderate.

Table 3: Summary Results for PFMT Versus No Treatment (or Inactive Control) —
Improvement of Symptoms (Women, Stress Urinary Incontinence)

Effect estimate

No treatment,? Relative, ratio Absolute, per 1,000
Studies Measure PFMT, n/N (%) n/N (%) (95% CI) (95% CI) GRADE
Systematic reviews
NICE,* 2021
Dumoulin et al,>® 2018
4 RCTs Patient-perceived cure® 46/82 (56.1) 5/83 (6.0) RR 8.38 445 (161 to 1,000) High
(3.68 to 19.07)
3 RCTs Patient-perceived cure 88/119 (73.9) 14/123 (11.4) RR 6.33 607 (328 to 1,000) Moderate
or improvement® (3.88 t0 10.33)
Imamura et al,® 2010
8 RCTs Cure rate 70/308 (22.7) 20/297 (6.7) OR5.41 214 (39 to 495) Very low
(1.64 t0 17.82)
11 RCTs Improvement rate 263/361 (72.9) 128/337 (38) OR 11.75 498 (301 to 581) Very low
(3.49 to 39.55)
RCTs
None - - - - - —

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; NICE, National Institute
for Health and Care Excellence; OR, odds ratio; RCT, randomized controlled trial; RR, risk ratio.

2No treatment or inactive controls.

®NICE! GRADE ratings.

¢Treatment duration: 3—6 months.

ONTARIO HEALTH, AUGUST 2024 28



PFMT Versus Other Conservative Treatments
Pessary

Richter et al®! and Kenton et al®? compared symptom improvement after treatment with a pessary with
that after pelvic floor muscle training and the combination of treatment with both. Overall, people using
pessaries were significantly more likely to report bothersome symptoms compared with pelvic floor
muscle training alone at the 3-month follow-up. However, at the 12-month follow-up, this difference
narrowed, and there was no significant difference between the treatment groups (Table 4). After

3 months, people using pessaries alone were significantly less likely to report that their continence
improved compared with people using pessaries in combination with pelvic floor muscle training.
However, by 12 months, there was no significant difference between the treatment groups (Table 4).

We rated the overall quality of evidence (GRADE) as Low, downgrading for risk of bias (Table A5,
Appendix 4).

Table 4: Summary Results for Pessary Versus PFMT — Improvement of Symptoms
(Women, Stress Urinary Incontinence)

Pessary Pessary and PFMT
(N = 149) PFMT (N = 146) (N = 150)
n or mean n or mean RR (95% Cl) or mean
Studies Measure (SD)? (SD)? difference (95% Cl)? n RR (95% Cl)
Systematic reviews
NICE,* 2021
2 RCTs%62 Better continence®
3 mo 59 72 0.80 (0.62 to 1.04) 80 0.74 (0.58 to 0.95)
12 mo 47 48 0.96 (0.69 to 1.34) 49 0.97 (0.69 to 1.34)
No bothersome symptoms®
3 mo 49 71 0.68 (0.51 to 0.90) 66 0.75 (0.56 to 1.00)
12 mo 52 59 0.86 (0.64 to 1.16) 49 1.07 (0.78 to 1.47)
> 75% reduction weekly
incontinence episodes
3 mo 69 68 0.99 (0.78 t0 1.27) 80 0.87 (0.69 to 1.34)
12 mo 51 54 0.93 (0.68 to 1.26) 52 0.99 (0.72 to 1.35)
Change in UIQ score (possible -31.4 (50)? -32.1(38.4)? 0.70 (-9.46 to 10.86)? — —
range 0-300), 3 mo
Change in UDI score (possible -33.9(38.5)* -30.7(33.4)? -3.20(-11.42 t0 5.02)? — —
range 0-300), 3 mo
Change in QUID stress score -4.2 (6.2)? -4.0 (3.6)? -0.20 (-1.35 to 0.95)? — —
(possible range 0-15), 3 mo
RCTs
None — — — — — —

Abbreviations: Cl, confidence interval; PFMT, pelvic floor muscle training; PFDI, Pelvic Floor Distress Inventory; PGI-I, Patient Global Impression
of Improvement; QUID, Questionnaire for Urinary Incontinence Diagnosis; RR, risk ratio; SD, standard deviation; UDI, urinary distress inventory;
ulQ, Urinary Impact Questionnaire.

2Denotes the value is the second of the 2 types listed for the column, i.e., mean (SD) or mean difference (95%Cl).

Improved PGI-I score.

¢Using UDI subscale (of PFDI).

Source: Data from Ontario Health.>°

ONTARIO HEALTH, AUGUST 2024 29



Electrical Stimulation

Although most evidence showed no significant difference in symptom improvement between groups
treated with pelvic floor muscle training and those treated with electrical stimulation (Table 5); Stewart
et al®® found that more women reported being cured with pelvic floor muscle training than did with
electrical stimulation treatment (RR 1.75, 95% Cl 1.15 to 2.68).

In the additional randomized controlled trial®” that was identified in our literature search, after women
underwent 8 weeks of treatment with either pelvic floor muscle training or electrical stimulation, there
was no significant difference in treatment group proportions of those reporting improvement in
symptoms (P = .83) or being cured (P = .83).

We rated the overall quality of evidence (GRADE) as Very low, downgrading for risk of bias and
imprecision (Table A6, Appendix 4).

Table 5: Summary Results for PFMT Versus Electrical Stimulation — Improvement of
Symptoms (Women, Stress Urinary Incontinence)

Effect estimate

Electrical
PFMT, stimulation, Relative, Absolute,
Studies Measure n/N (%) n/N (%) ratio (95% Cl) per 1,000 (95% Cl) GRADE®
Systematic reviews
NICE,* 2021
Imamura et al,® 2010
5RCTs Cure rate 15/62 (24.2) 7/62 (11.3) OR 2.65 (0.82t0 8.60) 139 (-18 to 410) Very low
6 RCTs Improvement 69/92 (75) 57/98 (58.2) OR2.18 (0.76 t0 6.28) 170 (-68 to 316) Very low
rate
Stewart et al,®® 2017
4 RCTs Subjective cure  36/71 (50.7) 21/72 (29.2) RR1.75(1.15t02.68) 219 (44 to 490) Very low
7 RCTs Subjective cure 79/118 (66.9)  73/126 (57.9) RR1.18 (0.97 t0 1.43) 104 (-17 to 249) Very low
i(:;provement
rate
RCTs
Sahin et al,*” 2022 Cure 12/17 13/17 NR NR NA
Improvement 4/17 3/17 NR NR NA
Cure 10/172 13/17 NR NR NA
Improvement 3/17° 6/17 NR NR NA

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; NA, not applicable; NR,
not reported; OR, odds ratio; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; RR, risk ratio.

aThe intervention for these values was PFMT in addition to electrical stimulation.

®NICE! GRADE ratings.

For pelvic floor muscle training in combination with electrical stimulation, Sahin et al*’ reported no
significant difference in number of women who reported improvement of their symptoms (P = .83; see
also Table 5) or cure (P = .83) in comparison with electrical stimulation alone.

We rated the overall quality of evidence (GRADE) as Very low, downgrading for risk of bias and
imprecision (Table A7, Appendix 4).
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Magnetic Stimulation

Dudoniene et al*® found no significant difference in change in self-reported symptom severity between
women who underwent pelvic floor muscle training compared with those who underwent magnetic
stimulation treatment (International Consultation on Incontinence Questionnaire—Short Form score:

P =.51, Incontinence Impact Questionnaire score: P =.70; Table 6).

We rated the overall quality of evidence (GRADE) as Very low, downgrading for risk of bias and
imprecision (Table A8, Appendix 4).

Table 6: Summary Results for PFMT Versus Magnetic Stimulation — Improvement of
Symptoms (Women, Stress Urinary Incontinence)

PFMT, Magnetic stimulation, Comparison between
Studies Measure mean difference? (SD) mean difference® (SD)  groups, P value
Systematic reviews
None — — — —
RCTs
Dudoniene et al,*® 2023 Symptom severity (ICIQ-SF) 4.67 (2.99) 4.08 (3.08) .51
Symptom severity (11Q-7 score)  22.50 (19.26) 20.58 (14.57) .70

Abbreviations: ICIQ-SF, International Consultation on Incontinence Questionnaire—Short Form; 11Q-7, Incontinence Impact Questionnaire; PFMT,
pelvic floor muscle training; SD, standard deviation.
2Mean difference = pre score — post score.

Vaginal Cones

There was no significant difference in symptom improvement between pelvic floor muscle training and
treatment with vaginal cones (Table 7). Taking into account the variation of quality of evidence (GRADE)
reported by NICE,* which ranged from Very low to Low, and downgrading for risk of bias and imprecision
(Table A9, Appendix 4), we rated the overall quality of evidence as Very low.
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Table 7: Summary Results for PFMT Versus Vaginal Cones — Improvement of
Symptoms (Women, Stress Urinary Incontinence)

Effect estimate

Vaginal cone, Relative, Absolute, per
Studies Measure PFMT, n/N (%) n/N (%) ratio (95% Cl) 1,000 (95% Cl) GRADE?
Systematic reviews
NICE,* 2021
Herbison et al,%*2013
6 RCTs No subjective  73/180 (40.6) 68/178 (38.2) RR 1.03 (0.8 to 1.33) 11 (-76 to 126) Very low
improvement
or cure
5RCTs No subjective  128/169 (75.7) 129/169 (76.3) RR 0.99 (0.88 to 1.12) -8(-92t092) Low
cure
Imamura et al,®° 2010
3 RCTs Cure rate 6/12 (5.0) 11/124 (8.9) OR0.61 (0.09 to 3.95) -33(-80t0189)  Very low
5 RCTs Improvement  110/167 (65.9) 108/164 (65.9) OR 1.01 (0.52 to 1.95) 2 (-158 to 131) Very low
rate
RCTs
None - — - - - -

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; OR, odds ratio; PFMT,
pelvic floor muscle training; RCT, randomized controlled trial; RR, relative risk.
2NICE*! GRADE ratings.

Quality of Life
PFMT Versus No Treatment (or Inactive Control)

Moroni et al®® found that incontinence-specific quality of life was significantly better for people who
underwent pelvic floor muscle training when compared with no treatment (or inactive controls)
(Table 8).

GRADE ratings from systematic reviews on improvement in quality of life ranged from Very low to
Moderate. Taking this variation (Table 8) into consideration, noting that a scale specific to incontinence
was included in only 1 review,% and downgrading for risk of bias and imprecision, we rated the overall
quality of evidence (GRADE) as Very low (Table A4, Appendix 4).
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Table 8: Summary Results for PFMT Versus No Treatment (or Inactive Controls) -
Quality of Life (Women, Stress Urinary Incontinence)

Effect estimate

No
PFMT, treatment, Absolute, mean difference
Studies Measure n n Relative (95% ClI); in favour of® GRADE
Systematic reviews
NICE,* 2021
Dumoulin et al,>°2018
3 RCTs King's Health 80 65 — 1.81 (-3.40 to 7.03); no Moderate
Questionnaire general treatment
health score
Imamura et al,® 2010
1RCT Social Activity Index 25 30 — 0.80 (0.08 to 1.52); PFMT Very low
1RCT Quality of Life Scale 25 30 — 4.90 (-0.80 to 10.60); PFMT  Very low
(Norwegian)
Moroni et al,®> 2016
2 RCTs Incontinence-specific 34 33 — -1.24 (-1.77 to -0.71); Very low
quality of life PFMT
RCTs
None — — — — — —

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor
muscle training; RCT, randomized controlled trial.

aSince positive and negative mean difference values have different meanings for the tools and scores used to assess quality of life, the
treatment for which the direction of movement (i.e., the mean difference value) is in favour is included alongside.

®NICE! GRADE ratings.

PFMT Versus Other Conservative Treatments
Usual Care

Women who underwent antenatal pelvic floor muscle training for fecal or urinary incontinence
treatment reported better overall quality of life than those who received usual care; however, quality of
life was not significantly different for postnatal pelvic floor muscle training compared with usual care
(Table 9).

ONTARIO HEALTH, AUGUST 2024 33



Table 9: Summary Results for PFMT Versus Usual Care — Quality of Life (Women,
Urinary Incontinence)

Effect estimate

PFMT, Other, Absolute, mean difference
Studies Measure n n Relative (95% ClI); in favour of® GRADE®
Systematic reviews
NICE,* 2021
Woodley et al,*¢ 2020
1RCT Urinary incontinence—specific 20 21 — -3.5(-6.13 to -0.87); PFMT Very low
(ICIQ-SF), antenatal
1RCT Incontinence-specific (BFLUTS), 9 9 -1.66 (-3.51t0 0.19) Very low
postnatal
RCTs
None - - - - - -

Abbreviations: BFLUTS, British Female Lower Urinary Tract Symptoms questionnaire; Cl, confidence interval; GRADE, Grading of
Recommendations Assessment, Development, and Evaluation; ICIQ-SF, International Consultation on Incontinence Questionnaire—Short Form;
PFMT, pelvic floor muscle training; RCT, randomized controlled trial.

aSince positive and negative mean difference values have different meanings for the tools and scores used to assess quality of life, the
treatment that the direction of movement (i.e., the mean difference value) is in favour of is included alongside.

®NICE! GRADE ratings.

NICE rated the quality of the evidence (GRADE) as Very low, downgrading for risk of bias and imprecision
(Table A10, Appendix 4).

Electrical Stimulation

Overall, women with stress urinary incontinence who underwent pelvic floor muscle training had
significantly better quality of life scores than those who received electrical stimulation (Table 10).

Sahin et al*” reported no significant difference in quality of life between women with stress urinary
incontinence who received pelvic floor muscle training and those who underwent electrical stimulation.
Both type of treatments yielded symptom improvements: There were significant differences between
pre- and postintervention scores within groups (P < .001 for both). Similarly, Sahin et al*” reported no
significant difference in quality of life between pelvic floor muscle training in combination with electrical
stimulation and electrical stimulation alone for women with stress urinary incontinence. However, there
were significant differences between pre- and postintervention scores within groups (P < .001 for both).

We rated the overall quality of evidence (GRADE) as Very low, downgrading for risk of bias and
imprecision (Table A6, Table A7, and Table A11; Appendix 4).
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Table 10: Summary Results for PFMT Versus Electrical Stimulation — Quality of Life
(Women, Stress Urinary Incontinence)

Effect estimate

Electrical
PFMT, stimulation, Absolute, mean
Studies Measure median (IQR) median (IQR) Relative difference (95% Cl) Finding
Systematic reviews
NICE,* 2021
Liang et al,*” 2018
172 RCTs (2 RCTs for  ICIQ-SF (lower — NR — -6.96 (-10.2 to -3.72) GRADE®:
electrical better) Very low
stimulation)
172 RCTs (2 RCTs for  ICIQ-SF (lower - NR - -7.12 (-11.08 to -3.16) GRADE®:
electrical better) Very low
stimulation)
RCTs
Sahin et al,>” 2022 King’s Health 2 (1-3.5) 3(1.5-8.5) — — P=.196
Questionnaire,
posttreatment®
King’s Health 2 (0-4)¢ 3(1.5-8.5) — — P=.177
Questionnaire,
posttreatment?

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; ICIQ-SF, International
Consultation on Incontinence Questionnaire—Short Form; IQR, interquartile range; PFMT, pelvic floor muscle training; RCT, randomized
controlled trial.

aNumber of studies in total network meta-analysis.

®NICE! GRADE ratings.

¢PFMT with biofeedback.

4PFMT in combination with electrical stimulation.

elt is specified that the P values (in the table) are for the posttreatment comparison. Pretreatment median (IQR) values are also reported —
PFMT: 10 (7-13); electrical stimulation: 14 (10.5-16), and PFMT plus electrical stimulation: 12 (7-18.5) — but P values for pretreatment
comparisons are not reported.

Vaginal Cones

Quality of life did not significantly change for women who underwent pelvic floor muscle training (with
or without biofeedback) compared with those who received vaginal cones for the treatment of stress
urinary incontinence (Table 11).

Taking variation of quality of evidence (GRADE) ratings (which ranged from Low to Moderate) from
different systematic reviews into consideration, noting the wide confidence interval for 1 set of evidence
(mean difference -0.56, 95% Cl -8.40 to 7.28%), and downgrading for risk of bias, we rated the overall
quality of evidence as Low (Table A6 and Table A12, Appendix 4).
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Table 11: Summary Results for PFMT Versus Vaginal Cones — Quality of Life (Women,
Stress Urinary Incontinence)

Effect estimate

No
PFMT, treatment, Absolute, mean
Studies Measure n n Relative difference (95% Cl) GRADE?
Systematic reviews
NICE,* 2021
Imamura et al,® 2010
2 RCTs King's Health 41 57 — 0.32 (-0.08 to 0.73)° Low
Questionnaire, Social
Activity Index
Moroni et al,®> 2016
2 RCTs King's Health 39 39 — -0.56 (-8.40 to 7.28) Moderate
Questionnaire,
Incontinence-specific
Quality of Life
Liang et al,®” 2018
17¢RCTs (1 RCT for ICIQ-SF — — — 0.01 (-2.62 to 2.64) Low
vaginal cones)
17¢RCTs (1 RCT for ICIQ-SF — — — 0.14 (-3.34 t0 3.62) Low
vaginal cones)
RCTs
None — — — — —

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor
muscle training; ICIQ-SF, International Consultation on Incontinence Questionnaire-Short Form; RCT, randomized controlled trial.

2NICE! GRADE ratings.

bStandardized mean difference.

¢Number of studies in total network meta-analysis.

Satisfaction
PFMT Versus No Treatment (or Inactive Control)

Significantly more women who underwent pelvic floor muscle training were satisfied with treatment
compared with those who had no treatment (Table 12); NICE downgraded for risk of bias and rated
the quality of the evidence (GRADE) as Moderate, (Table A4, Appendix 4); we did not identify any
additional studies.
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Table 12: Summary Results for PFMT Versus No Treatment (or Inactive Control) —
Satisfaction (Women, Stress Urinary Incontinence)

Effect estimate

PFMT, 'lc\lr:atment, Absolute, per 1,000
Studies Measure n/N (%) n/N (%) RR (95% CI) (95% Cl) GRADE?
Systematic reviews
NICE,* 2021
Dumoulin et al,>°2018
2 RCTs Participant- 36/51 (70.6) 7/54 (13.0)  5.32(2.63 t0 10.74) 560 (211 to 1,000) Moderate

perceived
satisfaction

RCTs

None — — — — — —

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor
muscle training; RCT, randomized controlled trial; RR, risk ratio.
2NICE! GRADE ratings.

PFMT Versus Other Conservative Treatments
Pessary

There were no significant differences in satisfaction between treatment with a pessary and treatment
with pelvic floor muscle training at either 3- or 12-month follow-ups (Table 13), while fewer people
treated with pessaries alone were satisfied with treatment at their 3-month follow-up compared with
people who were treated with a pessary and pelvic floor muscle training.®! By the 12-month follow-up,
proportions were similar.5!

Table 13: Summary Results for Pessary Versus PFMT - Satisfaction (Women, Stress
Urinary Incontinence)

Pessary (N=149)  PFMT (N=146) Pessary and PFMT (N=150)
Studies Measure n n RR (95% Cl) n RR (95% Cl)
Systematic reviews
NICE,* 2021
1 RCT®! Satisfaction with
treatment (PSQ)
3 mo 94 110 0.87 (0.75 t0 1.02) 118 0.82 (0.71 to 0.95)
12 mo 75 79 0.97 (0.78 to 1.21) 81 0.95 (0.77 to 1.18)
RCTs
None — — — — — —

Abbreviations: Cl, confidence interval; PFMT, pelvic floor muscle training; PSQ, Patient Satisfaction Questionnaire; RR, risk ratio.
Source: Data from Ontario Health.>°

We rated the overall quality of evidence (GRADE) for pessary compared with pelvic floor muscle
training, and pessary alone compared with pessary plus pelvic floor muscle training as Low, downgrading
for risk of bias (Table A5, Appendix 4).
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Complications

We are only aware of 1 study®® reporting whether adverse events were experienced; Dudoniene et al®®

stated that no adverse events were reported by patients who underwent pelvic floor muscle training
(n = 24) or magnetic stimulation (n = 24).

We rated the overall quality of evidence as Very low, downgrading for risk of bias and imprecision
(Table A8, Appendix 4).

Men
Improvement of Symptoms

PFMT Versus No Treatment

Johnson et al** reported that it was not possible to pool data from the 2 studies®®° that reported
subjectively measured cure or improvement of stress urinary incontinence symptoms between 3 and 6
months after pelvic floor muscle training compared with control; however, descriptive statistics were
reported (Table 14).

Between 3 and 6 months, there was a significant improvement in objectively measured findings of stress
urinary incontinence in men who underwent pelvic floor muscle training compared with those who were
untreated (RR 1.50, 95% Cl 1.33 to 1.69); however, between 6 and 12 months, there was no significant
difference (RR 1.40, 95% CI 0.80 to 2.44).

Johnson et al** did not report GRADE ratings for these outcomes. For subjectively measured outcomes,
we rated the overall quality of evidence as Very low, downgrading for risk of bias and imprecision

(Table A13, Appendix 4). For objectively measured outcomes, we rated the overall quality of evidence as
Very low, downgrading for risk of bias and imprecision (Table A13, Appendix 4).
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Table 14: Summary Results for PFMT Versus No Treatment — Improvement of
Symptoms (Men, Stress Urinary Incontinence)

Effect estimate

PFMT No treatment®
n/N; median n/N; median Relative, ratio Absolute, per
Studies Measure (range) (range) (95% Cl) 1,000
Systematic reviews
Johnson et al,** 2023
Subjectively measured
1 RCTS®8 ICS Male Questionnaire 144/150; 97/150; — —
(completely dry or occasional —(—) — (=)
leakage), 6 mo
1 RCT® IPSS (urinary symptoms), 0 41/—; 40/—; - -
(mild) to 35 (severe), 6 mo 4.0 (0.0-23.0) 4.0 (0.0-18.0)
Objectively measured
2 RCTs5870 Improvement, 24-h pad test, 394 — RR1.50(1.33to 892 for PFMT;
3-6 mo 1.69) 595 for control
2 RCTs8870 Improvement, 24-h pad test, 394 — RR 1.40 (0.80to 1,000 for PFMT;
6-12 mo 2.44) 784 for control
RCTs
None — — — — —

Abbreviations: ICS, International Continence Society; IPSS, International Prostate Symptom Score; PFMT, pelvic floor muscle training; mo,

months; RCT, randomized controlled trial; RR, risk ratio.

2No treatment encompassed control groups that received no instructions®7° or interventions.®®

For pelvic floor muscle training with biofeedback compared with control (placebo therapy), 1 study’*

reported subjective cure or improvement of stress urinary incontinence at 6 months and 12 months, 3
studies’*”? reported objectively measured urinary incontinence findings of symptom improvement or
cure between 3 and 6 months, and 2 studies reported objectively measured findings between 6 and 12
months. Johnson et al** did not report comparative statistics for these studies. For subjectively
measured outcomes, Johnson et al** downgraded for risk of bias and imprecision and rated the quality
of evidence (GRADE) as Very low. For objectively measured outcomes, Johnson et al** downgraded for
risk of bias and rated the quality of evidence as Low (Table A14, Appendix 4).
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Table 15: Summary Results for PFMT With Biofeedback Versus No Treatment —
Improvement of Symptoms (Men, Stress Urinary Incontinence)

Effect estimate

PFMT No treatment?® Absolute,
Studies Measure n/N (%)? n/N (%)° Relative per 1,000
Systematic reviews
Johnson et al,?*2023
Subjectively measured
1RCT™ Cure (visual analog 29/50 (57) 27/52 (52) — —
scale), 6 mo
Cure (visual analog 26/50 (52) 22/52 (42) — —
scale), 12 mo
Objectively measured
<6 mo
3 RCTs™%73 8 g orless on 24-h pad 41/94 (44) 32/80 (40) — —
test, 16 wk’?
No leakage for 3 d 21/60 (35) 32/60 (53) — —
(consecutive) on 24-h
pad test, 6 mo”®
Urine loss, 24-h pad test, Mean5g(n=502 Mean3g(n=52) — —
6 mo’*
12 mo
2 RCTs 7472 8 g or less on 24-h pad 53/89 (60) 47/78 (64) — —
test, 12 mo’?
Urine loss, 24-h pad test, Mean 8 g (n=50)* Mean 3 g (n=50)° — —
12 mo”*
RCTs
None — — — — —

Abbreviations: d, days; h, hours; mo, months; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; wk, weeks.
2No treatment encompassed control groups that received no intervention,” placebo therapy,’ or only written and verbal instructions.”?
bUnless noted otherwise.

Quality of Life

PFMT Versus No Treatment

Johnson et al** identified 3 studies® 7475 that reported quality of life between 3 and 6 months after
pelvic floor muscle training compared with control (no intervention®7 or verbal and written
instruction’®) but with inconsistent findings (i.e., suggesting slight improvement, no difference, and a

negative effect on quality of life for men undertaking pelvic floor muscle training; Table 16). Johnson
et al** reported descriptive statistics but did not report comparative statistics.

No studies reported data on quality of life between 6 and 12 months.

Johnson et al** did not report GRADE ratings for this outcome. We rated the quality of evidence as
Very low, downgrading for risk of bias and inconsistency (Table A13, Appendix 4).
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Table 16: Summary Results for PFMT Versus No Treatment — Quality of Life (Men,
Stress Urinary Incontinence)

Effect estimate

PFMT No treatment®
n/N; median (IQR n/N; median (IQR or Relative, ratio  Absolute,
Studies Measure or range) range) (95% Cl) per 1,000
Systematic reviews
Johnson et al,** 2023
1 RCT® ICIQ-SF? Median 3.0 (range Median 4.0 (range 0— — —
0-16.0); n =41 21); n=40
1RCT7 Number responding yesto ~ 3/18 3/21 — —
Symptom Inventory
question 1°¢
1RCT7 EPIC-26 incontinence Median 6 (IQR 3, Median 9 (IQR 1, range — —
subscaled range 0-9); n=19 7-10),n=15
RCTs
None — — — — —

Abbreviations: EPIC, Expanded Prostate Cancer Index Composite; ICIQ-SF, International Consultation on Incontinence-Short Form; PFMT, pelvic
floor muscle training.

2No treatment encompassed control groups that received no intervention® or only written and verbal instructions.”

bPossible score range is 0-21, and lower is better.

¢Symptom Inventory Question 1: “Does urine leakage affect your life?”

dLower score is worse.

Complications

One study’ reported that 1 patient complained of rectal pain during pelvic floor muscle training
exercises. No adverse events were reported in the control group. No numerical descriptive data were
reported by Johnson et al.3* Johnson et al** downgraded for risk of bias and imprecision and rated the
quality of evidence (GRADE) as Very low (Table A13, Appendix 4).

Another’? reported no adverse events were experienced by either men who underwent pelvic floor
muscle training plus biofeedback or men in the control group. Johnson et al rated the quality of
evidence as Very low, downgrading for risk of bias and imprecision (Table A14, Appendix 4).

Fecal Incontinence

Adults

Improvement of Symptoms

Forte et al*’ identified 2 randomized controlled trials’®’” that reported on symptom improvement; we
did not identify any additional studies. Overall, there were no significant differences between pelvic
floor muscle training with biofeedback when compared with standard care (Table 17).

We rated the overall quality of evidence (GRADE) as Very low, downgrading for risk of bias and
imprecision (Table A15, Appendix 4).
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Table 17: Summary Results for PFMT Plus Biofeedback Versus Standard Care —
Improvement of Symptoms (Adults, Fecal Incontinence)

Comparison
Systematic review PFMT with biofeedback, Standard care, between groups,
information Measure mean (SD)? mean (SD) 2 P value
Systematic reviews
Forte et al,*” 2016
1RCT”? Self-assessed score of treatment 2.3(1.5) 1.7 (2.0) .06
effectiveness®
Self-assessed symptom change (very n (%): 15 (22), 35 (52), 17 n (%): 13 (17), 34 13
improved, improved, stable, worse) (25),0(0) (45), 23 (31),5(7)
Cleveland Clinic Fecal Incontinence Score 10.1(3.9) 10.7 (3.8) 41
Knowles-Eccersley-Scott-Symptom 7.0(7.5) 10.1(7.7) .38
Questionnaire for Constipation
SF-12¢ NR NR NR
1RCT?® Self-assessed score of treatment NR NR .54
effectiveness® and symptom change (very
improved, improved, stable, worse)
Frequency of bowel actions per day NR NR 71
Vaizey Fecal Incontinence Score NR NR .54
Proportion taking antidiarrheal medication NR NR 71
SF-36,4 any domain NR NR NR
Hospital Anxiety and Depression scale NR NR .53
score, anxiety
Hospital Anxiety and Depression scale NR NR .46
score, depression
RCTs
None — — — —

Abbreviations: PFMT, pelvic floor muscle training; SF-12, Short-Form 12; SF-36, Short-Form 36.
aUnless noted otherwise.

”u " u;

bPatient’s own view of effectiveness of treatment was rated as “worse,” “same,” “improved,” or “cured,” and rated change on ordinal scale of
-5 to +5.

¢Medical Outcomes Study 12-item health survey.

9Medical Outcomes Study 36-item health survey.

Pelvic Organ Prolapse
Women
Improvement of Symptoms

PFMT Versus No Treatment (or Inactive Control)

For this outcome, NICE assessed 2 systematic reviews and 2 randomized controlled trials; we did not
identify any additional studies.

In general, patients who underwent pelvic floor muscle training showed significant improvement in their
symptoms compared to no treatment (or inactive control).! For example, Hagen et al”® showed that
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statistically significantly fewer women in the pelvic floor muscle training study group self-reported no
improvement in their prolapse symptoms (RR 0.48, 95% Cl 0.26 to 0.91; Table 18).

Taking this wide variation of GRADE ratings (ranging from Very low to High) into consideration, noting
the narrow 95% confidence intervals reported for several effect estimates by Hagen et al,”® and
downgrading for risk of bias, we rated the overall quality of evidence as Moderate (Table A16,
Appendix 4).
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Table 18: Summary Results for PFMT Versus No Treatment (or Inactive Control) — Improvement of Symptoms (Women,
Pelvic Organ Prolapse)

Effect estimate

Relative, ratio (95%

Absolute, per 1,000 (95% Cl)

Studies Measure PFMT, n/N (%) No treatment, n/N (%) Cl) unless otherwise indicated GRADE?
Systematic reviews
NICE,! 2021
1RCT” Recurrence of symptoms, 6 mo 13/71 (18.3) 16/73 (21.9) RR 0.84 (0.43 to 1.61) -35(-125to 134) Very low
Sensation of vaginal bulge, VAS 0-100, 6 mo 73 75 — MD 1.4 (-4.02 to 6.82) Low
Improvement in symptoms, 6 mo 62/69 (89.9) 68/72 (94.4) RR 0.95 (0.86 to 1.05) -47 (-132to 47) Low
1 RCT®° POPDI,260d 47 43 — MD -1.32 (-3 to 0.36) Low
CRADI-8,260 d 47 43 — MD -0.57 (-3.14 to 2) Low
UDI-6,60 d 47 43 — MD -5.66 (-9.85 to -1.47) Low
PFDI-20,2 60 d 47 43 — MD -7.55 (-13.9 to -1.2) Low
Hagen et al,’® 2011
1RCT Self-reported, no improvement 7/19 (36.8) 16/21 (76.2) RR 0.48 (0.26 to 0.91) -396 (-564 to -69) Moderate
1RCT Prolapse symptom score? 17 20 — MD -3.37 (-6.23 to -0.51) Moderate
1RCT Prolapse interference with everyday life? 19 21 — MD -0.05 (-0.67 to 0.57) High
1RCT Increased bother due to bowel emptying 11/25 (44.0) 7/15 (46.7) RR 0.94 (0.47 to 1.90) -28 (-247 to 420) Low
difficulty
1RCT Increased bother due to flatus leakage 16/34 (47.1) 18/23 (78.3) RR 0.68 (0.46 to 0.99) -250 (-423 to -8) Moderate
1RCT Increased bother due to loose fecal incontinence ~ 5/14 (35.7) 10/10 (100) RR 0.38 (0.20 to 0.76) -620 (-800 to -240) High
1RCT Increased bother due to solid fecal incontinence 1/3 (33.3) 1/2 (50) RR 0.67 (0.08 to 5.54) -165 (-460 to 1,000) Low
2 RCTs POP-Q stage not improved 53/69 (76.8) 55/59 (93.2) RR 0.83 (0.71 to 0.96) -158 (-270 to -37) Very low
1RCT ICIQ-UI (change score)? 19 20 — MD -1.79 (-3.68 t0 0.1) High
1RCT Mean bladder symptom score? 27 20 — MD -9.22 (-10.68 to -7.76) Moderate
Ge et al,?1 2020
5RCTs Self-reported change in symptoms (better) — — RR 2.90 (1.72 to 4.89) — Very low
4 RCTs Self-reported change in symptoms (same) — — RR 0.7 (0.45 to 1.09) — Very low
4 RCTs Self-reported change in symptoms (worser) — — RR 0.67 (0.22 to 2.03) — Very low
5 RCTs POP-SS? — — — SMD -0.24 (-0.71 to 0.22) Very low
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Effect estimate

Relative, ratio (95%

Absolute, per 1,000 (95% Cl)

Studies Measure PFMT, n/N (%) No treatment, n/N (%) cl) unless otherwise indicated GRADE?
4 RCTs POPDI? — — — SMD -0.14 (-0.43 to 0.15) Very low
4 RCTs CRADI-82 — — — SMD -0.03 (-0.16 to 0.11) Moderate
4 RCTs uDI-6° — - — SMD -0.17 (-0.43 t0 0.1) Low

RCTs

None — — — — — —

Abbreviations: Cl, confidence interval; CRADI-8, Colorectal Anal Distress Inventory Questionnaire; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; ICIQ-UI,
International Consultation on Incontinence Questionnaire — Urinary Incontinence; MD, mean difference; NICE, National Institute for Health and Care Excellence; POPDI, Pelvic Organ Prolapse Distress
Inventory Questionnaire; POP-Q, Pelvic Organ Prolapse Quantification System; POP-SS, Pelvic Organ Prolapse Symptom Score; RR, risk ratio; RCT, randomized controlled trial; SMD, standardized mean

difference; UDI-6, Urinary Distress Inventory Short Form Questionnaire.
2NICE* GRADE ratings.
®Lower score is better.
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PFMT Versus Other Conservative Treatments
Pessary

Panman et al®? compared treatment with a pessary with pelvic floor muscle training. At 12 and 24
months, there were significant differences in symptom improvement with pessary use when compared
with pelvic floor muscle training (Table 19). We rated the quality of the evidence (GRADE) as Low,
downgrading for risk of bias (Table A17, Appendix 4).

Panman et al® also found a significant difference with pessary for improved sexual function when
compared with pelvic floor muscle training at 3, 12, and 24 months (Table 19). We rated the quality of
the evidence as Low, downgrading for risk of bias (Table A17, Appendix 4).

Table 19: Summary Results for Pessary Versus PFMT — Improvement of Symptoms
(Women, Pelvic Organ Prolapse)

PFMT, mean Pessary, mean Mean difference (95%

Studies Measure difference (SD) difference (SD) Cl)

Systematic reviews

NICE,% 2021

1 RCT#? PFDI, 3 mo NR NR 0.50 (-8.79 t0 9.79)

PFDI, 12 mo NR NR 4.40 (-4.86 to 13.66)
PFDI, 24 mo NR NR 6.90 (-1.31to0 15.11)
CRADI, 3 mo NR NR 2.00 (-1.83 t0 5.83)
CRADI, 12 mo NR NR 1.10(-2.67 t0 4.87)
CRADI, 24 mo NR NR 2.10(-1.27 to 5.47)
uDlI, 3 mo NR NR -3.60 (-8.21t0 1.01)
UDI, 12 mo NR NR -0.50 (-5.05 to 4.05)
UDI, 24 mo NR NR -1.00 (-5.04 to 3.04)
POPDI, 3 mo NR NR 2.90 (-0.62 to 6.42)
POPDI, 12 mo NR NR 4.10 (0.64 to 7.56)
POPDI, 24 mo NR NR 4.70 (1.61 to 7.79)
Sexual function (P1SQ), 3 mo NR NR 2.70 (0.87 to 4.53)
Sexual function (P1SQ), 12 mo NR NR 2.60 (0.88 to 4.32)
Sexual function (P1SQ), 24 mo NR NR 1.30(0.25 to 2.35)

RCTs

None — — — —

Abbreviations: Cl, confidence interval; CRADI, Colorectal Anal Distress Inventory; mo, months; NR, not reported; PFDI, Pelvic Floor Distress
Inventory; PFMT, pelvic floor muscle training; PISQ, Pelvic Organ Prolapse/Urinary Incontinence Sexual Questionnaire; POPDI, Pelvic Organ
Prolapse Distress Inventory; SD, standard deviation; UDI, Urogenital Distress Inventory.

Source: Data from Ontario Health.*°

Quality of Life
PFMT Versus No Treatment

Women who underwent pelvic floor muscle training had significantly better quality of life scores in
comparison with women who did not undergo treatment (Table 20).
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NICE! downgraded for risk of bias and rated the quality of the evidence as Moderate (Table A16,
Appendix 4).

Table 20: Summary Results for PFMT Versus No Treatment — Quality of Life (Women,
Pelvic Organ Prolapse)

No Mean difference
Studies Measure PFMT, n treatment,n  (95% Cl) GRADE?

Systematic reviews

NICE,* 2021
Hagen et al,”® 2011
1RCT Ditrovie quality of life score 27 20 -0.95 (-1.57 to 0.34) Moderate

RCTs

None — — — —

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor
muscle training; NICE, National Institute for Health and Care Excellence; RCT, randomized controlled trial.
2NICE! GRADE ratings.

PFMT Versus Other Conservative Treatments
Pessary

Panman et al®? found no significant difference between quality of life after pessary use alone when
compared with pelvic floor muscle training at 3, 12, or 24 months (Table 21).

We rated the quality of the evidence as Low, downgrading for risk of bias (Table A17, Appendix 4).

Table 21: Summary Results for Pessary Versus PFMT — Quality of Life (Women, Pelvic
Organ Prolapse)

Studies Measure PFMT, n Pessary, n Mean difference (95% Cl)

Systematic reviews

NICE,% 2021
1 RCT®2 PFDI, 3 mo NR NR 1.30 (-6.25 to 8.85)
PFDI, 12 mo NR NR -4.20 (-11.28 to 2.88)
PFDI, 24 mo NR NR 2.10 (-4.48 t0 8.68)
RCTs
None — - — —

Abbreviations: Cl, confidence interval; mo, months; NR, not reported; PFDI, Pelvic Floor Distress Inventory; PEMT, pelvic floor muscle training;
RCT, randomized controlled trial.
Source: Data from Ontario Health.3°
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Satisfaction
PFMT Versus No Treatment

Hagen et al”® reported a significantly better score for women’s satisfaction with pelvic organ prolapse
treatment for women who received pelvic floor muscle training compared with those who did not
undergo treatment (or inactive control) (Table 22).

NICE! downgraded for risk of bias and rated the quality of the evidence as Moderate (Table A16,
Appendix 4).

Table 22: Summary Results for PFMT Versus No Treatment — Satisfaction (Women,
Pelvic Organ Prolapse)

Mean difference
Studies Measure PFMT, n No treatment,n  (95% Cl) GRADE?

Systematic reviews

NICE,* 2021
Hagen et al,”® 2011

1RCT Satisfaction with treatment, 27 20 -3.22(-3.79t0-2.65) Moderate
scored from 0-10, lower is
better
RCTs
None — — — —

Abbreviations: Cl, confidence interval; GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor
muscle training; NICE, National Institute for Health and Care Excellence; RCT, randomized controlled trial.
2NICE*! GRADE ratings.

PFMT Versus Other Conservative Treatments

No studies were identified.

Complications

PFMT Versus No Treatment

No studies were identified.

PFMT Versus Other Conservative Treatments
Pessary

Panman et al® found a significant difference favouring pelvic floor muscle training over pessary use on
adverse events at 24 months in people with pelvic organ prolapse (Table 23).

We rated the overall quality of evidence (GRADE) as Very low, downgrading for risk of bias and
imprecision (Table A17, Appendix 4).
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Table 23: Summary Results for Pessary Versus PFMT — Complications (Women, Pelvic
Organ Prolapse)

Studies Measure PFMT, n/N (%) Pessary, n (%) RR (95% Cl)

Systematic reviews

NICE,% 2021
1 RCT® Adverse events? 0/57 (0) 21/35 (60) 0.02 (0.00 to 0.37)

Vaginal discharge 0 14
Increase of urinary incontinence 0 5
Irritation or erosion of vaginal 0 10
walls

RCTs

None — — — —

Abbreviations: Cl, confidence interval; PFMT, pelvic floor muscle training; NICE, National Institute for Health and Care Excellence; RCT,
randomized controlled trial; RR, risk ratio.

2More than 1 option is possible.

Source: Data from Ontario Health.?°

Men

We did not identify any studies that examined the use of pelvic floor muscle training with men with
pelvic organ prolapse (e.g., rectal prolapse).

Ongoing Studies

We are aware of the following ongoing studies that have potential relevance to this review:
e The Effect of Pelvic Floor Muscle Training for Urinary Incontinence in Nepalese Women
https://clinicaltrials.gov/study/NCT05618886

e Effect of Pelvic Floor Muscle Training on Urinary Incontinence Reports in Obese Women Undergoing
a Low Calorie Diet https://clinicaltrials.gov/study/NCT04159467

e Additional Effects of Aerobic and Resistance Exercises to Pelvic Floor Muscle Training After Radical
Prostatectomy https://clinicaltrials.gov/study/NCT06126874

e Comparison of Pelvic Floor Therapy and Yoga on Stress Urinary Incontinence
https://clinicaltrials.gov/study/NCT05253898

Discussion

Stress Urinary Incontinence

The evidence showed that pelvic floor muscle training was effective in improving stress urinary
incontinence symptoms for women.! Kenton et al®? noted that both the pessary and pelvic floor muscle
training groups had clinically meaningful within-group improvement on every symptom measure;
however, improvements did not differ significantly between the 2 treatment arms. Given this,

Kenton et al®? concluded that both pelvic floor muscle training and pessaries have a clinically important
role in the treatment of stress urinary incontinence.®? Patients may see symptom improvement with
either treatment modality, and individual patient characteristics and preferences can inform decisions
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among nonsurgical treatment options.®? For men, there was a large amount of heterogeneity in
methodology and findings.3* Johnson et al** concluded that results from the body of evidence were
likely imprecise, because most studies were small and had few participants. In addition, the findings may
not be generalizable to men who underwent procedures other than radical prostatectomy

(i.e., transurethral resection of the prostate).3*

Fecal Incontinence

Pelvic floor muscle training was found to be effective for women with loose fecal incontinence or flatus
leakage — a finding which provided support for the NICE recommendation for pelvic floor muscle training
for this clinical population?; however, there was uncertainty about the effectiveness of pelvic floor
muscle training for solid fecal incontinence, since it was found to be uncommon in women with pelvic
organ prolapse. Thus, no recommendation was made by NICE committee with respect to solid fecal
incontinence in women.?

Pelvic floor muscle training was not found to be more effective than standard care in improving
symptoms; however, Forte et al ¥’ noted that drawing conclusions for fecal incontinence from the
findings of the studies was made difficult by the fact that different protocols were used — timing,
intensity, type, and duration of pelvic floor muscle training and type of treatment for standard care
(e.g., dietary fiber and stool-modifying drugs in 1 study and advice in the other). Forte et al*’ also noted
that baseline patient information, etiology, and short-term follow-up were incompletely reported by
studies included in their review.

Pelvic Organ Prolapse

The body of evidence included trials with people for whom pelvic organ prolapse surgery was indicated
(i.e., with more severe symptoms that may respond less to pelvic floor muscle training).! Because people
undergoing treatment with a pessary had a significantly greater reduction in prolapse-specific symptoms
compared with people in the pelvic floor muscle training group, Panman et al® suggested that people
with typical prolapse symptoms benefit more from pessary treatment than from pelvic floor muscle
training, which is plausible given that pessaries redress prolapse directly. Panman et al®? also found that
more people reported 1 or more complications with pessary treatment compared with people
undergoing pelvic floor muscle training.2? Symptom improvement was reported most in women with
prolapse that did not extend below the hymen (stage 1 or 2 pelvic organ prolapse stage measured by
the Pelvic Organ Prolapse Quantification), and as such, the NICE recommendation was limited to women
with stage 1 or 2 pelvic organ prolapse.! The NICE expert committee agreed that subjective measures
are particularly important as they may indicate participants’ perceptions of success which may
subsequently benefit their quality of life.?

Comment Regarding Blinding in Trials of PFMT

Most studies included in this HTA were at high risk of performance bias because the nature of pelvic
floor muscle training often meant that it would have been impossible to blind the participants and the
providers of the treatments in each arm. It is highly unlikely that double blinding can be achieved due to
the nature of this intervention.
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Strengths and Limitations

Strengths of our analysis:

e We leveraged existing research and expanded the clinical population of interest (stress urinary
incontinence postprostatectomy for men and fecal incontinence for men and women).

e We incorporated an analysis of quantitative preference evidence.
Limitations of our analysis:

e No studies with eHealth, i.e., internet-delivered pelvic floor muscle training, were included;
however, eHealth is a rapidly expanding area in pelvic floor muscle training for pelvic organ
prolapse, stress urinary incontinence, and fecal incontinence. As more studies on this topic are
published in the future, we may expand the comprehensiveness of this HTA.

Conclusions

Stress Urinary Incontinence

Women

For women with stress urinary incontinence:

® In comparison with no treatment, pelvic floor muscle training
o Likely results in a large reduction in symptoms
o May improve quality of life, but the evidence is very uncertain
o Likely results in a large increase in satisfaction

e In comparison with treatment with a pessary, pelvic floor muscle training
o May result in little to no difference in symptoms
o May result in little to no difference in satisfaction

e In comparison with treatment with a pessary, pelvic floor muscle training in addition to treatment
with a pessary
o May result in little to no difference in symptoms
o May result in little to no difference in satisfaction

e In comparison with electrical stimulation therapy, pelvic floor muscle training
o May have little to no effect on symptoms, but the evidence is very uncertain
o May have little to no effect on quality of life, but the evidence is very uncertain

e In comparison with electrical stimulation therapy, pelvic floor muscle training with biofeedback
o May improve quality of life, but the evidence is very uncertain
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In comparison with electrical stimulation therapy, pelvic floor muscle training in addition to

electrical stimulation

o

o

May have little to no additional effect on symptoms, but the evidence is very uncertain
May have little to no additional effect on quality of life, but the evidence is very uncertain

In comparison with magnetic stimulation therapy, pelvic floor muscle training

o

o

May have little to no effect on symptoms, but the evidence is very uncertain
May have little to no effect on complications, but the evidence is very uncertain

In comparison with treatment with a vaginal cone, pelvic floor muscle training

o

o

May have little to no effect on symptoms, but the evidence is very uncertain
May result in little to no difference (without biofeedback) or no difference (with biofeedback) in
quality of life

For prenatal women with stress urinary incontinence or fecal incontinence:

In comparison with usual care, pelvic floor muscle training:

o

May improve quality of life, but the evidence is very uncertain

Men

For men with stress urinary incontinence postprostatectomy:

e In comparison with no treatment, sham treatment, or verbal/written instructions, pelvic floor
muscle training

o

o

o

May have little to no effect on symptom improvement, but the evidence is very uncertain
May have little to no effect on quality of life, but the evidence is very uncertain
May show little to no difference in the occurrence of complications, but the evidence is

very uncertain

e In comparison with no treatment, sham treatment, or verbal/written instructions, pelvic floor
muscle training with biofeedback
o May result in little to no difference in symptom improvement
o May show little to no difference in the occurrence of complications but the evidence is
very uncertain

Fecal Incontinence

For men or women with fecal incontinence:

® In comparison with standard care, pelvic floor muscle training
o May have little to no effect on symptoms, but the evidence is very uncertain
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Pelvic Organ Prolapse

For women with pelvic organ prolapse:

® In comparison with no treatment, pelvic floor muscle training
o Likely reduces symptom severity
o Likely improves quality of life
o Likely improves patient satisfaction

e In comparison with treatment with a pessary, pelvic floor muscle training
o May not reduce symptom severity
o May not improve sexual function
o May have fewer associated complications, but the evidence is very uncertain
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Economic Evidence

Research Question

What is the cost-effectiveness of pelvic floor muscle training compared with no treatment or
conservative usual care for the treatment of people with stress urinary incontinence, fecal incontinence,
or pelvic organ prolapse?

Methods

Economic Literature Search

Using the same search criteria as those used in the NICE systematic review,* with the exception of date
range (NICE search date range: January 1, 1980, to February 2021), we performed an economic
literature search on June 6, 2023, to retrieve studies published since January 1, 2021. We used the Ovid
interface in the following databases: MEDLINE, Embase, the Cochrane Central Register of Controlled
Trials, and the Cochrane Database of Systematic Reviews. We also used the EBSCOhost interface to
search the Cumulative Index to Nursing & Allied Health Literature (CINAHL).

Because the 2021 NICE systematic review scope was limited to studies with women,! a supplemental
search was run in the same databases listed above and in the National Health Service Economic
Evaluation Database (NHS EED), using filters*®*° to capture studies with other genders and expanded
concept scopes (e.g., prostatectomy and transgender) published from January 1, 1980, to June 6, 2023.
In addition, we screened the list of studies excluded from the 2021 NICE review to identify any studies
that included men.

Database auto-alerts in MEDLINE, Embase, and CINAHL were monitored until August 2023. We also
performed a targeted grey literature search following a standard list of websites developed internally,
which includes the International HTA Database and the Tufts Cost-Effectiveness Analysis Registry (see
Appendix 1 for our literature search strategies, including all search terms).

Eligibility Criteria
Studies

Inclusion Criteria

e English-language full-text papers
e Studies published since January 1, 2010 (because costs from earlier economic evaluations would be
outdated; thus, their findings may be less applicable)

e Cost—benefit, cost-effectiveness, or cost—utility analyses

Exclusion Criteria

e Reviews, editorials, case reports, commentaries, and abstracts, conferences abstracts, letters

e Cost analyses and cost-minimization analyses
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Participants
Inclusion Criteria

e People (> 12 years) diagnosed with stress urinary incontinence, fecal incontinence or pelvic
organ prolapse

Exclusion Criteria

e People <11 years of age

e People with stress urinary incontinence, fecal incontinence, or pelvic organ prolapse not associated
with pelvic floor dysfunction (e.g., urinary incontinence due to a neurological condition)

Interventions
Inclusion Criteria

e Supervised pelvic floor muscle training for treatment (such as but not limited to Kegel exercises)
with or without adjunct (e.g., biofeedback, weighted vaginal cones, and electrical or neuromuscular
stimulation) or other conservative treatment (e.g., pessary)

Exclusion Criteria

e Pelvic floor muscle training for prevention

e Unsupervised and unguided pelvic floor muscle training (e.g., pamphlets, DVDs, online)

Comparators
Inclusion Criteria

e Control (i.e., no active treatment)

e Other conservative treatment (e.g., pessary)

Exclusion Criteria

e Surgeries
e Any treatment pathway that includes surgical treatment

e Another type of pelvic floor muscle training

Outcome Measures

e Costs

e Health outcomes (e.g., quality-adjusted life-years [QALYs])
e Incremental costs

e Incremental effectiveness

e Incremental cost-effectiveness ratios
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Literature Screening

A single reviewer conducted an initial screening of titles and abstracts and then obtained the full texts of
studies that appeared eligible for review according to the inclusion criteria. The reviewer then examined
the full-text articles to identify studies eligible for inclusion. The reviewer also consulted content experts
for any additional relevant studies not identified through the search.

Data Extraction

Results of economic review were stratified by sex and type of pelvic floor dysfunction. We extracted
relevant data on study characteristics and outcomes to collect information about the following:

e Source (e.g., citation information, study type)
e Methods (e.g., study design, analytic technique, perspective, time horizon, population,
intervention[s], comparator(s])

e Qutcomes (e.g., health outcomes, costs, incremental cost-effectiveness ratios [ICERs])

Study Applicability and Limitations

We determined the usefulness of each identified study for decision-making by applying a modified
quality appraisal checklist for economic evaluations originally developed by the National Institute for
Health and Care Excellence (NICE) in the United Kingdom to inform the development of clinical
guidelines.®® We modified the wording of the questions to remove references to guidelines and to make
it specific to Ontario. Next, we separated the checklist into 2 sections. In the first section, we assessed
the applicability of each study to the research question (directly, partially, or not applicable). In the
second section, we assessed the limitations (minor, potentially serious, or very serious) of the studies
that we found to be directly applicable.

Results

Economic Literature Search

The database search of the economic literature yielded 409 citations published between May 1995 and
May 2023, including grey literature searches and after duplicates were removed. We also identified 12
studies from the reference lists of review identified during scoping.3%84 In total, we identified 6 economic
analyses in 5 papers.828>-8 See Appendix 2 for a list of selected studies excluded after full-text review.
Figure 2 presents the Preferred Reporting Items for Systematic Reviews and Meta-analyses (PRISMA)
flow diagram for the economic literature search.
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Records identified through database Supplemental Search: Additional records
searching (n=152) Records identified through database identified through grey
Medline [n = 53); Embase (n = 84); CENTRAL searching (n=370) literature searching
[n = 20}; Cochrane 5R (n=0}; CINAHL (0= 23) Medline {n = 81); Embase [n = 248); (n=40), and the
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Figure 2: PRISMA Flow Diagram — Economic Systematic Review

PRISMA flow diagram showing the economic search strategy. The database search of the economic literature yielded 409 citations published
between May 1995 and May 2023, including grey literature searches and after duplicates were removed. We also identified 12 studies from the
reference lists of earlier publications.3%%* We screened the abstracts of the 409 identified studies and excluded 392. We assessed the full text of
17 articles and excluded a further 12. In the end, we included 5 articles (6 studies) in the qualitative synthesis.

Abbreviations: NICE, National Institute for Health and Care Excellence; PFMT, pelvic floor muscle training; PRISMA, Preferred Reporting Items
for Systematic Reviews and Meta-analyses.

Source: Adapted from Page et al.>
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Overview of Included Economic Studies

We included 6 cost—utility analyses that evaluated pelvic floor muscle training in 3 clinical populations
(women with stress urinary incontinence, women with pelvic organ prolapse, and men with urinary
incontinence after prostate surgery).%8% We did not identify any economic studies for fecal
incontinence. Among the 6 included analyses, 2 were model-based economic evaluations,®>® and 4
were economic evaluations conducted alongside randomized controlled trials.8%7#8 The studies were
conducted in the United Kingdom,® the Netherlands,®*®” Canada,® and the United States.®> We present
the study design, populations, outcomes, time horizons, and study results in Table 24.

Stress Urinary Incontinence

Women

Chang et al®® conducted a model-based cost—utility analysis of 8 treatment strategies for women with
stress urinary incontinence from the US health care system perspective over a 2-year time horizon. Each
strategy included a treatment pathway, from the index treatment to subsequent treatments. We
excluded 5 strategies with surgical interventions from our review and focused on the 3 strategies with
conservative treatments only: pelvic floor muscle training, treatment with a pessary, and no treatment.
Although some information is provided about surgical treatment pathways — Chang et al®® stated that
pathways “include management in the event of continued stress urinary incontinence after the index
surgery” — no information was provided about subsequent treatment for pathways with pelvic floor
muscle training and pessary as the index treatments. For the no-treatment strategy, subsequent
treatments would be provided when necessary. We judged that these treatment pathways likely did not
include the surgical treatment; If surgical treatments are part of treatment pathways when no
treatment or initial conservative treatments (pelvic floor muscle training or treatment with a pessary)
were not successful, the total costs would be much higher than those reported, which ranged from
$1,053 to $1,392 (the costs of surgical treatments were approximately $5,000).

Treatment success probabilities were similar for both pelvic floor muscle training (success probability,
p = .53) and treatment with a pessary (success probability, p = .514). Compared with treatment with a
pessary, pelvic floor muscle training was cost-effective and yielded an ICER of $22,729 USD (US dollars)
per QALY gained. Compared with pelvic floor muscle training or treatment with a pessary, the no-
treatment strategy was associated with higher costs and lower effectiveness in QALYs.

Simpson et al® conducted a model-based cost—utility analysis to evaluate 5 treatment strategies for
women with stress urinary incontinence. The study was conducted from a health system perspective.
Because costs were obtained in Canada, converted into US dollars, and were reported in both US and
Canadian dollars, we expect that the findings from the analysis are applicable to Canada and the
United States.

For the no-treatment strategy, Simpson et al® assigned zero cost and no chance of cure. For the pessary
treatment strategy, no subsequent treatment was included if the initial treatment was not successful;
however, for treatment with Impressa (a disposable tampon device) and Uresta (a self-fitted
intravaginal incontinence device) strategies, subsequent treatment was included if the initial treatment
was not successful.

The pelvic floor muscle training strategy was associated the highest QALYs and highest costs (note that
both the initial and subsequent treatments contributed to the cost-effectiveness results). Pelvic floor
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muscle training was the optimal strategy at a willingness-to-pay of $50,000 USD per QALY gained
(51.00 CAD = $ 0.74 USD in 2017) of 5 strategies®®; however, net monetary benefit values for the
different strategies had considerable overlap at this willingness-to-pay value. This indicates that

there is some uncertainty associated with determining the optimal strategy with the highest net
monetary benefit.

We calculated the cost-effectiveness for comparisons of interest (pelvic floor muscle training compared
with no treatment and pelvic floor muscle training compared with pessary): the incremental cost-
effectiveness ratios were $9,794 CAD per QALY gained, for pelvic floor muscle training versus no
treatment ((5823.65 — $0) + (0.8941 — 0.81) = $9,794), and 520,738 CAD per QALY gained, for pelvic floor
muscle training versus pessary ((5823.65 — $75) + (0.8941 — 0.8580) = $20,738).

Men

We did not find any studies on stress urinary incontinence specifically in men, but we found 2 studies
that focused on urinary incontinence, of which stress urinary incontinence is a subtype. Glazener et al®
conducted 2 randomized controlled trials to evaluate pelvic floor muscle training plus lifestyle advice
versus lifestyle advice only in men with urinary incontinence following radical prostatectomy (usually for
prostate cancer) or following transurethral resection of the prostate (usually for benign prostatic
hypertrophy) in the United Kingdom.28 In these 2 analyses, most participants (> 50%) had diagnosed
stress urinary incontinence at baseline, although the randomized controlled trials also included people
with urgency urinary incontinence after prostate surgeries.®® Economic evaluations were also conducted
alongside these 2 trials. Glazener et al®® conducted both analyses from the National Health Service (NHS)
perspective and the societal perspective (e.g., including the costs of time-off and travel).

In the trial involving men who had radical prostatectomy,®® 411 men were randomly assigned to 2
groups (pelvic floor muscle training: n = 205; control: n = 206). The study duration was 1 year. Both
groups had the same QALYs (0.86 QALYs) over 1 year. After adjusted baseline EQ-5D utility, the
difference in QALYs between the 2 groups was 0.002 (95% Cl —0.023 to 0.027), slightly favoring pelvic
floor muscle training. The pelvic floor muscle training group had higher costs than the control group. On
average, the pelvic floor muscle training program cost £198.30 pounds sterling (GBP) per person for

4 sessions with 1-to-1 training over 3 months, and this cost was the main driver of the cost difference
between the 2 groups (mean difference £181.02 GBP). Results from the NHS perspective showed that,
compared with the control, pelvic floor muscle training yielded an ICER of £90,510 GBP per QALY gained,
which is higher than the commonly used willingness-to-pay value in the United Kingdom (£20,000 to
£30,000 GBP per QALY gained). Results from the societal perspective showed that, in comparison with
the control group, the pelvic floor muscle training group yielded cost savings (mean adjusted savings:
£588.23 GBP per person). This cost savings was largely due to fewer workdays taken off by participants
in the pelvic floor muscle training group than by the control group (adjusted cost difference —£694.77
GBP [95% Cl —1388.71 to —0.83]). However, Glazener et al®® suggested that “these results have to be
interpreted cautiously” because the savings were driven by reduced workdays.

In a trial®® with 442 men randomly assigned to pelvic floor muscle training (n = 220) and control (n = 222)
after transurethral resection of the prostate, the 1-year QALYs were 0.78 and 0.82, respectively. After
adjusting for minimization factors and baseline EQ-5D utility, the difference in QALYs was very small
(—0.00003 [95% CI —0.026 to 0.026]), slightly favoring the control. In the analysis from the UK NHS
perspective, pelvic floor muscle training was associated with higher costs (mean adjusted difference for
total cost: £208.88 GBP), and the cost of pelvic floor muscle training program was the main driver. In the
analysis from the societal perspective, the pelvic floor muscle training group was found to have a higher
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number of days taken off work than the control group (adjusted cost difference £279.32 GBP [95% Cl
—61.62 to 620.28), and the pelvic floor muscle training group was also associated with higher total costs
(mean difference: £419.50 GBP) from both the cost of the pelvic floor muscle training program and the
cost of taking workdays off. Therefore, from both perspectives, the pelvic floor muscle training strategy
was dominated by the control.

Fecal Incontinence

Adults

No studies were identified in men or women.

Pelvic Organ Prolapse

Women

Panman et al®” conducted a cost—utility analysis alongside a randomized controlled trial to compare
pelvic floor muscle training and watchful waiting for women older than 55 years with symptomatic mild
prolapse in the Netherlands. This study included 287 women (pelvic floor muscle training: n = 145; and
watchful waiting: n = 142), and the trial duration was 24 months. The average total direct medical costs
per person were €330 euros (EUR) and €91 EUR for the pelvic floor muscle training and watchful waiting
groups, respectively. The cost of physical therapy for the pelvic floor muscle training group (€254 EUR)
was the main driver of the cost difference between the 2 groups. Panman et al did not report
longitudinal utilities and total QALYs, but stated that, “with regard to the utility scores, both groups lost
QALYs (0.067 in the watchful waiting group and 0.061 in the PFMT group).”®” While it was unclear how
the QALYs or QALY loss was estimated, the difference in QALY loss between the 2 groups was small
(0.067 — 0.061 = 0.006). Compared with watchful waiting, pelvic floor muscle training yielded an ICER of
€31,983 EUR per QALY gained. Probabilistic sensitivity analysis, conducted by running 10,000
simulations, showed that there was a high level of uncertainty associated with the cost-effectiveness
results, with 45% of the simulations showing that pelvic floor muscle training was less effective and
more costly.

Panman et al® also conducted a cost—utility analysis alongside a randomized controlled trial to compare
pelvic floor muscle training and pessaries for women older than 55 years with symptomatic advanced
prolapse in the Netherlands; the trial duration was 24 months. The average total direct medical costs
per person were $437 USD and $309 USD for the pelvic floor muscle training and pessary groups,
respectively. The cost of pessaries and associated doctor visits were $202 USD per person, and the cost
of pelvic floor muscle training was $324 USD. Other costs, such as doctor visits, pads, and other prolapse
treatments, were comparable between 2 groups. Longitudinal utilities and total QALY values were not
reported, but “both treatment groups lost QALYs over the 2-year period, although the loss of QALYs was
slightly lower in the pessary group (0.024 in the pessary group and 0.065 in the pelvic floor muscle
training group).”#? Pelvic floor muscle training was dominated by treatment with pessaries; pelvic floor
muscle training had higher costs and greater QALYs lost. These findings are considered to be robust —
probabilistic sensitivity analysis showed that 95% of bootstrap replications found treatment with
pessary to be more effective and less costly than pelvic floor muscle training.

Men

No studies were identified.
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Table 24: Results of Economic Literature Review — Summary

Author, Study and Results
year; analysis
country characteristics Population Interventions? Health outcomes Costs Cost-effectiveness
Urinary incontinence
Chang et Cost—utility Women with Intervention?®: Total, mean (in 2019 USD) (in 2019 USD)
al,®2022; analysis, decision stress urinary PFMT PFMT: 1.765 Physical therapy, per visit: $104 PFMT vs no treatment:
United model incontinence . .
Stat Control®: No treatment: 1.500 Total, mean: PFMT dominated (higher QALYs and
ates Perspective: Age NR lower cost)
S health No treatment Pessary: 1.757 PFMT: $1,241
US health care .
system Pessary No treatment: $1,392 PFMT vs. pessary:
. ICER $22,729
Time horizon Pessary: 51,053 babilisti Ivsis:
(discount rate): Probabilistic analysis: NR
2y (NA)
Simpson et Cost—utility Women with Intervention: Total, means: (in 2017 CAD") (in 2017 CAD")
zl'ss ZdOlQ; analysis,ddtlecision stress urinary PFMTH No treatment: 0.8100 PFMT program, 4—6 sessions, Sequential ICERs:
anada tree mode incontinence, .
. > 18y, with Control: Pessary: 0.8580 mean (SD): $715 (142.50) No treatment: —
Perspective: z 1oV, o Total, meang:
kh additional criteria® No treatment Impressa:0.8863 4 : Pessary: $1,563
Health care . )
Pessary PFMT: 0.8941 No treatment: $0 Impressa: $13,934'
system (payer o . )
agnostic®) (traditional) Pessary: $75.00 PFMT: $45,377
Time horizon L.Jrestad/f (self- Impressa: $469.34 WTP $67,568 ($50,000 USD)—PFMT is
(discount rate): fitted) PFMT: $823.65 optimal
1y (NA) Irnpress?d (self- Probabilistic analysis: Results consistent
fitted, disposable) with the reference case; no CEAC
Glazener et Cost—utility Men with urinary Intervention: Total (EQ-5D), mean (in 2008 GBP) (in 2008 GBP)
al,* 2011; analysis alongside incontinence, 6wk peyr yith (SD) PFMT program, 4 sessions, UK National Health Service
United randomized after radical lifestyle advice PFMT: 0.86 (0.19) mean (SD): £198.30 (63.89) ICER: £90.510'
Kingdom controlled trial prostatectomy Control Control: 0.86 (0.16) UK National Health Servi ' 4
_ ; ontrol: ontrol: 0. . ational Hea ervice et .
Perspective: (N=411) standard Adusted Tota D) Probabilistic analysis:
Lo andard care justed mean otal, mean :
UK National PFMT :n =205 s ; o CI)- For PFMT,
with lifestyle difference (95% Cl): PFMT: £556.72 (396.07) .
Health Service Control: n =206 advice 0.002 (~0.023 to : : : WTP £20,000—19.2% probability
and societal Age (mean) 0.027)¢ Control: £378.99 (399.45) WTP £30,000—27.3% probability
Time horizon PEMT: 62.4y Adjusted mean difference (95% Cl): Societal™

(discount rate):
1y (NA)

Control: 62.3y

£181.02 (107.06 to 254.97)
Societal™

PFMT program, mean (SD), 4 sessions:
£132.70 (43.43)

Total, mean (SD):

PFMT dominated control (on average,
more effective and less costly)

Probabilistic analysis: For PFMT,
WTP £20,000—89.4% probability
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Author, Study and Results
year; analysis
country characteristics Population Interventions?® Health outcomes Costs Cost-effectiveness
PFMT: £1,508.63 (2,802.37) WTP £30,000—83.7% probability
Control: £2,209.10 (4,835.12)
Adjusted mean difference (95% Cl):
—£588.23 (—1,329.83 to 153.37)
Glazener et Cost—utility Men with urinary Intervention: Total EQ-5D QALYs, (in 2008 GBP) (in 2008 GBP)
El'ss 2311; anacljysis alijngside ir:ccontinence, 6hWII( PFMT with mean (SD) UK National Health Service UK National Health Service
nite randomize after transurethra ; ; X
Kingdom controlled trial resection of the lifestyle advice PFMT: 0.78 (0.24) PFMT program, mean (SD), 4 sessions: PFMT dominated by control
Perspective: prostate Control: Control: 0.82 (0.22) £174.47 (82.89) Probabilistic analysis: For PFMT,
’ (N =442) Standard care Adjusted mean Total, mean (SD): WTP £20.000 — 20.0% probabilit
Uk Nationa! PEMT : n = 220 with lifestyle difference (95% Cl): — PFMT: £492.59 (355.95) ’ ’ OD P . y
Health S.erv|ce advice 0.00003 (~0.026 to . WTP £30,000 — 29.4% probability
and societal Control: n =222 0.026)° Control: £284.81 (315.07) Societal™
Time horizon Age (mean) Adjusted mean difference (95% Cl): PFMT dominated by control
i : . £208.88 (146.69 to 271.07
(discount rate) PFMT: 68.2y S | ( ) Probabilistic analysis: For PFMT,
1y (NA . ocietal™
y(NA) Control: 67.9y WTP £20,000—11.2% probability
PFMT program, mean (SD), 4 sessions: o .
£78.39 (38.18) WTP £30,000—17.3% probability
Total, mean (SD):
PFMT: £983.81 (2,626.28)
Control: £566.05 (1,284.97)
Adjusted mean difference (95% Cl):
£419.50 (53.67 to 785.31)
Pelvic organ prolapse
Panman et Cost—utility Women (2 55y) Intervention: QALY loss" (in 2013 EUR) (in 2013 EUR)
;"87h20|17id a”a('jVSiS a";”gsme Wit|2 Sleptoma“C PFMT PFMT: 0.061 Physical therapy: €254 ICER (95% Cl): €31,983
etherlands randomize mild? prolapse ) ) ) (~€76,652 to €88,078)
controlled trial (N =287) Control: Control: 0.067 Total, mean: o oot ysis (CEAQ) F
. o Watchful waiting PFMT: €330 robabilistic analysis sror
Perspective: PEMT: n =145 . PFMT, 55% indicated more effective
NRP Control: n =142 Watchful waiting: €91 and more costly, and 45% indicated
Time horizon Age, mean Mean difference (95% Cl): €239 (€161 less effective and more costly
(discount rate): PFMT: 64.5 y to €319)
2y (NR) Control: 64.0 y
Panman et Cost—utility Women (2 55y) Intervention: QALY losst (in 2015 USD) PFMT (higher costs and greater QALY
a,\ll,*“hZOIlES;d anacljysis alzngside wc;th symdptomatic PEMT PEMT: 0.065 PFMT program: $324 loss)" dominated by pessary
etherlands randomize advanced® it :
. . . Probabilistic analysis:
controlled trial Control: Pessary: 0.024 Total, mean:

prolapse (N = 162)
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Author, Study and Results

year; analysis
country characteristics Population Interventions?® Health outcomes Costs Cost-effectiveness
Perspective: PFMT (n = 80) Pessary PFMT: $437 Findings consistent with the reference
NR?® Pessary (n = 82) Pessary: $309 case; pessary — greater effectiveness
§ X . and lower cost in 95% of bootstrap
Time horizon Age, mean Mean difference (95% Cl): $128 ($27 to replications
(discount rate): PFMT: 65.6 y $236)
2y (NR)

Pessary: 64.9y

Abbreviations: CAD, Canadian dollars; CEAC, cost-effectiveness acceptability curve; Cl, confidence interval; EQ-5D, EuroQolL 5 Dimension; EUR, euro; GBP, pounds sterling; ICER, incremental cost-
effectiveness ratio; mo, month; NA, not applicable; NR, not reported; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; QALY, quality-adjusted life-year; SD, standard deviation; SF-
6D, Short-Form 6-dimension; UK, United Kingdom; US, United States; USD, US dollars; wk, week; WTP, willingness to pay, y, years.

General note: Values in the Health outcomes column are in units of QALY per person, values in the Costs column are in units of currency per person, and values in the Cost-effectiveness column are in
units of currency per QALY.

2Based on our definition (i.e., original paper may have considered PFMT as the intervention). Only information relevant to this HTA is included (i.e., surgical strategies are excluded).

bSimpson et al®® stated “We used a health system perspective, including all direct health care expenditures irrespective of payer.”8

¢Simpson et al®*® specified as additional criteria that “patients required sufficient manual dexterity to perform self-management of all modalities.”

dAs initial treatment in the treatment pathway. If initial treatment is unsuccessful, women switch to another nonsurgical treatment.

eNo further treatment if initial treatment is unsuccessful.

fUresta (mean QALY per person: 0.8818, mean cost per person: $411.17 [in 2017 CAD]) excluded from the results because it was the extendedly dominant strategy (ICER: Uresta vs pessary $14,149;
Impressa vs Uresta: $12,757).8

8With respect to PFMT — Health outcome mean differences: PFMT vs. Impressa, 0.0078; PFMT vs no treatment, 0.0841; PFMT vs pessary, 0.0361. Cost mean differences: PFMT vs. Impressa: $354.31;
PFMT vs no treatment, $823.65; PFMT vs pessary: $748.65. ICERs: PFMT vs Impressa, $45,377; PFMT vs no treatment: ($823.65 — $0) + (0.8941 — 0.81) = $9,794; PFMT vs pessary: ($823.65 — $75) +
(0.8941 —0.8580) = $20,738

hSimpson et al®® reported costs in US and Canadian dollars. We use Canadian dollars here because it is more relevant to Ontario.

'We calculated this value; it was not reported in the paper.

in the PFMT group, 195 (95%) had stress urinary incontinence, 135 (66%) had urgency urinary incontinence, and 132 (64%) had both. In the control group, 195 (95%) had stress urinary incontinence,
156 (76%) had urgency urinary incontinence, and 151 (73%) had both.

kSign change from “~0.002 (95% CI —0.027 to 0.023)"%2%” to be consistent with our minus sign use (i.e., a positive mean difference means favouring PFMT).

'Glazener et al®® used SF-6D instead of EQ-5D to measure health utilities in sensitivity analyses (SF-6D: adjusted mean difference 0.005 [95% Cl —0.012 to 0.022] QALYs), which was still not statistically
significant; however, it led to a lower ICER (£36,204 per QALY gained).

mThe societal costs included the costs of time-off work and travel cost for the participant and a companion.

"In the PFMT group, 148 (67%) had stress urinary incontinence, 186 (85%) had urgency urinary incontinence, and 129 (59%) had both. In the control group, 136 (61%) had stress urinary incontinence,
183 (82%) had urgency urinary incontinence, and 112 (50%) had both.

°Glazener et al®® used SF-6D instead of EQ-5D to measure health utilities in sensitivity analyses (SF-6D: adjusted mean difference —0.004 (95% CI —0.020 to 0.012), which was still not statistically
significant.

PBased on the description of cost components considered, the analysis was likely conducted from a health care system perspective.

9PFMT: stage 1, n = 70; stage 2: n = 75; Control: stage 1, n = 85; stage 2: n = 57.

"Panman et al®2%” used EQ-5D-3L to measure utility but did not report utility or total QALY values; no description was provided about how to estimate the QALY loss. The ICER estimate should be
interpreted with caution because neither group nor incremental QALY values were reported.

SPFMT: stage 1, n = 62; stage 2: n = 18; Control: stage 1, n = 58; stage 2: n = 24.

tPanman et al®? also conducted a cost-effectiveness analysis using the Pelvic-Floor-Distress-Inventory as the effectiveness measure, but for simplicity, we did not include the findings in this review.
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YPanman et al® stated that “Both treatment groups lost QALYs over the 2-year period, although loss of QALYs was slightly lower in the pessary group (0.024 in the pessary group and 0.065 in the
PFMT group). This resulted in a negative ICUR [incremental cost-utility ratio] of =$27,439 (95%Cl, -$91,974 to $74,695), meaning an additional saving of $27,439 per QALY lost.”®? This interpretation

may not be accurate because the results show pessary led cost savings and with fewer QALYs lost. We interpreted the findings as PFMT was dominated by pessary because PFMT was associated with
higher costs and more QALYs lost compared with pessary.
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Applicability and Limitations of the Included Studies

Appendix 5 provides the results of the quality appraisal checklist for economic evaluations applied to the
included studies. For women with stress urinary incontinence, both studies were partially applicable to
the research question.®>8 Chang et al did not report the pathways after the failure of the initial
treatment failure,® and Simpson et al included the device cost of pessary but not the physician fees.®
Therefore, although both studies published showed consistent results and are highly relevant, they are
considered partially applicable to the Ontario setting. For women with pelvic organ prolapse, we judged
that both studies were partially applicable to the research question.®%” For men with urinary
incontinence after prostate surgery, both studies were partially applicable to the research question.®

Discussion

We identified 6 studies that evaluated the cost-effectiveness of pelvic floor muscle training for stress
urinary incontinence in women,%>% pelvic organ prolapse in women,®*®” or urinary incontinence in men
after prostate surgery.®® We did not identify any economic studies evaluating pelvic floor muscle training
for people with fecal incontinence. None of the included studies were directly applicable to the Ontario
setting.

We excluded studies with surgical treatments as the only comparator. This is because study populations
receiving surgical and nonsurgical treatments may differ (people indicated to receive surgical treatments
may have more severe symptoms). A health technology assessment on vaginal pessaries conducted by
Ontario Health in 2021% found that the pelvic floor muscle training as an initial treatment strategy was
the most cost-effective for women with symptomatic stress urinary incontinence and pelvic organ
prolapse (lower cost and higher QALY compared with other treatment strategies, although the
difference in QALYs was very small). We excluded this economic analysis from our economic literature
review as the comparator included surgeries and therefore did not meet our inclusion criteria.

For our review, we also focused on supervised pelvic floor muscle training programs, which typically
comprise multiple 1-to-1 sessions with a health care professional qualified to guide patients in
performing pelvic floor muscle training exercises. While unsupervised (or self-guided) pelvic floor muscle
training (e.g., via mobile app or prerecorded video) may be available at a lower cost to patients, it may
be also associated with higher uncertainty of effectiveness compared with supervised pelvic floor
muscle training. In current practice, people with pelvic floor dysfunction may simultaneously be treated
with pessaries and pelvic floor muscle training; however, we did not identify any economic studies that
evaluated pessaries and pelvic floor muscle training as a combined treatment strategy.

Both studies involving women with urinary incontinence suggested the cost-effectiveness of pelvic floor
muscle training (i.e., the treatment pathway initialing from pelvic floor muscle training) when compared
with the alternative intervention (no treatment or pessary).8>® These results were partially applicable to
our research question; however, because a treatment pathway usually involves multiple treatments, it
can be challenging to distinguish the contributions of initial and subsequent treatments.

According to our clinical evidence review, for women with pelvic organ prolapse, pelvic floor muscle
training improved health outcomes when compared with no treatment; however, pelvic floor muscle
training was associated with health care resource use (e.g., €254 in 2013 EUR for women with mild
pelvic organ prolapse®’). Therefore, whether it was cost-effective or not was uncertain. Pelvic floor
muscle training and pessary are likely associated with similar health outcomes, while pessary is
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associated with lower costs; therefore, compared with pessary, pelvic floor muscle training is likely not
cost-effective.

For men with urinary incontinence after prostate surgery, pelvic floor muscle training and control groups
had very similar QALYs over a 1-year time horizon,® but pelvic floor muscle training group was
associated with the costs of physical training. Therefore, in both trials reported by the paper, the
cost-effectiveness of pelvic floor muscle training was not established.

None of the economic evaluations explicitly addressed the impact of adherence on the effectiveness of
pelvic floor muscle training. However, the health and economic impact of adherence to pelvic floor
muscle training were reflected by the cost-effectiveness results (e.g., the standard deviations of the
costs of pelvic floor muscle training programs) in 3 papers (4 trials).8287:88

Conclusions

Our systematic review of the economic literature identified 6 cost—utility analyses that evaluated the
cost-effectiveness of pelvic floor muscle training in people with pelvic organ prolapse or urinary
incontinence. For women with stress urinary incontinence, pelvic floor muscle training was likely cost-
effective compared with other nonsurgical interventions. For women with pelvic organ prolapse, the
cost-effectiveness of pelvic floor muscle training versus no active treatment was uncertain, and pelvic
floor muscle training was likely not cost-effective compared with pessaries. Lastly, for men with urinary
incontinence after prostate surgery, pelvic floor muscle training was likely not cost-effective compared
with standard care without pelvic floor muscle training. We did not identify any economic studies on
pelvic floor muscle training for women or men with fecal incontinence. None of the studies were
conducted from the perspective of the Ontario Ministry of Health, and none of studies were directly
applicable to the Ontario context.
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Primary Economic Evaluation

We did not conduct a primary economic evaluation for pelvic floor muscle training, given the
following considerations.

Stress Urinary Incontinence

Women

Our economic evidence review identified 2 studies that evaluated the cost-effectiveness of pelvic floor
muscle training (1 in the US setting and 1 in the Canadian setting).8>8 Compared with no treatment,
studies found pelvic floor muscle training to be either dominant (less costly and more effective)® or
cost-effective (ICER $9,794 CAD per QALY).2¢ Both studies found that pelvic floor muscle training in
comparison with pessaries was more costly and slightly more effective (ICER $22,729 USD per QALY®
and $20,738 CAD per QALY?®),

We did not find any studies on the cost-effectiveness of pelvic floor muscle training plus pessaries
compared with pessaries alone. In comparison with pessaries, pelvic floor muscle training plus pessaries
resulted in little to no difference in symptoms or patient satisfaction (see Clinical Evidence Review). A
health technology assessment on vaginal pessary (conducted by Ontario Health in 2021) also found that
the “pelvic floor muscle training - Pessary = Surgery” treatment strategy was the most cost-effective
for women with symptomatic stress urinary incontinence (lower cost and higher QALY when compared
with the other treatment strategies, although the difference in QALYs was very small).®° The findings
were consistent with recommendations from the Canadian Urological Association and the Society of
Obstetricians and Gynaecologists of Canada, namely, conservative first-line treatments for stress urinary
incontinence should include supervised pelvic floor muscle training and vaginal pessaries.33?

For these reasons, we decided to forgo conducting a primary economic evaluation on pelvic floor muscle
training for women. There were inadequate data to evaluate the cost-effectiveness of pelvic floor
muscle training in different age groups, and it should be noted that the overall judgement of the cost-
effectiveness of pelvic floor muscle training for the population with stress urinary incontinence may be
not generalizable to specific population groups.

Men

For men, pelvic floor muscle training had little to no effect on symptoms, quality of life, and
complications, and the evidence was very uncertain (see Clinical Evidence Review). In addition, in the
paper that reported economic evaluations alongside 2 randomized controlled trials for this population,
it was concluded that pelvic floor muscle training was unlikely to be cost-effective at commonly used
willingness-to-pay values.®>®” Therefore, we did not conduct a primary economic evaluation for

this population.

Fecal Incontinence

Adults

Pelvic floor muscle training was found to have little to no effect on symptoms, and the evidence was
very uncertain (see Clinical Evidence Review); therefore, we did not conduct a primary economic
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evaluation for this population. We also did not identify any published economic evaluations for
this population.

Pelvic Organ Prolapse

Women

Our economic evidence review identified 2 trial-based economic evaluations assessing the cost-
effectiveness of pelvic floor muscle training in the Netherlands.??

The first study found that pelvic floor muscle training was more costly and less effective when compared
with pessaries for women with symptomatic advanced prolapse. The study’s probabilistic analysis found
that 95% of the bootstrap replications showed pessary treatment was associated with greater
effectiveness and lower cost than pelvic floor muscle training.®? Pelvic floor muscle training had little to
no effect on symptoms compared with pessary treatment,®? and in the Netherlands , the cost of pelvic
floor muscle training is higher than the cost of pessaries (which is also the case in Ontario).?’

The second study compared pelvic floor muscle training with no treatment, and found that it resulted in
an ICER of €31,983 EUR per QALY (in 2013 euros) for mild prolapse over 2 years (approximately $54,000
per QALY [in 2023 Canadian dollars]) and the cost-effectiveness of pelvic floor muscle training was highly
uncertain (in probabilistic analysis, 45% of the simulations showed that pelvic floor muscle training was
more costly and less effective).®” Although our Clinical Evidence Review found that pelvic floor muscle
training likely improves symptoms, quality of life, and patient satisfaction in women with pelvic organ
prolapse, we consider the findings of the Netherland study likely reasonable. In addition, we did not
identify any long-term effectiveness data of pelvic floor muscle training or better utility data. Lastly,
pelvic floor muscle training is individualized based on patient’s specific needs and this may be associated
with large variations in clinical effectiveness in practice. The large variations may lead to uncertain
results in the economic model. Therefore, an Ontario-focused primary economic evaluation would likely
have similar results, limitations, and uncertainties. For these reasons, we decided to forgo conducting a
primary economic evaluation for this population.

Ontario Health also found that the “pelvic floor muscle training = Pessary = Surgery” treatment
strategy was the most cost-effective for women with symptomatic pelvic organ prolapse (lower cost and
higher QALY in comparison with other treatment strategies, although the difference in QALYs was very
small).3° The findings are consistent with recommendations in guidelines from the Canadian Urological
Association and the Society of Obstetricians and Gynaecologists of Canada; conservative first-line
treatments for pelvic organ prolapse should include supervised pelvic floor muscle training and

vaginal pessaries.3?

Men

No clinical or economic studies that examined the use of pelvic floor muscle training in men with pelvic
organ prolapse (e.g., rectal prolapse) were identified.
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Budget Impact Analysis

Research Question

What is the potential 5-year budget impact for the Ontario Ministry of Health of publicly funding
pelvic floor muscle training for adults with stress urinary incontinence, fecal incontinence, or pelvic
organ prolapse?

Methods

Analytic Framework

We estimated the budget impact of publicly funding pelvic floor muscle training using the cost
difference between 2 scenarios: (1) current clinical practice without public funding of pelvic floor muscle
training for adults with stress urinary incontinence, fecal incontinence, and pelvic organ prolapse (the
current scenario), and (2) anticipated clinical practice with public funding of pelvic floor muscle training
for these populations (the new scenario). Figure 3 presents the model schematic.

Current scenario: New scenario:
Usual care (without pelvic floor muscle Clinical practice with pelvic floor muscle
training) training

v U

Cost difference:
Budget impact

Figure 3: Schematic Model of Budget Impact

Flow chart describing the model for the budget impact analysis. The current scenario would explore resource use and total costs without public
funding for pelvic floor muscle training. The new scenario would explore resource use and total costs with public funding for pelvic floor muscle
training. The budget impact would represent the difference in costs between the 2 scenarios.

Key Assumptions

e One individual can receive up to 1 pelvic floor muscle training program each year
e The use of pelvic floor muscle training does not impact other health care costs related to the
management of pelvic floor dysfunction and will not significantly impact the overall prevalence of

pelvic floor dysfunction over the next 5 years

Population of Interest

Our clinical population of interest was women and men with moderate or severe stress urinary
incontinence (a subtype of urinary incontinence), fecal incontinence, or pelvic organ prolapse. For this
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budget impact analysis, we specified moderate or severe symptoms of pelvic floor dysfunctions that are
likely to impact their routine life.

Prevalence of Pelvic Floor Dysfunction

The prevalence rates of urinary incontinence, fecal incontinence, and pelvic organ prolapse ranged
widely in the literature.®°3 This may be attributed to heterogeneity in the populations investigated,
methods used to identify pelvic floor dysfunction (e.g., self-reported versus medical examination) and
how conditions are defined (for urinary incontinence, e.g., any urinary leakage in past 1 month versus
any urinary leakage in the past 12 months).

Since age and sex are key factors that impact the prevalence of pelvic floor dysfunction, we aimed to
identify sex- and age-specific prevalence when possible. Because we could not find Canadian prevalence
data for pelvic floor dysfunction, we used published (US National Health and Nutritional Examination
Survey [NHANES] in 2005-2006, 2007-2008, and 2009-2010) prevalence data: for women from 7,924
nonpregnhant women > 20 years old from 2005-2006, 2007—-2008, and 2009-2010%; for men with
urinary incontinence, from a total of 5,297 adults (= 20 years old) from 2005-2006 and 2007—2008°;
and for men with fecal incontinence, from a total of 7,248 adults (= 20 years old) from 2005-2006,
2007-2008, and 2009-2010.8 The prevalence rates of pelvic floor dysfunction did not change from 2005
to 2010.

These prevalence data represent symptomatic pelvic floor dysfunction (self-reported to have had a
negative impact an individuals’ routine life) based on the following definitions:

e Urinary incontinence: 3 or higher on a urinary incontinence severity index (range of possible scores:
0-12), which includes questions about the frequency of episodes and the amount of leakage

e Fecal incontinence: leakage of mucus, liquid, or solid stool occurring at least monthly®* (or at least
once in the preceding month?®)

e Pelvic organ prolapse: seeing or feeling a bulge (reported by respondents)

e >1 pelvic floor disorder: meeting at least 1 of the criteria listed above

To estimate stress urinary incontinence prevalence for women, we used data for stress urinary
incontinence from a study® based on NHANES 2015-2018; people with stress urinary incontinence were
defined as those who responded “Yes” to the question: “During the past 12 months, have you leaked or
lost control of even a small amount of urine with an activity like coughing, lifting or exercise?” For men,
we used data from a study®® based on NHANES 2005—-2006 and 2007—2008. We assumed that
proportions (Table 25) were applicable to all age groups.
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Table 25: Types of Urinary Incontinence

Subtype of urinary incontinence Percentage distribution (%) References
Women
Stress urinary incontinence 37.5 US survey®
Urgency urinary incontinence 22.0 US survey®®
Mixed urinary incontinence? 31.3 US survey®
Unspecified urinary incontinence 9.2 US survey®
Men
Stress urinary incontinence 12.5 US survey®
Urge urinary incontinence 48.6 US survey®
Mixed urinary incontinence® 15.4 US survey®
Other urinary incontinence 23.5 US survey®

Abbreviation: US, United States.
aPeople with both stress urinary incontinence and urgency urinary incontinence.

Estimated Size of Population With Pelvic Floor Disorders in Ontario

We multiplied Ontario population data (Table A21) in 2022%7 with the corresponding sex- and age-
specific US prevalence rate (Table A19 and Table A20) to yield estimates for the number of people with
pelvic floor dysfunction in Ontario by sex and by age (Table A22 and Table A23); for stress urinary
incontinence, the proportion (for women, 37.5%%; for men, 12.5%°°) of stress urinary incontinence to
urinary incontinence was multiplied by the prevalence rate of urinary incontinence for each age group.

We regrouped population data into 3 age groups for women (18 to 44, 45 to 64, and 2 65 years) and 2
age groups for men (18 to 64 years and 2 65 years) for the budget impact analysis (Table A24). Based on
the trend in adult population from 2018 to 2022 (Table A21), we assumed that the figure for each group
with pelvic floor dysfunction would increase by 1.5% annually to yield projected clinical population sizes
for women and men with stress urinary incontinence, fecal incontinence, and pelvic organ prolapse from
2024 to 2028 (Table 26).
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Table 26: Projected Estimates for Adults in Ontario With Pelvic Floor Dysfunction

Year 1 (2024) Year 2 (2025) Year 3 (2026) Year 4 (2027) Year 5 (2028)

Stress urinary incontinence

Women, n 424,444 430,811 437,273 443,832 450,489
18 to 44 years, n 82,389 83,625 84,879 86,152 87,444
45 to 64 years, n 163,551 166,004 168,494 171,021 173,586
265 years, n 178,504 181,182 183,900 186,659 189,459

Men, n 39,235 39,824 40,421 41,027 41,642
18 to 64 years, n 17,816 18,083 18,354 18,629 18,908
> 65 years, n 21,419 21,740 22,066 22,397 22,733

Fecal incontinence

Women, n 629,424 638,865 648,448 658,175 668,048
18 to 44 years, n 123,725 125,581 127,465 129,377 131,318
45 to 64 years, n 244,245 247,909 251,628 255,402 259,233
> 65 years, n 261,454 265,376 269,357 273,397 277,498

Men, n 474,385 481,501 488,724 496,055 503,496
18 to 64 years, n 301,329 305,849 310,437 315,094 319,820
> 65 years, n 173,055 175,651 178,286 180,960 183,674

Pelvic organ prolapse

Women, n 189,887 192,735 195,626 198,560 201,538
18 to 44 years, n 40,764 41,375 41,996 42,626 43,265
45 to 64 years, n 79,671 80,866 82,079 83,310 84,560
> 65 years, n 69,451 70,493 71,550 72,623 73,712

Men, n
18 to 64 years, n

> 65 years, n

In the present budget impact analysis, our population of interest are those who are presently affected

by these conditions. Thus, the prevalence rates reflect the objectives of our analyses. This is because, if
we broaden our population to include those with historical or minor pelvic floor dysfunction symptoms,

the size of our population would be substantially larger.

Current Intervention Mix

Some treatment options for pelvic floor dysfunction (such as behavioural modification and dietary
adjustments, which is mainly for fecal incontinence!®) do not directly impact public health care system
funding from the Ministry of Health perspective. People over 65 years old, or recipients of Ontario
Works or the Ontario Disability Support Program, receive publicly funded prescription drug coverage
(e.g., for medications for fecal incontinence

).98

Pelvic floor muscle training and vaginal pessaries are not currently publicly funded (at the time

of analysis).
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Pelvic floor muscle training is primarily provided by physiotherapists with specialized training.
Physicians, registered nurses, and midwives can also provide pelvic floor muscle training after
specialized training. But presently, few health care professionals have been trained to provide pelvic
floor muscle training in the public health care system (Sinéad Dufour, email communication, November
2023). For simplicity, we assumed that currently very few patients receive publicly funded pelvic floor
muscle training.

Uptake of the New Intervention

The uptake rate of pelvic floor muscle training for each pelvic floor disorder was estimated by age group
for both men and women. The uptake rate of a pelvic floor disorder for a given sex and age-group is the
number of people with pelvic floor dysfunction receiving pelvic floor muscle training divided by the total
number of people with pelvic floor dysfunction within a given sex and age group (and can be expressed
as a percentage by multiplying by 100). We estimated the uptake rates of pelvic floor muscle training in
the new scenario (Table 27) based on consultations with stakeholders and the following considerations:

e The uptake of pelvic floor muscle training will likely be small initially because, presently, there is an
inadequate number of health care professionals qualified to provide pelvic floor muscle training in
the public health care system. See Background.

e With more patient education, we expect that more people will become aware of pelvic floor muscle
training (see Patient Preferences and Values); more health care professionals will train and be able
to offer pelvic floor muscle training services; therefore, uptake rates will likely increase yearly

e Pelvic floor muscle training may be used alone, or jointly with other interventions, so people who
have received other treatments may also receive pelvic floor muscle training

e For some people with pelvic floor dysfunction, pelvic floor muscle training may not be suitable

e We assumed that most people may not need more pelvic floor muscle training over the subsequent
few years after completing 1 course of pelvic floor muscle training treatment

e Our estimated uptake of this intervention reflects the proportion of people who receive pelvic floor
muscle training with stress urinary incontinence, fecal incontinence, or pelvic organ prolapse as the
primary indication. However, some people may receive physiotherapy to treat a primary concern
other than pelvic floor dysfunction (e.g., for poststroke rehabilitation). During these physiotherapy
sessions, pelvic floor muscle training may be provided to address a secondary concern (e.g., stress
urinary incontinence). Our estimated uptake rate does not take into account pelvic floor muscle
training services undertaken to address pelvic floor dysfunction as a secondary concern
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Table 27: PFMT Uptake Rates in New Scenario, by Condition and Sex

Year 1 Year 2 Year 3 Year 4 Year 5
Stress urinary incontinence uptake rate
Women
18 to 44 years, % 10 12 14 16 18
45 to 64 years, % 10 12 14 16 18
> 65 years, % 5 6 7 8 9
Men
18 to 64 years, % 5 6 7 8 9
> 65 years, % 5 6 7 8 9
Fecal incontinence uptake rate
Women
18 to 44 years, % 10 12 14 16 18
45 to 64 years, % 10 12 14 16 18
> 65 years, % 5 6 7 8 9
Men
18 to 64 years, % 5 6 7 8 9
> 65 years, % 5 6 7 8 9
Pelvic organ prolapse uptake rate
Women
18 to 44 years, % 10 12 14 16 18
45 to 64 years, % 10 12 14 16 18
> 65 years, % 5 6 7 8 9

Men
18 to 64 years, %
> 65 years, %
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Table 28: Patient Volume Estimates for PFMT in New Scenario, by Condition and Sex

Year 1 Year 2 Year 3 Year 4 Year 5 Total

Stress urinary incontinence volume

Women, n 33,519 40,826 48,345 56,080 64,036 242,806
18 to 44 years, n 8,239 10,035 11,883 13,784 15,740 59,681
45 to 64 years, n 16,355 19,920 23,589 27,363 31,245 118,472
265 years, n 8,925 10,871 12,873 14,933 17,051 64,653

Men, n 1,962 2,389 2,830 3,282 3,748 14,211
18 to 64 years, n 891 1,085 1,285 1,490 1,702 6,453
> 65 years, n 1,071 1,304 1,545 1,792 2,046 7,758

Fecal incontinence volume

Women, n 49,871 60,742 71,928 83,436 95,274 361,251
18 to 44 years, n 12,373 15,070 17,845 20,700 23,637 89,625
45 to 64 years, n 24,425 29,749 35,228 40,864 46,662 176,928
> 65 years, n 13,073 15,923 18,855 21,872 24,975 94,698

Men, n 23,719 28,890 34,211 39,685 45,315 171,820
18 to 64 years, n 15,066 18,351 21,731 25,208 28,784 109,140
> 65 years, n 8,653 10,539 12,480 14,477 16,531 62,680

Pelvic organ prolapse volume

Women, n 15,516 18,899 22,379 25,960 29,643 112,397
18 to 44 years, n 4,076 4,965 5,879 6,820 7,788 29,528
45 to 64 years, n 7,967 9,704 11,491 13,330 15,221 57,713
> 65 years, n 3,473 4,230 5,009 5,810 6,634 25,156

Men, n — — - — - —
18 to 64 years, n — — — — — —

> 65 years, n — — — — — —

Resources and Costs

We reviewed published literature and consulted stakeholders to estimate the average costs of pelvic
floor muscle training. The cost of pelvic floor muscle training therapy is directly linked to the overall
number of health care professional hours required (i.e., the number of pelvic floor muscle training
sessions and the duration of training sessions). Published studies reported that the total number of
pelvic floor muscle training sessions varied from 4 sessions®® to greater than 20 sessions.3*%* Clinical
guidelines®! currently do not include guidance on the specific number of pelvic floor muscle training
sessions that patients should receive, because it should be determined on an individual basis, but we
took INESSS data and recommendations regarding minimum and maximum number of sessions into
consideration —a maximum of 10 sessions was recommended for the treatment of urinary
incontinence*? and pelvic organ prolapse*? in women, and a minimum of 5 and maximum of 10
sessions was used in their budget impact analysis when modelling urinary incontinence treatment for
adult women.”
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Considerations
Unit

e We estimated the average cost of pelvic floor muscle training per person not per training session.
Currently, clinic-based physiotherapy in Ontario is based on an episode of care model not

individual visits.°

Clinician-to-Patient Ratio

e We considered individual-based pelvic floor muscle training (1 therapist for 1 patient). Although
group-based pelvic floor muscle training can be conducted and was less costly compared with
individual-based pelvic floor muscle training,'%! it is challenging to implement in practice (i.e., finding
sufficient patients who need and can attend training sessions at the same time [Kate Jones, email
communication, 2023 August]). Currently, health care professionals generally provide 1-to-1 pelvic
floor muscle training in Ontario, although group-based pelvic floor muscle training is also sometimes
offered (Sinéad Dufour, email communication, 2023 August; Kate Jones, email
communication, 2023 August).

Treatment Components

e We focused solely on pelvic floor muscle training and did not include adjunct components (e.g.,
biofeedback).

Number of Sessions and Session Duration

e We did not differentiate pelvic floor muscle training costs by condition.

41,42,99,101

® Most clinical and economic data were based on studies with women. For simplicity, we do

not differentiate costs by sex.

e We assumed that most individuals would participate in 5 to 8 sessions (Kate Jones, email
communication, 2023 August; Nelly Faghani, verbal communication, 2023 March). (Note it is
expected that some patients may not complete all sessions in prescribed program; the range stated
here represents sessions received)

e We estimated the actual cost (not prices charged) of pelvic floor muscle training based on those
from the provider perspective in a Canadian study®

o The pelvic floor muscle training program, which began with assessment and education, followed
by 10 to 12 weekly visits (1 hour per session), had a mean cost of $954 (after adjustment to
2023 Canadian dollars using the Canadian consumer price index%?).

o The provider perspective of the pelvic floor muscle training cost reflected the labour market
salary for specialized physiotherapists, treatment room, staff time, consumables, and all

equipment necessary for pelvic floor muscle training.

e We took into consideration that the average labour salary level and the cost of treatment rooms in
Ontario are slightly higher than those in Quebec.??%1%
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Cost

Since the number of pelvic floor muscle training sessions is expected to be lower than those reported
(e.g., 5-8 sessions rather than 10-12 sessions®!), the mean cost of pelvic floor muscle training program
was estimated to be $763, which is 80% of the pelvic floor muscle training mean cost reported by
Cacciari et al.®

This estimate is consistent with the rate of charge for pelvic floor muscle training in private
physiotherapy clinics in Ontario (e.g., $150 for a 60-minute session, and $100 for a 30-minute
session),% costs reported by INESSS ($105 per session in 2020),%? and costs reported in another paper
based on Canadian data (4—6 sessions: $715 [SD $142.50] in 2017 Canadian dollars).%®

Internal Validation

The secondary health economist conducted formal internal validation. This process included checking
for errors and ensuring the accuracy of parameter inputs and equations in the budget impact analysis.

Analysis

We conducted a reference case analysis and sensitivity analyses. Our reference case analysis represents
the analysis with the most likely set of input parameters and model assumptions. Our sensitivity
analyses explored how the results are affected by varying input parameters and model assumptions; we
used the same parameters as in the reference case analysis, with the exception of those specified below
for each analysis.

Scenarios

e Change in patient volume estimate for men with stress urinary incontinence, with new estimate

based on Ontario radical prostatectomy data

o Only post—radical prostatectomy stress urinary incontinence was included because most clinical
evidence for pelvic floor muscle training for men with stress urinary incontinence is based on
this population.

o Post-radical prostatectomy urinary incontinence is common; it was estimated that about
8% to 25% people who undergo radical prostatectomy experience urinary incontinence.®

o We identified the annual number of radical prostatectomy procedures conducted in Ontario
(including open, robotic, or laparoscopic) using Canadian Institute for Health Information
Discharge Abstract Database inpatient data from fiscal years 2017 to 2021 (IntelliHealth Ontario,
intellihealth.moh.gov.on.ca; December 2023). Yearly volume was relatively consistent, and a

mean of 1,862 radical prostatectomies were conducted annually.

o We assumed that 300 individuals (about 16%) would experience post—radical prostatectomy
urinary incontinence, and would be eligible for PFMT treatment.

o Given the small population size, we assumed that the uptake would be 60% in year 1 and
increase by 5 percentage points annually to 80% in year 5 (Table 29).
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e Change in volume estimate, by taking into consideration individuals with more than 1 type of pelvic

floor dysfunction

o Individuals may have more than 1 type of pelvic floor dysfunction (Table A24). This scenario
counts an individual only once if they have more than 1 condition (urinary incontinence, fecal
incontinence and pelvic organ prolapse). Note that this scenario included all types of urinary
incontinence, not only stress urinary incontinence.

o We assumed that the uptake rates would be the same as those for women and men with stress
urinary incontinence to yield the new projected estimates (Table 29).

e Higher uptake due to the availability of virtual pelvic floor muscle training

o Widespread availability of virtual pelvic floor muscle training may improve uptake rates,
by improving access for people who live in remote areas or who have challenges with
their mobility.

o Currently, virtual pelvic floor muscle training is often provided in private clinics, and experts are
of the opinion that it will be feasible to deliver in the publicly funded health care system,
because numerous clinics have offered virtual care since the COVID-19 pandemic (Sinéad
Dufour, written communication, 2023 December; Kate Jones, written communication, 2023
December; Nelly Faghani, written communication, 2023 December), and clinical practice
guidelines for urinary incontinence indicated that virtual care is effective for all urogynecology
care.* However, it may be preferred that patients visit clinics in person at least once so
therapists can conduct a pelvic exam to understand the patients’ conditions, and prepare the
individualized pelvic floor muscle training plans.

o In general, the cost of a virtual session (delivered by physiotherapists) is the same as that of an
in-person session, because the cost of pelvic floor muscle training is largely driven by therapist
time required (Sinéad Dufour, written communication, 2023 December; Kate Jones, written
communication, 2023 December; Nelly Faghani, written communication, 2023 December).

We assumed that uptake rates would be 25% higher than those in the reference case analysis,

O

yielding higher patient volume estimates (Table 29).

e Lower patient volume estimate due to treatment with pessaries being funded publicly
o Patient volume estimates for pelvic floor muscle training may be lower than those in the
reference case analysis, because patients being treated with pessaries may not make use of
pelvic floor muscle training.

— Publicly funding pessaries may have limited impact on the budget impact of pelvic floor
muscle training in initial years.

— Presently, treatment with a pessary is often used for women with stress urinary
incontinence or pelvic organ prolapse, and although the physician fee for pessary fitting is
publicly funded in Ontario,3® pessary devices are not publicly funded (i.e., out of pocket or
through private insurance; device cost: $75 CAD in 2017; the pessary device can be used for
several years®). Also, it is possible that individuals with a pessary also receive pelvic floor
muscle training.
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= Inthe long term, when considering both incidence and pessary replacements, the impact
may be greater.

We assumed that patient volumes for pelvic floor muscle training would be 10%, 12%, 14%, 17%

and 20% lower than those in year 1, 2, 3, 4, and 5, respectively, for women with stress urinary

O

incontinence and pelvic organ prolapse in the reference case (Table 29).
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Table 29: Parameter Changes for Scenario Analyses

Year 1 Year 2 Year 3 Year 4 Year 5

Total

Change in patient volume estimate for men with stress urinary incontinence, with new estimate based on radical prostatetectomy data

Reference case

Men, stress urinary incontinence 1,962 2,389 2,830 3,282 3,748 14,211
Scenario anlaysis
Men, stress urinary incontinence 180 195 210 225 240 1,050
Change in volume estimate, by taking into consideration individuals may have 2 1 pelvic floor disorder
Reference case NA NA NA NA NA NA
Scenario analysis
Women 132,440 161,312 191,020 221,583 253,020 959,375
Men 35,387 43,101 51,038 59,205 67,604 256,335
Change in patient volume estimate, because of 25% higher uptake (if virtual pelvic floor muscle training is offered)
Reference case
Women
Stress urinary incontinence 33,519 40,826 48,345 56,080 64,036 242,806
Fecal incontinence 49,871 60,742 71,928 83,436 95,274 361,251
Pelvic organ prolapse 15,516 18,899 22,379 25,960 29,643 112,397
Men
Stress urinary incontinence 1,962 2,389 2,830 3,282 3,748 14,211
Fecal incontinence 23,719 28,890 34,211 39,685 45,315 171,820
Pelvic organ prolapse — — — — — —
Scenario analysis
Women
Stress urinary incontinence 41,899 51,033 60,431 70,100 80,045 303,508
Fecal incontinence 62,339 75,928 89,910 104,295 119,093 451,565
Pelvic organ prolapse 19,395 23,624 27,974 32,450 37,054 140,497
Men
Stress urinary incontinence 2,453 2,986 3,538 4,103 4,685 17,765
Fecal incontinence 29,649 36,113 42,764 49,606 56,644 214,776
Pelvic organ prolapse - - - - - -
Change in patient volume estimate, because of lower uptake (due to treatment with pessary being funded publicly)
Reference case
Women, stress urinary incontinence 33,519 40,826 48,345 56,080 64,036 242,806
Women, pelvic organ prolapse 15,516 18,899 22,379 25,960 29,643 112,397
Scenario analysis
Women, stress urinary incontinence 30,167 35,927 41,577 46,546 51,229 205,446
Women, pelvic organ prolapse 13,964 16,631 19,246 21,547 23,714 95,102
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We also conducted the following sensitivity analyses:

e Higher pelvic floor muscle training costs (20% higher than the reference case)
o For various reasons, the costs of pelvic floor muscle training can be higher (e.g., more sessions,
higher adherence rate, adjunct components included, or physician as health care professional).

e Lower pelvic floor muscle training costs (20% lower than the reference case)

o For various reasons, the average costs of pelvic floor muscle training can be lower (e.g., group-
based training, lower adherence)

o For example, the group-based physiotherapy may be performed in some physiotherapy clinics
located in the high population density areas, the increased volumes may mainly lead the
increase of the workload and associated salary of professionals and staff, while the costs of
treatment room and overhead costs do not change, so the average costs may become lower
with the increase of volumes of pelvic floor muscle training. In addition, the feasibility of using
app-based pelvic floor muscle training may reduce the number of supervised follow-up visits.
Lastly, the actual adherence of patients to all prescribed sessions of pelvic floor muscle training
may be lower than what is assumed in our reference case.

e Greater volume of pelvic floor muscle training (40% higher than the reference case analysis)
o Larger clinical population (e.g., using broader definitions for population of interest) or higher

uptake rate

e Smaller volume of pelvic floor muscle training (40% lower than the reference)

o Smaller clinical population or the lower uptake rate

Results

Reference Case

Results of the budget impact analysis for women and men are shown in Table 30. The total cost of pelvic
floor muscle training in the current scenario was assumed to be zero, given that pelvic floor muscle
training is not publicly funded. Publicly funding pelvic floor muscle training would result in total
additional costs over 5 years of $185.3 million, $275.6 million, and $85.8 million for women with stress
urinary incontinence, fecal incontinence, and pelvic organ prolapse, respectively; publicly funding pelvic
floor muscle training would result in total additional costs over 5 years of $10.8 million and $131.1
million for men with stress urinary incontinence and fecal incontinence, respectively.
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Table 30: Budget Impact Analysis Results (Reference Case), by Condition and Sex

Budget impact, $ million®®

Year 1 Year 2 Year 3 Year 4 Year 5 Total
Stress urinary incontinence
Women
Current scenario 0 0 0 0 0 0
New scenario 25.6 31.2 36.9 42.8 48.9 185.3
Budget impact 25.6 31.2 36.9 42.8 48.9 185.3
Men
Current scenario 0 0 0 0 0 0
New scenario 1.5 1.8 2.2 2.5 2.9 10.8
Budget impact 1.5 1.8 2.2 2.5 2.9 10.8
Fecal incontinence
Women
Current scenario 0 0 0 0 0 0
New scenario 38.1 46.3 54.9 63.7 72.7 275.6
Budget impact 38.1 46.3 54.9 63.7 72.7 275.6
Men
Current scenario 0 0 0 0 0 0
New scenario 18.1 22 26.1 30.3 34.6 131.1
Budget impact 18.1 22 26.1 30.3 34.6 131.1
Pelvic organ prolapse
Women
Current scenario 0 0 0 0 0 0
New scenario 11.8 14.4 17.1 19.8 22.6 85.8
Budget impact 11.8 14.4 17.1 19.8 22.6 85.8
Men
Current scenario 0 0 0 0 0 0

New scenario — — — — — —

Budget impact - - - - - -

2In 2023 Canadian dollars.
bResults may appear inexact due to rounding.

Sensitivity Analysis

The potential budget impact of publicly funding pelvic floor muscle training for men with
postprostatectomy urinary incontinence was small (Table 31). The total additional budget of funding
pelvic floor muscle training for adults, when adjusting patient volume estimates for overlap between
clinical populations (i.e., taking into consideration that some may have more than 1 type of pelvic floor
dysfunction) would be approximately $927.6 million ($732.0 million and $195.6 million for women and
men, respectively). If the virtual pelvic floor muscle training is widely available, the budget impact would
be greater than that in the reference case, and if treatment with a pessary is publicly funded, the budget
impact of pelvic floor muscle training may be slightly lower than that in the reference case.
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Table 31: Budget Impact Analysis Results (Scenario Analyses)

Budget impact, $ million>®

Scenario Year 1 Year 2 Year 3 Year 4 Year 5 Total

Change in patient volume estimate for men with stress urinary incontinence, with new estimate based on radical prostatetectomy data

Reference case

Men, stress urinary incontinence 15 1.8 2.2 2.5 2.9 10.8
Scenario analysis
Men, stress urinary incontinence 0.14 0.15 0.16 0.17 0.18 0.80
Change in volume estimate, by taking into consideration individuals may have 2 1 pelvic floor disorder
Reference case NA
Scenario analysis
Women 101.1 123.1 145.7 169.1 193.1 732.0
Men 27.0 329 38.9 45.2 51.6 195.6
Change in patient volume estimate because of 25% higher uptake (if virtual pelvic floor muscle training is offered)
Reference case
Women
Stress urinary incontinence 25.6 31.2 36.9 42.8 48.9 185.3
Fecal incontinence 38.1 46.3 54.9 63.7 72.7 275.6
Pelvic organ prolapse 11.8 14.4 17.1 19.8 22.6 85.8
Men
Stress urinary incontinence 15 1.8 2.2 2.5 2.9 10.8
Fecal incontinence 18.1 22 26.1 30.3 34.6 131.1
Pelvic organ prolapse - - - - - -
Scenario analysis
Women
Stress urinary incontinence 32.0 38.9 46.1 53.5 61.1 231.6
Fecal incontinence 47.6 57.9 68.6 79.6 90.9 344.6
Pelvic organ prolapse 14.8 18.0 21.3 24.8 28.3 107.2
Men
Stress urinary incontinence 1.9 2.3 2.7 3.1 3.6 13.6
Fecal incontinence 22.6 27.6 32.6 37.8 43.2 163.8
Pelvic organ prolapse — — — — — —
Change in patient volume estimate because of lower uptake due to treatment with a pessary being funded publicly
Reference case
Women, stress urinary incontinence 25.6 31.2 36.9 42.8 48.9 185.3
Women, pelvic organ prolapse 11.8 14.4 17.1 19.8 22.6 85.8
Scenario analysis
Women, stress urinary incontinence 23.0 27.4 31.7 35.5 39.1 156.7
Women, pelvic organ prolapse 10.7 12.7 14.7 16.4 18.1 72.6

Abbreviations: Fl, fecal incontinence; POP, pelvic organ prolapse; SUI, stress urinary incontinence; Ul, urinary incontinence.

2In 2023 Canadian dollars.
bResults may appear inexact due to rounding.
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The potential budget impact result was sensitive to change in average pelvic floor muscle training

program cost and change patient volume (Table 32).

Table 32: Budget Impact Analysis Results (Sensitivity Analyses)

Budget impact, $ million®

Scenario Year 1 Year 2 Year 3 Year 4 Year 5 Total®
Reference case
Women
Stress urinary incontinence 25.6 31.2 36.9 42.8 48.9 185.3
Fecal incontinence 38.1 46.3 54.9 63.7 72.7 275.6
Pelvic organ prolapse 11.8 14.4 17.1 19.8 22.6 85.8
Men
Stress urinary incontinence 15 1.8 2.2 2.5 2.9 10.8
Fecal incontinence 18.1 22 26.1 30.3 34.6 131.1
Pelvic organ prolapse — — — — — —
Higher PFMT costs, 20% higher than the reference case
Women
Stress urinary incontinence 30.7 37.4 443 514 58.7 222.5
Fecal incontinence 45.7 55.6 65.9 76.4 87.2 330.8
Pelvic organ prolapse 14.2 17.3 20.5 23.8 27.1 102.9
Men
Stress urinary incontinence 1.8 2.2 2.6 3.0 3.5 13.1
Fecal incontinence 21.7 26.4 313 36.4 41.5 157.3
Pelvic organ prolapse — — — — — —
Lower PFMT costs, 20% lower than the reference case
Women
Stress urinary incontinence 20.5 25.0 29.5 34.2 39.1 148.3
Fecal incontinence 30.5 37.0 43.9 51.0 58.2 220.6
Pelvic organ prolapse 9.4 11.5 13.7 15.8 18.1 68.5
Men
Stress urinary incontinence 1.2 1.4 1.8 2 2.3 8.7
Fecal incontinence 145 17.6 20.9 24.2 27.7 104.9
Pelvic organ prolapse — — — — — —
Greater volume of PFMT, 40% higher than the reference
Women
Stress urinary incontinence 35.8 43.7 51.7 59.9 68.5 259.6
Fecal incontinence 53.3 64.8 76.9 89.2 101.8 386.0
Pelvic organ prolapse 16.5 20.2 23.9 27.7 31.6 119.9
Men
Stress urinary incontinence 2.1 2.5 3.1 35 4.1 15.3
Fecal incontinence 25.3 30.8 36.5 42.4 48.4 183.4

Pelvic organ prolapse —

ONTARIO HEALTH, AUGUST 2024

84



Budget impact, $ million®

Scenario Year 1 Year 2 Year 3 Year 4 Year 5 Total®

Smaller volume of PFMT, 40% lower than the reference

Women
Stress urinary incontinence 15.4 18.7 221 25.7 29.3 111.2
Fecal incontinence 22.9 27.8 32.9 38.2 43.6 165.4
Pelvic organ prolapse 7.1 8.6 10.3 11.9 13.6 51.5
Men
Stress urinary incontinence 0.9 1.1 1.3 1.5 1.7 6.5
Fecal incontinence 10.9 13.2 15.7 18.2 20.8 78.8

Pelvic organ prolapse — — — — _ _

Abbreviations: PFMT, pelvic floor muscle training.
21n 2023 Canadian dollars.
b Results may appear inexact due to rounding.

Discussion

We estimated the costs associated with pelvic floor muscle training but did not include any potential
downstream cost savings associated with pelvic floor muscle training due to uncertainty in the clinical
evidence. Our Clinical Evidence Review showed that pelvic floor muscle training likely improves
symptoms for women with stress urinary incontinence and pelvic organ prolapse, in comparison with no
treatment or usual care. Therefore, pelvic floor muscle training may reduce the uses of other health care
resources associated with these symptoms and products for urinary incontinence for the publicly funded
health care system and individual families, respectively; however, the magnitude of potential savings
from pelvic floor muscle training is difficult to quantify because of a lack of data to address this issue. In
addition, although we consulted several stakeholders, a lot of uncertainty remained regarding potential
uptake rates.

Pelvic floor muscle training may also include adjunct treatments, such as biofeedback, electrical
stimulation, and vaginal cones, but these are not recommended for women with urinary incontinence in
the guidelines due to lacking of evidence of its benefits over the basic pelvic floor muscle training.3!
Commonly pelvic floor muscle training is classified as a physical therapy, but pelvic floor muscle

training includes both physical or behavioral components.?” If pelvic floor muscle training is publicly
funded, a large number of trained professionals will be needed to offer pelvic floor muscle training for
the Ontario population.

It is not straightforward to understand how pelvic floor muscle training will be implemented or the
actual budget impact for Ontario if pelvic floor muscle training is publicly funded in the future. In the
present analysis, we used a model of care with associated cost that resembles what is currently used in
private practice for physiotherapists. We acknowledge that an implementation model for pelvic floor
muscle training may result in different costs for pelvic floor muscle training programs and a different
budget impact.

Equity Considerations

We included a scenario analysis of the availability of virtual pelvic floor muscle training, which is
especially feasible for people living in remote areas and these with challenges in mobility.
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Strengths and Limitations

Our study had the following strengths:

e We consulted several stakeholders to understand current funding and the context of pelvic floor
muscle training in Ontario

e  Our key parameters and main assumptions were verified by clinical experts in Ontario
The following limitations should be noted when interpreting the findings of this analysis:

e We did not consider any potential cost savings associated with pelvic floor muscle training due to
uncertainty in the clinical evidence

e Predicting the potential uptake rates and volume of pelvic floor muscle training after pelvic floor
muscle training is publicly funded is not straightforward. Although we made efforts to provide the
reasonable estimates, the predictions of uptakes were still uncertain

Conclusions

We estimated that publicly funding pelvic floor muscle training for adults with stress urinary
incontinence, pelvic organ prolapse, and fecal incontinence in Ontario would result in a substantial
budget increase to the province over the next 5 years. For women with stress urinary incontinence, fecal
incontinence, and pelvic organ prolapse, publicly funding pelvic floor muscle training would result in
total additional costs of $185.3 million, $275.6 million, and $85.8 million respectively, over the next

5 years. For men with stress urinary incontinence and fecal incontinence, publicly funding pelvic floor
muscle training would result in total additional costs of $10.8 million and $131.1 million, respectively,
over the next 5 years.
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Preferences and Values Evidence

Objective

The objective of this analysis was to explore the underlying values, needs, and priorities of those who
have lived experience of stress urinary incontinence, fecal incontinence, or pelvic organ prolapse, as well
as patient preferences and their perceptions of pelvic floor muscle training.

Background

Exploring patient preferences and values provides a unique source of information about people’s
experiences of a health condition and the health technologies or interventions used to manage or treat
that health condition. It includes the impact of the condition and its treatment on the person with the
health condition, their family and other caregivers, and the person’s personal environment. Engagement
also provides insights into how a health condition is managed by the province’s health system.

Information shared from lived experience can also identify gaps or limitations in published research
(e.g., outcomes important to those with lived experience that are not reflected in the literature).106-108
Additionally, lived experience can provide information and perspectives on the ethical and social values
implications of health technologies or interventions.

Because the needs, preferences, priorities, and values of those with lived experience in Ontario are
important to consider to understand the impact of the technology in people’s lives, we may speak
directly with people who live with a given health condition, including those with experience of the
technology or intervention we are exploring.

For this analysis, we examined the preferences and values of people with stress urinary incontinence,
fecal incontinence, or pelvic organ prolapse in 3 ways:

e Avreview of the quantitative evidence on patient and provider preferences and values
e Aninformal review of qualitative evidence from some recently published Canadian HTAs3%42:109.110

e Direct engagement by Ontario Health with people with these conditions through interviews

Quantitative Evidence

Research Questions

e What is the relative preference of patients for pelvic floor muscle training compared with no
treatment or other conservative treatments?

e What is the relative importance of key attributes of pelvic floor muscle training and what trade-offs
between attributes are patients willing to make?
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Methods

Literature Search

We performed a literature search on June 16, 2023, for quantitative preferences and value studies
published since January 1, 1980, to the search date. We used the Ovid interface to search MEDLINE and
the EBSCOhost interface to search the Cumulative Index to Nursing & Allied Health Literature (CINAHL).
We also searched the International Network of Agencies for Health Technology Assessment (INAHTA)
database of health technology assessments.

The search was based on the clinical search strategy with a methodological filter applied to limit
retrieval to quantitative evidence of preferences and values (modified from Selva et al*®). The final
search strategy was peer-reviewed using the PRESS Checklist.t

We created database autoalerts in MEDLINE and CINAHL and monitored them until October 4, 2023. See
Appendix 1 for our literature search strategies, including all search terms.

Eligibility Criteria

Studies

Inclusion Criteria

e English-language full-text papers

e Randomized controlled trials, health technology assessments, systematic reviews, observational
studies, surveys, questionnaires, discrete-choice experiments

e Utility measures: direct techniques (standard gamble, time trade-off, rating scales) or conjoint
analyses (discrete-choice experiments, contingent valuation and willingness-to-pay, probability
trade-off)

e Other quantitative measures, such as direct-choice techniques, decision aids, surveys, and
questionnaires

Exclusion Criteria

e Animal and in vitro studies

e Nonsystematic reviews, narrative reviews, abstracts, editorials, letters, case reports, commentaries,
and qualitative studies

Participants

Inclusion Criteria
e People (> 12 years) diagnosed with stress urinary incontinence, fecal incontinence, or pelvic
organ prolapse

Exclusion Criteria
e People <11 years of age
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e Pelvic organ prolapse, urinary incontinence, or fecal incontinence not associated with pelvic floor
dysfunction (e.g., urinary incontinence due to a neurological condition or pelvic cancer)

Interventions

Inclusion Criteria

e Supervised and guided pelvic floor muscle training for treatment (such as but not limited to Kegel
exercises) with or without adjunct (biofeedback, weighted vaginal cones, and electrical or
neuromuscular stimulation) or other conservative treatment (e.g., pessary)

Exclusion Criteria
e Pelvic floor muscle training for prevention

e Unsupervised and unguided pelvic floor muscle training (e.g., pamphlets, DVDs, online)

Comparators

Inclusion Criteria
e No comparator

e Control (i.e., no active treatment)

e Other conservative treatment (e.g., pessary)

Exclusion Criteria
e Surgery

e Pelvic floor muscle training

Outcomes

e Patient preferences

e Goals of treatment

Literature Screening

A single reviewer conducted an initial screening of titles and abstracts using Covidence® and then
obtained the full text of studies that appeared eligible for review according to the inclusion criteria. A
single reviewer then examined the full-text articles and selected studies eligible for inclusion.
Statistical Analysis

Results are summarized narratively. No additional statistical analyses were conducted beyond those
reported in the primary studies.

Critical Appraisal of Evidence

We did not undertake a formal critical appraisal of the included studies.
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Results

Literature Search

The literature search of the quantitative evidence of preferences and values yielded 748 citations
published between January 1, 1980, and June 16, 2023, including grey literature searches and after
duplicates were removed. We identified 1 additional study from database alerts (monitored until
October 4, 2023). In total, we identified 2 studies that met our inclusion criteria. Figure 4 presents the
Preferred Reporting Items for Systematic Reviews and Meta-analyses (PRISMA) flow diagram for the
literature search for quantitative evidence of preferences and values.
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Figure 4: PRISMA Flow Diagram — Quantitative Evidence of Preferences and Values

PRISMA flow diagram showing the quantitative evidence of preferences and values systematic review. The database search of the preferences
and values literature yielded 651 citations published between January 1, 1980, and June 16, 2023, including grey literature searches and after
duplicates were removed. We screened the abstracts of the 651 identified studies and excluded 649. We assessed the full text of 1 article as

Systematic Review

well as 1 study we identified during database alerts. In the end, we included 2 articles in the qualitative synthesis.
Abbreviation: PRISMA, Preferred Reporting Items for Systematic Reviews and Meta-analyses.

Source: Adapted from Page et al.>
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Characteristics of Included Studies

Characteristics of the 2 included studies are shown in Table 33.

Table 33: Characteristics of Included Studies for Quantitative Evidence

Intervention Comparator
Age,
Age, mean
mean (sD),
Author, year Objective Methods Description n (SD),y  Description n y
Observational single cohort
Karantanis et al,'* To investigate Questionnaire? PFMT 104 49(12) — - -
2014 preferences (e.g., Patients with
degree to which stress urinary
decisions influenced incontinence
FJV medicﬁl recruited from
|nfornt1at|on, 3 urogynecology
referring local departments
general
practitioners, other
sources, and other
factors)
Randomized controlled trial
Limbutara et al,*2 To assess whether Participants, with PFMT 20 65.70 Pessary 20 68.80
2023 treatment was stage 2-3 pelvic IUGA protocol (9.89) (ring pessary (6.40)
successful based on organ prolapse, (exercises with or without
achievement of self- asked to list 3 twice/week support and
determined goals goals expected 3 sets of 8— Gellhorn
from treatment 12 maximal pessary)
Primary outcome: contractions, 2-wk follow-up:
proportion of 3 times/day) If pessary fell
treaFnﬁent group Follow-up at out or
participants for 2 and 6 wk: discomfort
whom 3”.3 goals Digital experienced,
were achieved at examination to patient refitted®
6 wk check whether with different
patients type or size;
contracted reviewed again

muscle correctly

after 2 wkd

Abbreviations: IUGA, International Urogynecology Association; PFMT, pelvic floor muscle training; SD, standard deviation; wk, weeks; y, years.

aQuestionnaire comprised of 3 parts: questions to determine current knowledge of SUI treatments; information sheets about PFMT, tension
free vaginal tape procedure, and open colposuspension; and questions asking for information about patients’ preferred treatment and reasons

for their choice.

bGoals were divided into 10 categories: bladder, bowel, prolapse, pain-related, sexual, physical function, social relationships, emotional,

combined goal, and other goals.
¢Pessary size considered correct when physician could place finger between pessary and vaginal wall, prolapse reduced to above hymen,
patient felt comfortable, and pessary retained during Valsalva manoeuvre and coughing in both supine and standing positions.
dIf pessary fell out or discomfort experienced, fitting deemed unsuccessful.

Patient Preferences

Karantanis et al''! found that pelvic floor muscle training was the preferred management choice for 68

out 104 (65%) women with stress urinary incontinence, followed by tension-free vaginal tape (27

women [26%]) and colposuspension (6 women [6%]). The information sheets were the main basis for
these choices in 86 out of 104 (83%) women.
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For patients who preferred pelvic floor muscle training, 34 out of the 68 (50%) reported noninvasiveness
and low risk as the main reasons for their choice, 16 women felt they should try a conservative
treatment before considering surgery (without mention of risk or invasiveness of surgery), 5 women
thought their urine leakage was too mild to consider surgery, and 4 women wanted to avoid possible
cesarean section in the event of a subsequent pregnancy.

Of note, Health Canada issued notices to hospitals in 2014 regarding complications related to tension
free vaginal tape for stress urinary incontinence.!3 Karantanis et al''! included tension-free vaginal tape
as a treatment option. Women'’s preferences regarding tension free vaginal tape may have changed
after learning about the 2014 Health Canada notices. Limitations of the study!!! include lack of
information about patient preferences after undergoing treatment, and no information was reported

about how questionnaires were administered, collected, or assessed.

Achievement of Treatment Goals

Limbutara et al'’? determined that, at 6 weeks, significantly more people (P = .01) with pelvic organ
prolapse achieved their goals in the vaginal pessary group (14 out of 20 [70%]) compared with those in
the pelvic floor muscle training group (6 out 20 [30%]); however, dropouts, complications, whether any
patients had unsuccessful pessary fittings, how patient goals were collected, and who assessed the
results were not reported

Discussion

Karantanis et al'!* showed that noninvasiveness of an intervention is an important factor related to
treatment choice for women with stress urinary incontinence.

The mechanism of action of conservative treatments may also play a role in how patients view
achievement of their treatment goals, at least with respect to patients with pelvic organ prolapse.
Limbutara et al’? suggested that their results may be explained by pessaries providing mechanical
support and offering prompt reduction of pelvic organ prolapse symptoms and restoration of normal
anatomy in comparison with pelvic floor muscle training, with which relief of pelvic organ prolapse
symptoms may take longer (weeks) to manifest.

Conclusions

We found evidence that pelvic floor muscle training was the preferred option for most women with
stress urinary incontinence in a study!!! about treatment choices, but in a study with people with pelvic
organ prolapse,'*? a pessary helped more people achieve their treatment goals compared with pelvic
floor muscle training.

Qualitative Evidence

We also leveraged existing research to gain additional insights about lived experiences3%*? and to

explore the perspectives of people who have undergone prostatectomy with incontinence as a side
effect.1%110 The following 4 HTAs explored the perspectives and experiences of patients through direct
patient engagement or qualitative review.

e INESSS HTA: Perineal and pelvic rehabilitation for the prevention and treatment of pelvic
floor dysfunctions*
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e University of Calgary HTA: Open and Minimally Invasive Prostatectomy%
e CADTH HTA: Prostatectomy for People with Prostate Cancer!*®

e Ontario Health HTA: Vaginal Pessaries for Pelvic Organ Prolapse or Stress Urinary Incontinence®

We synthesized our findings from this informal review with our findings from direct patient engagement
(see Results).

Direct Patient Engagement

Methods

Partnership Plan

The partnership plan for this health technology assessment focused on consultation to examine the
experiences of people with pelvic organ prolapse, stress urinary incontinence, and fecal incontinence
and those of their families and other care partners. We engaged people via face-to-face and phone
interviews and an online survey.

No relevant equity issues were identified in this health technology assessment; as a result, we did not
carry out specific engagement initiatives for distinct populations.

We used a qualitative interview and online survey, as this method of engagement allowed us to explore
the meaning of central themes in the experiences of people with pelvic organ prolapse, stress urinary
incontinence, and fecal incontinence as well as those of their families and caregivers.!!* The sensitive
nature of exploring people’s experiences of a health condition and their quality of life are other factors
that support our choice of an interview and survey methodology.

Participant Outreach

We used an approach called purposive sampling,1*>1*® which involves actively reaching out to people

with direct experience of the health condition and health technology or intervention being reviewed.
We approached a variety of partner organizations, including physiotherapy clinics to spread the word
about this engagement activity and to contact people with pelvic organ prolapse, stress urinary
incontinence, and fecal incontinence family members, and caregivers, including those with experience of
pelvic floor muscle training.

Inclusion Criteria

We sought to speak with people and their caregivers who have been actively managing pelvic organ
prolapse, stress urinary incontinence and fecal incontinence. These people were not required to have
had direct experience with pelvic floor muscle training to participate. While we did not carry out
engagement with distinct populations, we did seek broad geographic, cultural, and socioeconomic
representation to explore possible equity issues in accessing treatment for pelvic organ prolapse stress
urinary incontinence, and fecal incontinence.

Exclusion Criteria

We did not set specific exclusion criteria.
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Participants

We engaged with 21 people (15 interview participants and 6 survey respondents). Of the 21 individuals,
there were 6 with stress urinary incontinence, 10 with pelvic organ prolapse, 1 with fecal incontinence, 3
with pelvic organ prolapse and stress urinary incontinence, 1 with all 3 conditions; 4 individuals had
more than 1 condition. Two of the 6 diagnosed with stress urinary incontinence were male perspectives.
Many participants (15 out of 21) had direct experience with pelvic floor muscle training.

Approach

At the beginning of the interview and survey, we explained the role of our organization, the purpose of
this health technology assessment, the risks of participation, and how participants’ personal health
information would be protected. We gave this information to participants both verbally and in a letter of
information (Appendix 7). We then obtained participants’ verbal consent before starting the interview.
With participants’ consent, we audiorecorded and transcribed the interviews.

Interviews lasted approximately 45 to 60 minutes. The interview and survey were loosely structured and
consisted of a series of open-ended questions. Questions were based on a list developed by the Health
Technology Assessment International Interest Group on Patient and Citizen Involvement with Health
Technology Assessment.!’® Questions focused on the impact of pelvic organ prolapse, stress urinary
incontinence, and fecal incontinence on the quality of life of people with these health conditions, their
experiences with treatments to manage or treat the condition, their experiences with pelvic floor
muscle training, and their perceptions of the benefits or limitations of pelvic floor muscle training. For
family members and caregivers, questions focused on their perceptions of the impact of pelvic organ
prolapse, stress urinary incontinence, and fecal incontinence and treatments on the quality of life of the
person with any of these health conditions, as well as the impact of the person’s health condition and
treatments on the family members and caregivers themselves. See Appendix 8 for our interview guide.

Data Extraction and Analysis

We used a modified version of a grounded-theory methodology to analyze interview transcripts, and
survey results. The grounded-theory approach allowed us to organize and compare information on
experiences across participants. This method consists of a repetitive process of obtaining, documenting,
and analyzing responses while simultaneously collecting, analyzing, and comparing information.*2%121
We used qualitative data analysis software (NVivo!??) to identify and interpret patterns in the data. The
patterns we identified allowed us to highlight the impact of pelvic organ prolapse, stress urinary
incontinence, and fecal incontinence and treatments on the people with pelvic organ prolapse, stress
urinary incontinence, and fecal incontinence, family members, and caregivers we interviewed.

Results
Symptoms

Participants described the symptoms that they experienced living with pelvic organ prolapse, stress
urinary incontinence, and fecal incontinence. People with pelvic organ prolapse spoke about symptoms
that included a bulge protruding from the vagina, pain, discomfort, pelvic pressure, back pain, and
difficulty emptying bowels. People with stress urinary incontinence and fecal incontinence spoke about
having unexpected urine and fecal leakage. Incontinence symptoms were also experienced by some of
the participants who suffered from pelvic organ prolapse:

ONTARIO HEALTH, AUGUST 2024 95



The symptoms were a lot of heaviness, discomfort, sensitivity, pain on touch of,
like, the vaginal opening.

I can feel the bulge in my vagina all day long, which, as you can imagine, in
addition to being uncomfortable, is also psychologically very difficult.

I would have incontinence if | wasn't immediately near a bathroom because |
would get no signals that | needed to have a bowel movement until it
was immediate.

Impact on Day-to-Day Life

Participants spoke about the struggles they face in managing their conditions and described their
symptoms having a profound impact on their day-to-day lives. Physical challenges they faced included
mobility issues brought on by their condition, such as difficulty walking, standing, and bending. In
addition, these mobility issues made conducting simple daily errands difficult:

I would get halfway through a load of dishes and then have to sit down, and it
was really impairing my capacity to get out of the house.

It impacted my work because | couldn’t sit for very long because | was in pain.
I couldn't exercise. | couldn't almost do anything. It ruled my life.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:

| stopped doing certain things. Like even to go for lunch with my friends at work,
I knew | could only walk around the building across from us. Like, | couldn't go for
my normal walks.

Strenuous activities such as exercising and lifting heavy objects were difficult or not possible due to
discomfort, pressure, or the incontinence that these activities would cause. In some cases, participants
avoided or restricted their activity levels due to the fear of the possible consequences:

I didn't want to do any exercise of any kind.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:

I've completely stopped exercising because I'm terrified of making it worse...I'm
terrified of doing anything. For a long time, | was afraid to even take my son out
for walks, because | was worried that would make everything worse.

Although some of the people we spoke to were retired, those who were employed reported on how
their condition impacted their work life in many ways. They reflected on the difficulties of working in an
office environment due to the constant sitting and the negative repercussions they faced due to the
limitations imposed by their symptoms:

I had to sit more. | had to lay on the floor at work to do my [pelvic floor]
exercises, to keep everything at bay.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:
I'm back at work now and we have a system where we have laptops we can take

home and | can't carry a laptop back and forth every day, because that impacts
on my prolapse. The way I sit in the office all day isn't great. At least when | was
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home on [maternity] leave, | could lie down...But now I'm in the office 8 hours a
day, sitting, with gravity pulling everything down the entire time.

I did miss some work due to the back pain with the prolapse initially. Now I'm on
an attendance awareness program, which is totally humiliating because I've
never had any issues with attendance before.

Some people avoided or limited their participation in social engagements and hobbies such as singing,
dancing, and sports. One reason for this was the physical limitations that resulted from their condition:

I used to do folk dancing...but there's a lot of hopping. It kind of puts a damper
on everything.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:

It was still affecting my activities of daily living. I'm a very physical person and |
dance. | had to change from my tapping class to jazz, because | couldn't tap. And
tap is my joy. | love tapping.

| sing Wednesday nights and | couldn't stand for the 2 hours. | had to sit on a
chair to sing, because | couldn't stand the whole time. I'd start and then I'd have
to sit. So that was embarrassing.

People with incontinence spoke about the need to be near a washroom as an additional reason for their
reluctance to engage in social activities. Participants also mentioned the impact on social dynamics with
feelings of embarrassment in social setting should they suffer from incontinence:

I worry about accidents and smelling since | have no idea when I've gone (little
awareness of any urge). My social life often comes to a standstill. | cannot go to
most restaurants or enjoy family meals because of my restrictive diet.

I'm anxious about going into public spaces because if | don't have a bowel
movement in the morning and | have one in the middle of the day.

The CADTH found that participants with urinary incontinence who had undergone
prostatectomy had differing views on living with incontinence as a side effect, with some
expressing concern that their condition could get worse:

[T]he hard part is that you feel the leaking, you cannot go out. Depending on the
place, | don’t even go because you have to change the diaper all the time.**

[side effects] are not important compared to dying. So, you know, the rest of it is
immaterial. If | have to wear Depends [incontinence underwear] the rest of my
life, then so be it.*1°

It was distressing me quite a bit, the continence side of it, to the point where |
would occasionally think to myself, ‘why the hell did | bother with this operation,
why didn’t I just let it go, and when things happen, things happen, you know!*1°

Impact on Relationships

Several participants spoke about the impact of their conditions on their relationships with their
partners. Sexual intercourse was painful or uncomfortable which put a strain on their relationships with
their partners. There was also an increase reliance on their partners due to their symptoms restricting
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which errands they could do. Family planning was impacted due to hesitation because of fear of what
being pregnant again could mean to their condition in the future:

Intercourse is always uncomfortable, which affects my degree of affection
sharing. | feel incomplete as a partner and can notice a distance grow between
us as I'm not as responsive as | wish to be.

We've talked about adopting or not having another child.

Similar experiences were reported by participants in Ontario Health’s HTA on
vaginal pessaries®°:[My husband] was very frustrated and he would get angry
with me, and then I'd get defensive or quiet, and then we seemed to [drift] apart.
For sure we didn't talk as much. He would go out [alone] more...then, of course,
you get angry at yourself, and then you're frustrated, and then you're mad at
them and it's not their fault. It's a whole series of emotions.

Participants also reflected on how their conditions impacted their relationships with their children or
grandchildren. They spoke about having missed experiences with their children such as not being able to
lift their child, chase them around house, or jump on a trampoline:

I have a young child that | can't jump on the trampoline with like | used to do.

I was imagining [what] maternity leave was gonna look like being out for a lot of
hikes and running with my daughter.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:

It's changed the way that | can interact with my son. I'll never be able to run
around on the playground with him, or do anything like that, because it will
damage my prolapse further. So it has completely changed that relationship.

Impact on Mental Health

Participants described how their condition and living with the discomfort and activity restrictions
impacted their mental health. Participants reported suffering from anxiety, depression, and fear brought
on by their symptoms. They also mentioned increased hypervigilance — constantly thinking about their
symptoms. Additionally, they described the negative impact on their self-confidence and the stigma
they experience:

There was just a lot of fear and anxiety and uncertainty about what was going
on with my body and how to take care of myself and worried that | would never
be able to get back to being physically active again. It was extremely distressing
and extremely emotional time that lasted a year and a half after giving birth.

It's alienating you and segregating you and isolating you, which we all know
isolation is a huge part of mental health struggles.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:

I’'ve had issues with anxiety and depression for a long time and it just made me
deeply depressed because | felt like my body had betrayed me and | felt crippled.
Literally. And the worst part is nobody can see it. | looked perfectly healthy.

Stigma, embarrassment, and humiliation have been described in other HTAs0%:110;

ONTARIO HEALTH, AUGUST 2024 98



[I]t was a very heavy burden for me for my pants to become wet in front of my
child, my wife, my son-in-law; | can say | felt terribly embarrassed, the feeling
just can't be described.**°

Well, | use [the pads] when I'm at work. Because obviously, it's more socially
embarrassing when [the time comes to urinate] and you wet yourself.**

[P]eople already feel uncomfortable and unhappy by the situation and the
clothing and the devices that are being offered are so pathetic looking that it
makes you even feel worse.*'°

Care Journey

Participants spoke about the stigmatizing nature of their condition and the embarrassment and shame
they felt bringing up their condition to their care provider. A majority commented on having no prior
knowledge of pelvic organ prolapse and the diagnosis being unexpected and traumatic. There was also
anger and frustration about the lack of awareness and information on pelvic organ prolapse:

I saw the tissues bulging in the opening to my vagina and | thought it was gross
and | panicked. | thought | had cancer.

It's a secret nobody wants to talk about it. We're ashamed of it, but it affects so
many of us...There's a shame associated with it, and there shouldn't be.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:
Angry is what | felt that this information is not more public, that it’s not

more accessible, that you know you have to be so ashamed of the condition in
the first place that you don’t even bring it up to your doctor.

When trying to get a diagnosis, participants expressed lack of support from their care providers where,
in some cases, their concerns weren’t taken seriously or were dismissed:
This particular doctor and the fact that he laughed at half my questions that |

was very serious about.

I went to my doctor, and | shared these concerns with him. He didn't have
anything helpful to say.

People who were referred to specialists or pessary clinics mentioned long wait times — from 6 months to

over 1 year. They stated they were not provided any support on how to manage their symptoms while
they waited for a consultation. Additionally, participants spoke about experiences where they were
misdiagnosed or given conflicting information by different specialists:

They referred me to a gastroenterologist which took a year to get into, so still
again suffering with all of these symptoms not having any sort of help
whatsoever. Once | got in to see the gastroenterologist. He did not even do any
sort of physical exam and just assumed it was IBS [irritable bowel syndrome] and
treated me as such.

It took 16 to 18 months to get a pessary. When women are living in extreme
discomfort to the point that many of them are feeling suicidal.
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I still haven't seen a urogynecologist about it. The wait times are
abominably long.

Treatment Option: Pessary

People who had used a pessary spoke about their experience. These participants had a variety of
experiences with who fitted their pessaries — pelvic floor physiotherapists, health care professionals, or
nurses. Participants noted that the preference to use a pessary as a form of treatment is a very personal
decision. Several people mentioned using a pessary in combination with pelvic floor muscle training.
Comfort was an important decision factor, and participants described that there was a trial-and-error
period in using a pessary (i.e., finding one that was able to manage their symptoms, having the ability to
manage day to day use, such as cleaning, removing, and inserting the pessary):

I have tried pessaries. They're very uncomfortable for me.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:

It's easy to do. If you've ever used a diaphragm, it's no more difficult than that—
or probably less. It's easy to do if you're mobile enough to be able to reach.

The pessary has made an enormous difference in my life. It's incredible. | couldn't
walk half a block without having to sort of sit down and pull my muscles in just to
relieve the pressure...

Participants who had not been comfortable using pessaries cited their concerns about infection, erosion,
and comfort:

I also learned that pessaries can irritate your skin tissues and you can get
erosion. That's a whole other set of problems.

Similar experiences were reported by participants in Ontario Health’s HTA on vaginal pessaries®:

The second [province] doctor | saw tried me with a cube pessary. It was
excruciating. It was horrible! Fortunately, | didn’t leave the hospital with it, so |
turned it back in and said this isn’t going to work.

Treatment Option: Surgery

In Ontario Health’s HTA on vaginal pessaries,*® when participants were asked about undergoing surgery
as a treatment option to manage their symptoms, they spoke about considering surgery depending on
the severity of symptoms and there was hesitancy and fear about having surgery due to the
invasiveness. All participants considered it as a last resort that they would consider if they exhausted
all options:

I've heard horror stories from people that have had surgery.

I just felt that that was very invasive, removing an organ and | felt it was very
invasive for the condition | had. While my condition was uncomfortable, it was
not life-threatening or anything. So, | felt that the surgical option seemed
extreme to me.

A few participants in Ontario Health’s HTA on vaginal pessaries®® had experience undergoing surgery and
stated it either failed or brought on another prolapse:
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I had the surgery, but it just didn't seem to really help, so it seemed at the
beginning but not after a month or so, it's back. And | had a lot of pain after
the surgery.

Treatment Option: PFMT

Many participants had experience with pelvic floor muscle training. Unfortunately, there were no male
participants who had experience with pelvic floor muscle training. Participants spoke about the
importance of finding a pelvic floor physiotherapist that they are comfortable with but also has the level
of expertise to manage their condition. People with young children stated they had difficulties getting to
appointments due to the difficulties in making childcare arrangements:

I was diagnosed with stage 3 [pelvic organ prolapse], I've been to 3 different
pelvic floor physical therapists.

It's very intimate thing. It depends on the level of training.

People with experience with pelvic floor muscle training spoke about how they were provided tailored
guidance on how to properly engage their pelvic floor muscles, how to safely exercise and lift heavy
objects, and how to prevent the worsening of their symptoms as well as posture and breathing
techniques to manage their symptoms:

I never realized that breathing was so important and how you breathe when you
do your kegels.

She's helping me to do that and feel like | can go back to lifting and do it with
confidence, even though | have this condition.

She had me doing exercise therapy and to help strengthen my core that had
probably the biggest impact on the pelvis.

She taught me things that | didn't even know about myself. You have these 3
muscle groups, and you can actually isolate them.

A couple participants stated that they tried pelvic floor muscle training, and it didn’t treat their
symptoms — one stated pelvic floor muscle training might have made their symptoms worse:

| did see a pelvic floor specialist. When she did try to help me, but | think it was
basically too far gone.

Pelvic floor muscle therapy did not help...in fact, | think it made it worse.

Many people stated they had a positive experience with pelvic floor muscle training and that it reduced
or alleviated their symptoms. They commented on the significant improvement in their quality of life
such as gaining their independence back, being able to go back to running errands, exercising. They also
noted the positive impact on their mental health in reducing their depression, anxiety, and the
emotional toll of living with their condition:

I can go on long walks. | can go for grocery trip without becoming
uncomfortable. I'm still able to pick up my son...So it's giving me a lot of my life
and freedom and independence back. I'm not relying on my husband as much.
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I've had a really positive experience. It's obviously curbed my symptoms to a level
that is very manageable, and | would say like basically fixed. it's given me the
quality of life back.

I can have sex again without it hurting and that | can do things again without
having to stop has taken away the mental distress component.

Barriers to Accessing Pelvic Floor Muscle Training

One of the main barriers mentioned in accessing pelvic floor muscle training was lack of awareness
about this treatment option. Many mentioned not being aware of or told that pelvic floor muscle
training was a treatment option for their condition by their care providers. Many found out about pelvic
floor muscle training through internet searches about their condition and online support groups, or by
word of mouth:

| knew nothing about pelvic floor therapy. | had been to see the doctor | had
been to see the local gynecologist for the troubles [and] was told everything was
fine. There's nothing we can do. Never mentioned the [pelvic] floor therapist.

Nobody has spoken to me about anything...My family doctor told me | had a
prolapse. He did not say what grade it was. He did not say what | needed. He just
said I'm going to refer you to a gynecologist. Did not mention physio.

Thankfully, I'm on a couple of Facebook groups that have helped facilitate some
of that knowledge for me, and | did my own call around to several of the physios.

Many participants stated that high cost and the multiple sessions required were barriers. Participants
without insurance either mentioned the financial strain that this had caused or that they had avoided
pelvic floor muscle training:

Cost of pelvic floor physiotherapy was the biggest and only hurdle. | couldn't
afford 5100 to S150 for the sessions as I'm on a fixed low income.

Participants with insurance also stated that cost was a barrier due to insurance not covering the full cost
or reaching the maximum. There were also concerns about not having enough coverage for other
physiotherapy services they needed (for other conditions such as knee or back pain):

They’re pretty expensive. | think they might have been like $95.00 a session. They
were pretty pricey. Between me and my husband’s insurance, it paid for half
maybe per visit...

It was quite expensive. | think my insurance didn't pay for all of it.

Participants also mentioned the varying levels of expertise among pelvic floor physiotherapists. Male
participants highlighted this as a barrier due to the limited expertise of male pelvic floor muscle training
available. Female participants mentioned the need to consult multiple pelvic floor physiotherapists until
they found someone they were comfortable with:

They were essentially wasted appointments because she was not a specialist, she
had taken some courses and | have since learned that in this area you want
somebody who is a certified pelvic floor physiotherapist.
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I was diagnosed with stage 3 [pelvic organ prolapse], I've been to 3 different
pelvic floor physical therapists.

Geographic barriers were mentioned by some participants who lived outside of urban areas. Male
participants mentioned the limited availability of male pelvic floor muscle training across Ontario.

We live in a smaller city, and there are very few options available.

I am not really looking forward to a 3-hour drive each week for a 1-hour
appointment.

Discussion

Participants described the burden of their condition and its disruption to their daily life, mental health,
employment, and relationships. They also discussed the benefits of pelvic floor muscle training —
managing their symptoms and improving their quality of life without the need for surgery.

A limitation of our analysis was that no male perspectives with pelvic floor muscle training experience
were included and limited perspectives from Northern Ontario and remote locations.

Conclusion

Participants emphasized that the choice of treatment options is based on personal criteria and
preferences. Participants reported pelvic floor muscle training as being an effective conservative
treatment option to manage their symptoms. People spoke about the positive impact of pelvic floor
muscle training on their social, emotional, and physical well-being. Barriers to accessing pelvic

floor muscle training in Ontario included lack of awareness about pelvic floor muscle training as a
treatment option, cost of pelvic floor muscle training, limited access (due to geographical location, and
in some cases, the lack of health care professionals trained to deliver pelvic floor muscle training).

Preferences and Values Evidence Discussion

Robust patient preferences and values evidence allowed us to learn about the lived experiences of
people with stress urinary incontinence, fecal incontinence, and pelvic organ prolapse and examine and
compare their perceptions of different types of treatments.

Invasiveness (i.e., whether a treatment was conservative or not) was an important factor for women
choosing between treatment options for stress urinary incontinence — this was a common theme in both
quantitative and qualitative findings. In general, people with stress urinary incontinence, fecal
incontinence, or pelvic organ prolapse had a strong preference for conservative treatments such as
pelvic floor muscle training and viewed surgery as a last resort option, a sentiment expressed in both the
INESSS report, the quantitative evidence and through direct patient engagement.

One of the limitations of direct patient engagement was low representation from the male perspective
and no representation from those who experience stress urinary incontinence after prostatectomy. The
qualitative evidence leveraged the University of British Columbia and CADTH’s health technology
assessments on prostatectomy allowed for the examination of the quality of life of those who
experience stress urinary incontinence after prostatectomy. However, neither of these reports touched
on treatments for stress urinary incontinence. Our direct patient engagement did include 2 male
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perspectives, and both had no experience with pelvic floor muscle training but were open to trying it to
manage their stress urinary incontinence.

Equity Considerations

No equity considerations were evaluated in the Quantitative Preferences Evidence.

Preferences and Values Evidence Conclusions

In an observational single-cohort study, pelvic floor muscle training was the preferred management
choice of 65% of women with stress urinary incontinence. In a randomized controlled trial with unclear
methodological details, after 6 weeks more people with pelvic organ prolapse who used a pessary
achieved their treatment goals compared with people who underwent pelvic floor muscle training.

The qualitative and direct patient engagement evidence showed that pelvic floor dysfunction can cause
a number of symptoms that negatively affect a person's quality of life. There were positive perceptions
regarding pelvic floor muscle training and its ability to improve symptoms and quality of life. Treatment
choice is highly based on individual preferences, but in general, most people wanted to avoid having
surgery when possible.
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Conclusions of the Health Technology
Assessment

Stress Urinary Incontinence

Women

For women with stress urinary incontinence, in comparison with no treatment, pelvic floor muscle
training likely improves symptoms and may improve quality of life (with very little certainty regarding
the evidence) and satisfaction.

When compared with other conservative treatments such as pessary electrical stimulation, magnetic
stimulation, or vaginal cone, there was little to no difference in symptom improvement. Similarly, there
was little to no difference in other outcomes for which evidence was available between these
treatments and pelvic floor muscle training alone or as an adjunct — satisfaction (pessary), quality of life
(electrical stimulation and vaginal cone), and complications (magnetic stimulation), although there was
uncertainty regarding the evidence from comparisons with electrical stimulation, magnetic stimulation,
and vaginal cone therapies. There was also evidence that pelvic floor muscle training with biofeedback
may improve quality of life in comparison with some — electrical stimulation (with some uncertainty
regarding the evidence) — but not other — vaginal cone — conservative treatments. Likewise, there was
evidence, with some uncertainty, that pelvic floor muscle training may improve quality of life in
comparison with usual care during the prenatal period.

The economic evidence review indicated that pelvic floor muscle training was likely cost-effective in
comparison with other nonsurgical interventions. Publicly funding pelvic floor muscle training for this
clinical population would likely cost approximately $185.3 million over the next 5 years.

People with whom we spoke shared that, in their experience, pelvic floor muscle training was an
effective treatment option to manage stress urinary incontinence symptoms.

Men

For men with stress urinary incontinence after prostate surgery, there may be little to no difference
between pelvic floor muscle training (with or without biofeedback) and no treatment in terms of
symptoms, quality of life, or the occurrence of complications; there was very little certainty regarding
the evidence.

The economic evidence review indicated that pelvic floor muscle training was likely not cost-effective for
adult men with urinary incontinence after prostate surgery when compared with standard care. Publicly
funding pelvic floor muscle training for adult men with stress urinary incontinence would likely cost
approximately $10.8 million over the next 5 years.
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Fecal Incontinence

For men or women with fecal incontinence, the clinical evidence showed that there may be little to no
difference in symptom improvement between standard care and pelvic floor muscle training, but there
was very little certainty in the evidence.

We did not identify any studies on pelvic floor muscle training for women or men with fecal
incontinence in the economic review. The cost-effectiveness of pelvic floor muscle training for women
or men with fecal incontinence is unknown. Publicly funding pelvic floor muscle training for adult
women and men with fecal incontinence would likely cost approximately $275.6 and $131.1 million,
respectively, over the next 5 years.

Pelvic Organ Prolapse

For women with pelvic organ prolapse, in comparison with no treatment, pelvic floor muscle training
likely reduces symptom severity, improves quality of life, and improves patient satisfaction. In
comparison with treatment with a pessary, pelvic floor muscle training may not reduce symptom
severity or improve sexual function, but it may result in fewer complications (however, there was little
certainty in the evidence regarding complications).

The cost-effectiveness of pelvic floor muscle training for women with pelvic organ prolapse compared
with no treatment was uncertain, and pelvic floor muscle training was likely not cost-effective compared
with treatment with a pessary. Publicly funding pelvic floor muscle training for this clinical population
would likely cost approximately $85.8 million over the next 5 years.

We did not identify any studies on pelvic floor muscle training for men or men with pelvic organ
prolapse (i.e., rectal prolapse) in the economic review.

Pelvic Floor Dysfunction

Several people spoke about the positive impact pelvic floor muscle training had on their social,
emotional, and physical well being; however, cost, lack of awareness of this treatment option, or
difficulty finding trained health care professionals in their area are barriers that some people in
Ontario may face.
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Abbreviations

Cl: confidence interval

GRADE: Grading of Recommendations Assessment, Development, and Evaluation
INESSS: Institut national d’excellence en santé et en services sociaux

NICE: National Institute for Health and Care Excellence

OR: odds ratio

PRISMA: Preferred Reporting Items for Systematic Reviews and Meta-analyses
QALYs: quality-adjusted life-year

RR: risk ratio

SD: standard deviation
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Glossary

Budget impact analysis: A budget impact analysis estimates the financial impact of adopting a new
health care intervention on the current budget (i.e., the affordability of the new intervention). It is based
on predictions of how changes in the intervention mix will impact the level of health care spending for a
specific population. Budget impact analyses are typically conducted for a short-term period (e.g., 5
years). The budget impact, sometimes referred to as the net budget impact, is the estimated cost
difference between the current scenario (i.e., the anticipated amount of spending for a specific
population without using the new intervention) and the new scenario (i.e., the anticipated amount of
spending for a specific population following the introduction of the new intervention).

Cost—benefit analysis: A cost—benefit analysis is a type of economic evaluation that expresses the
effects of a health care intervention in terms of a monetary value so that these effects can be compared
with costs. Results can be reported either as a ratio of costs to benefits or as a simple sum that
represents the net benefit (or net loss) of one intervention over another. The monetary valuation of the
different intervention effects is based on either prices that are revealed by markets or an individual or
societal willingness-to-pay value.

Cost-effective: A health care intervention is considered cost-effective when it provides additional
benefits, compared with relevant alternatives, at an additional cost that is acceptable to a decision-
maker based on the maximum willingness-to-pay value.

Cost-effectiveness acceptability curve: In economic evaluations, a cost-effectiveness acceptability curve
is a graphical representation of the results of a probabilistic analysis. It illustrates the probability of
health care interventions being cost-effective over a range of willingness-to-pay values. Willingness-to-
pay values are plotted on the horizontal axis of the graph, and the probability of the intervention of
interest and its comparator(s) being cost-effective at corresponding willingness-to-pay values is plotted
on the vertical axis.

Cost-effectiveness analysis: Used broadly, “cost-effectiveness analysis” may refer to an economic
evaluation used to compare the benefits of 2 or more health care interventions with their costs. It may
encompass several types of analysis (e.g., cost-effectiveness analysis, cost—utility analysis). Used more
specifically, “cost-effectiveness analysis” may refer to a type of economic evaluation in which the

main outcome measure is the incremental cost per natural unit of health (e.g., life-year, symptom-free
day) gained.

Cost-effectiveness plane: In economic evaluations, a cost-effectiveness plane is a graph used to show
the differences in cost and effectiveness between a health care intervention and its comparator(s).
Differences in effects are plotted on the horizontal axis, and differences in costs are plotted on the
vertical axis.

Cost-minimization analysis: In economic evaluations, a cost-minimization analysis compares the costs of
2 or more health care interventions. It is used when the intervention of interest and its relevant
alternative(s) are determined to be equally effective.

Cost—utility analysis: A cost—utility analysis is a type of economic evaluation used to compare the
benefits of 2 or more health care interventions with their costs. The benefits are measured using
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quality-adjusted life-years, which capture both the quality and quantity of life. In a cost—utility analysis,
the main outcome measure is the incremental cost per quality-adjusted life-year gained.

Decision tree: A decision tree is a type of economic model used to assess the costs and benefits of 2 or
more alternative health care interventions. Each intervention may be associated with different
outcomes, which are represented by distinct branches in the tree. Each outcome may have a different
probability of occurring and may lead to different costs and benefits.

Deterministic sensitivity analysis: Deterministic sensitivity analysis is an approach used to explore
uncertainty in the results of an economic evaluation by varying parameter values to observe the
potential impact on the cost-effectiveness of the health care intervention of interest. One-way
sensitivity analysis accounts for uncertainty in parameter values 1 at a time, whereas

multiway sensitivity analysis accounts for uncertainty in a combination of parameter values
simultaneously.

Discounting: Discounting is a method used in economic evaluations to adjust for the differential timing
of the costs incurred and the benefits generated by a health care intervention over time. Discounting
reflects the concept of positive time preference, whereby future costs and benefits are reduced to
reflect their present value. The health technology assessments conducted by Ontario Health use an
annual discount rate of 1.5% for both future costs and future benefits.

Dominant: A health care intervention is considered dominant when it is more effective and less costly
than its comparator(s).

EQ-5D: The EQ-5D is a generic health-related quality-of-life classification system widely used in clinical
studies. In economic evaluations, it is used as an indirect method of obtaining health state preferences
(i.e., utility values). The EQ-5D questionnaire consists of 5 questions relating to different domains of
quality of life: mobility, self-care, usual activities, pain/discomfort, and anxiety/depression. For each
domain, there are 3 response options: no problems, some problems, or severe problems. A newer
instrument, the EQ-5D-5L, includes 5 response options for each domain. A scoring table is used to
convert EQ-5D scores to utility values.

Equity: Unlike the notion of equality, equity is not about treating everyone the same way.'? It denotes

fairness and justice in process and in results. Equitable outcomes often require differential treatment
and resource redistribution to achieve a level playing field among all individuals and communities. This
requires recognizing and addressing barriers to opportunities for all to thrive in our society.

Equity-deserving groups: Those who exhibit the socially stratifying characteristics identified in the
PROGRESS-Plus framework.> These characteristics involve:

e Place of residence (e.g., rural and remote populations)

e Race/ethnicity/culture (e.g., First Nations, Métis, and Inuit populations, immigrant populations, and
linguistic minority populations)

e Occupation or labour-market experiences more generally (e.g., those in “precarious work”
arrangements like minimum-wage, seasonal, or part-time work)

e Gender

e Religion
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e Educational level (e.g., health literacy)

e Socioeconomic status (e.g., economically disadvantaged populations)

e Social capital/social exclusion (e.g., citizenship/residence)

e Personal characteristics associated with discrimination (e.g., age, disability, sexual orientation)

e Time-dependent relationships (e.g., leaving the hospital, in respite care)

Extended dominance: A health care intervention is considered to be extendedly dominated when it has
an incremental cost-effectiveness ratio higher than that of the next most costly or effective comparator.
Interventions that are extendedly dominated are ruled out.

Health inequity: Health inequities are avoidable inequalities in health between groups of people within
countries and between countries.'?* These inequities arise from inequalities within and between
societies. Social and economic conditions and their effects on people’s lives determine their risk of
illness and the actions taken to prevent them becoming ill or treat illness when it occurs.

Health-related quality of life: Health-related quality of life is a measure of the impact of a health care
intervention on a person’s health. It includes the dimensions of physiology, function, social life,
cognition, emotions, sleep and rest, energy and vitality, health perception, and general life satisfaction.

Health state: A health state is a particular status of health (e.g., sick, well, dead). A health state is
associated with some amount of benefit and may be associated with specific costs. Benefit is captured
through individual or societal preferences for the time spent in each health state and is expressed in
quality-adjusted weights called utility values. In a Markov model, a finite number of mutually exclusive
health states are used to represent discrete states of health.

Health Utilities Index Mark 3 (HUI3): The HUI3 is a generic health-related quality-of-life classification
system widely used in clinical studies. In economic evaluations, it is used as an indirect method of
obtaining health state preferences (i.e., utility values). The HUI3 was developed in Canada and is used in
major Canadian population health surveys. The HUI3 comprises 8 attributes: vision, hearing, speech,
ambulation, dexterity, emotion, cognition, and pain and discomfort. Each attribute is associated with 5
or 6 defined functional levels, thus producing a total of 972,000 unique health states. A predefined
scoring formula is used to convert HUI3 scores to utility values.

Incremental cost: The incremental cost is the additional cost, typically per person, of a health care
intervention versus a comparator.

Incremental cost-effectiveness ratio (ICER): The incremental cost-effectiveness ratio (ICER) is a
summary measure that indicates, for a given health care intervention, how much more a health care
consumer must pay to get an additional unit of benefit relative to an alternative intervention. It is
obtained by dividing the incremental cost by the incremental effectiveness. Incremental cost-
effectiveness ratios are typically presented as the cost per life-year gained or the cost per quality-
adjusted life-year gained.

Ministry of Health perspective: The perspective adopted in economic evaluations determines the types
of costs and health benefits to include. Ontario Health develops health technology assessment reports
from the perspective of the Ontario Ministry of Health. This perspective includes all costs and health
benefits attributable to the Ministry of Health, such as treatment costs (e.g., drugs, administration,
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monitoring, hospital stays) and costs associated with managing adverse events caused by treatments.
This perspective does not include out-of-pocket costs incurred by patients related to obtaining care
(e.g., transportation) or loss of productivity (e.g., absenteeism).

Probabilistic analysis: A probabilistic analysis (also known as a probabilistic sensitivity analysis) is used in
economic models to explore uncertainty in several parameters simultaneously and is done using Monte
Carlo simulation. Model inputs are defined as a distribution of possible values. In each iteration, model
inputs are obtained by randomly sampling from each distribution, and a single estimate of cost and
effectiveness is generated. This process is repeated many times (e.g., 10,000 times) to estimate the
number of times (i.e., the probability) that the health care intervention of interest is cost-effective.

Quality-adjusted life-year (QALY): The quality-adjusted life-year (QALY) is a generic health outcome
measure commonly used in cost—utility analyses to reflect the quantity and quality of life-years lived.
The life-years lived are adjusted for quality of life using individual or societal preferences (i.e., utility
values) for being in a particular health state. One year of perfect health is represented by 1 quality-
adjusted life-year.

Reference case: The reference case is a preferred set of methods and principles that provide the
guidelines for economic evaluations. Its purpose is to standardize the approach of conducting and
reporting economic evaluations, so that results can be compared across studies.

Scenario analysis: A scenario analysis is used to explore uncertainty in the results of an economic
evaluation. It is done by observing the potential impact of different scenarios on the cost-effectiveness
of a health care intervention. Scenario analyses include varying structural assumptions from the
reference case.

Sensitivity analysis: Every economic evaluation contains some degree of uncertainty, and results can
vary depending on the values taken by key parameters and the assumptions made. Sensitivity analysis
allows these factors to be varied and shows the impact of these variations on the results of the
evaluation. There are various types of sensitivity analysis, including deterministic, probabilistic,

and scenario.

Short-Form-Six Dimensions (SF-6D): The SF-6D is a generic health-related quality-of-life classification
system widely used in clinical studies. In economic evaluations, it is used as an indirect method of
obtaining health state preferences (i.e., utility values). The classification system consists of 6 attributes
(physical functioning, role limitations, social functioning, pain, mental health, and vitality), each
associated with 4 to 6 levels, thus producing a total of 18,000 possible unique health states. A scoring
table is used to convert SF-6D scores to health state values.

Societal perspective: The perspective adopted in an economic evaluation determines the types of costs
and health benefits to include. The societal perspective reflects the broader economy and is the
aggregation of all perspectives (e.g., health care payer and patient perspectives). It considers the full
effect of a health condition on society, including all costs (regardless of who pays) and all benefits
(regardless of who benefits).

Time horizon: In economic evaluations, the time horizon is the time frame over which costs and benefits
are examined and calculated. The relevant time horizon is chosen based on the nature of the disease
and health care intervention being assessed, as well as the purpose of the analysis. For instance, a
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lifetime horizon would be chosen to capture the long-term health and cost consequences over a
patient’s lifetime.

Uptake rate: In instances where 2 technologies are being compared, the uptake rate is the rate at which
a new technology is adopted. When a new technology is adopted, it may be used in addition to an
existing technology, or it may replace an existing technology.

Utility: A utility is a value that represents a person’s preference for various health states. Typically,
utility values are anchored at 0 (death) and 1 (perfect health). In some scoring systems, a negative utility
value indicates a state of health valued as being worse than death. Utility values can be aggregated over
time to derive quality-adjusted life-years, a common outcome measure in economic evaluations.

Willingness-to-pay value: A willingness-to-pay value is the monetary value a health care consumer is
willing to pay for added health benefits. When conducting a cost—utility analysis, the willingness-to-pay
value represents the cost a consumer is willing to pay for an additional quality-adjusted life-year. If the
incremental cost-effectiveness ratio is less than the willingness-to-pay value, the health care
intervention of interest is considered cost-effective. If the incremental cost-effectiveness ratio is more
than the willingness-to-pay value, the intervention is considered not to be cost-effective.
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Appendices

Appendix 1: Literature Search Strategies

Clinical Evidence Search

Search date: May 25, 2023

Databases searched for 2021 NICE Update: Ovid MEDLINE, Embase, Cochrane Central Register of
Controlled Trials, Cochrane Database of Systematic Reviews , and EBSCO CINAHL

Databases searched for supplemental search (starts at Line 217): Ovid MEDLINE, Embase, Cochrane
Central Register of Controlled Trials, Cochrane Database of Systematic Reviews, NHS Economic Evaluation
Database, and EBSCO CINAHL

Database segments: EBM Reviews - Cochrane Central Register of Controlled Trials <April 2023>, EBM
Reviews - Cochrane Database of Systematic Reviews <2005 to May 23, 2023>, Embase <1980 to 2023
Week 20>, Ovid MEDLINE(R) ALL <1946 to May 24, 2023>

Search Strategy:

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/ (140306)

2 (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*)).ti,ab,kf. (13796)
3 (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*)).ti,ab,kf. (2603)

4 ((stress™ or mix* or urg* or urin*) adj5 incontinen*).ti. (42359)

5 ((bladder* or detrusor*) adj5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or hyperreflex*
or incontinen*)).ti. (18649)

6 (urgency adj2 frequency).ti. (228)

7 ((urin* or bladder*) adj2 (urg* or frequen*)).ti. (2354)

8 (SUl or OAB).ti. (2132)

9 (pelvic* adj3 organ* adj3 prolaps*).ti. (9009)

10 (urinary adj3 bladder adj3 prolaps*).ti. (39)

11 ((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. (21929)

12 (splanchnoptos* or visceroptos*).ti. (55)

13 (hernia* adj3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)).ti. (1189)
14 (urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or
rectoenteroc?ele* or cystourethroc?ele*).ti. (2638)

15 ((f?ecal or f?eces or f?ecally or anal or anally or stool$1 or bowel or double or def?ecat*) adj5
(incontinence or incontinent or urge* or leak or leaking or leakage or soiling or seeping or seepage or
impacted or impaction)).ti. (11147)

16 (urin* adj3 (retention* or retain*)).ti,ab,kf. (37024)

17 (voiding adj (disorder* or dysfunction® or problem*)).ti,ab,kf. (9816)

18 (empty* adj disorder* adj3 (bowel* or bladder* or vesical* or stool*)).ti,ab,kf. (74)
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19 ((urogeni* or anorec* or ano-rec*) adj3 dysfunction*).ti,ab,kf. (1303)

20 ((difficult* or delay* or irregular®* or infrequen® or pain*) adj3 (def?ecat™ or stool* or f?eces or
bowel movement*)).ti,ab,kf. (8906)

21 (obstruct* adj3 def?ecat*).ti,ab,kf. (2975)

22 ((def?ecat* or evacuat*) adj3 (disorder* or dysfunction*)).ti,ab,kf. (3772)

23 outlet* dysfunction* constipa*.ti,ab,kf. (12)

24 (dys?ynerg* adj def?ecat*).ti,ab,kf. (865)

25 (pelvi* adj3 dyskines*).ti,ab,kf. (21)

26 pelvi* outlet* obstruct*.ti,ab,kf. (66)

27 anismus*.ti,ab,kf. (630)

28 puborectal* contract®.ti,ab,kf. (156)

29 ((rectal or rectum) adj3 urge*).ti,ab,kf. (668)

30 (female adj sex* adj (dysfunct® or satisf* or problem* or symptom* or arous* or activit* or
disorder*)).ti,ab,kf. (6167)

31 (obstruct* adj3 intercourse).ti,ab,kf. (13)

32 (vagin* adj3 laxity*).ti,ab,kf. (429)

33 (vagin* adj wind).ti,ab,kf. (24)

34 vaginismus*.ti,ab,kf. (1365)

35 (vagin* adj penetrat* adj disorder*).ti,ab,kf. (9)

36 or/1-35 (224490)

37 exp Exercise Therapy/ or Physical Therapy Modalities/ or Electric Stimulation/ or *Electric
Stimulation Therapy/ or Transcutaneous Electric Nerve Stimulation/ or *Magnetics/ or Magnetic Field
Therapy/ or Biofeedback, Psychology/ or Resistance Training/ (570937)

38 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen®*)).ti,ab,kf. (9739)

39 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).ti,ab,kf. (231)

40 (pelvi* adj floor* adj (physiotherap* or physical therap*)).ti,ab,kf. (1289)

41 (PFMT or PFME or PFPT).ti,ab,kf. (2664)

42 (kegel* or kegal* or knack*).ti,ab,kf. (1698)

43 (physiotherap® or physical therap*).ti. (45668)

44 physiotherapy-led.ti,ab,kf. (528)

45 (vagin* adj3 (cone or cones or ball or balls)).ti,ab,kf. (374)

46 (weight adj (cone or cones)).ti,ab,kf. (20)

47 (pelvi* adj floor* adj2 (cone or cones)).ti,ab,kf. (27)

48 ((cone or cones) adj5 (continen* or incontinen*)).ti. (53)

49 ((electr* adj3 stimulat*) or electrostimulat® or electro-stimulat*).ti,ab,kf. (199502)

50 ((transcutaneous™® or percutaneous* or neuromusc* or posterior* or anterior* or tibia* or perine*
or intravagin* or intra-vagin*) adj4 stimulat*).ti,ab,kf. (39439)

51 ((magnet* or electro-magnet* or electromagnet*) adj (stimulation* or therap* or treatment* or
innervation*)).ti,ab,kf. (59641)

52 ((magnet* or electro-magnet* or electromagnet*) adj (nerve* or energ* or pelvi* floor or pelvi*
muscl*) adj (stimulation* or therap* or treatment*)).ti,ab,kf. (141)

53 (interferential* adj3 (current or currents or therap* or treatment*)).ti,ab,kf. (1266)

54 hifem*.ti,ab,kf. (156)

55 (biofeedback* or bio-feedback*).mp. (28710)

56 ((digital* or manual*) adj3 (feedback* or palpat* or assess* or contract*)).ti,ab,kf. (18602)

57 (pressure* adj3 perin?ometr*).ti,ab,kf. (43)

58 ((strength* or resistan*) adj3 (training or exercise* or physiotherap*)).ti,ab,kf. (92767)
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59 (manual adj3 therap*).ti,ab,kf. (12796)

60 (myofascia* adj3 (release* or therap* or technique*)).ti,ab,kf. (2744)
61 or/37-60 (835741)

62 36 and 61 (23607)

63 62 use medall (7829)

64 (Systematic Reviews or Meta Analysis).pt. (181162)

65 Systematic Review/ or Systematic Reviews as Topic/ or Meta-Analysis/ or exp Meta-Analysis as Topic/
or exp Technology Assessment, Biomedical/ (986884)

66 ((systematic* or methodologic*) adj3 (review* or overview?*)).ti,ab,kf. (723006)

67 (meta analy* or metaanaly* or met analy* or metanaly* or meta review* or metareview* or health
technolog* assess* or HTA or HTAs or (technolog* adj (assessment* or overview* or
appraisal*))).ti,ab,kf. (675956)

68 (evidence adj2 (review™* or overview* or synthes#s)).ti,ab,kf. (102747)

69 (review of reviews or overview of reviews).ti,ab,kf. (2538)

70 umbrella review* ti,ab,kf. (3026)

71 GRADE Approach/ (3056)

72 ((pool* adj3 analy*) or published studies or published literature or hand search* or handsearch* or
manual search* or ((database* or systematic*) adj2 search*) or reference list* or bibliograph* or
relevant journals or data synthes* or data extraction* or data abstraction*).ti,ab,kf. (652937)

73 (medline or pubmed or medlars or embase or cinahl or web of science or ovid or ebsco* or
scopus).ab. (758786)

74 cochrane.ti,ab,kf. (321459)

75 (meta regress* or metaregress*).ti,ab,kf. (33154)

76 (((integrative or collaborative or quantitative) adj3 (review* or overview* or synthes*)) or (research
adj3 overview*)).ti,ab,kf. (39696)

77 (cochrane or (health adj2 technology assessment) or evidence report or systematic review*).jw.
(77585)

78 ((comparative adj3 (efficacy or effectiveness)) or relative effectiveness or ((indirect or indirect
treatment or mixed-treatment) adj comparison*)).ti,ab,kf. (67109)

79 or/64-78 (1879536)

80 63 and 79 (785)

81 Clinical Trials as Topic/ (335132)

82 controlled clinical trials as topic/ (18366)

83 exp Randomized Controlled Trials as Topic/ (466676)

84 controlled clinical trial.pt. (95308)

85 randomized controlled trial.pt. (593127)

86 Pragmatic Clinical Trial.pt. (2221)

87 Random Allocation/ (225277)

88 Single-Blind Method/ (106839)

89 Double-Blind Method/ (512170)

90 Placebos/ (393743)

91 trial.ti. (1082688)

92 (random* or sham or placebo* or RCT*1).ti,ab,kf. (5038838)

93 ((singl* or doubl*) adj (blind* or dumm* or mask*)).ti,ab,kf. (782262)

94 ((tripl* or trebl*) adj (blind* or dumm?* or mask*)).ti,ab,kf. (6228)

95 or/81-94 (6080290)

96 exp Animals/ not Humans/ (16326015)

97 95 not 96 (4920792)
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98 63 and 97 (1989)

99 80 o0r98(2332)

100 exp Animals/ not Humans/ (16326015)

101 99 not 100 (2332)

102 Case Reports/ or Comment.pt. or Editorial.pt. or (Letter not (Letter and Randomized Controlled
Trial)).pt. or Congress.pt. (6385629)

103 101 not 102 (2240)

104 limit 103 to english language [Limit not valid in CDSR; records were retained] (2101)

105 limit 104 to yr="2021 -Current" (479)

106 62 use cctr,coch (3024)

107 ((Letter not (Letter and Randomized Controlled Trial)) or Conference proceeding or Editorial or
Comment or Trial registry record).pt. (5003048)

108 106 not 107 (1568)

109 limit 108 to yr="2021 -Current" (221)

110 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/
(133954)

111 (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¥)).tw,kw,kf. (13965)

112 (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*)).tw,kw,kf. (3857)

113 ((stress™ or mix* or urg* or urin*) adj5 incontinen*).ti. (42359)

114 ((bladder* or detrusor*) adj5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or
hyperreflex* or incontinen*)).ti. (18649)

115 (urgency adj2 frequency).ti. (228)

116 ((urin* or bladder*) adj2 (urg* or frequen®)).ti. (2354)

117 (SUl or OAB).ti. (2132)

118 (pelvic* adj3 organ* adj3 prolaps*).ti. (9009)

119 (urinary adj3 bladder adj3 prolaps*).ti. (39)

120 ((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. (21929)

121 (splanchnoptos* or visceroptos*).ti. (55)

122 (hernia* adj3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)).ti. (1189)
123 (urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or
rectoenteroc?ele* or cystourethroc?ele*).ti. (2638)

124 ((f?ecal or f?eces or f?ecally or anal or anally or stool$1 or bowel or double or def?ecat*) adj5
(incontinence or incontinent or urge* or leak or leaking or leakage or soiling or seeping or seepage or
impacted or impaction)).ti. (11147)

125 (urin* adj3 (retention* or retain*)).tw,kw,kf. (37883)

126 (voiding adj (disorder* or dysfunction* or problem*)).tw,kw,kf. (9872)

127 (empty* adj disorder* adj3 (bowel* or bladder* or vesical* or stool*)).tw,kw,kf. (74)

128 ((urogeni* or anorec* or ano-rec*) adj3 dysfunction*).tw,kw,kf. (1311)

129 ((difficult* or delay* or irregular* or infrequen* or pain*) adj3 (def?ecat* or stool* or f?eces or
bowel movement*)).tw,kw,kf. (9074)
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130 (obstruct* adj3 def?ecat™®).tw,kw,kf. (2984)

131 ((def?ecat* or evacuat*) adj3 (disorder* or dysfunction*)).tw,kw,kf. (3857)

132 outlet* dysfunction® constipa*.tw,kw,kf. (12)

133 (dys?ynerg* adj def?ecat™).tw,kw,kf. (868)

134 (pelvi* adj3 dyskines*).tw,kw,kf. (21)

135 pelvi* outlet* obstruct®.tw,kw,kf. (67)

136 anismus*.tw,kw,kf. (634)

137 puborectal* contract*.tw,kw,kf. (157)

138 ((rectal or rectum) adj3 urge*).tw,kw,kf. (673)

139 (female adj sex* adj (dysfunct* or satisf* or problem* or symptom* or arous* or activit* or
disorder*)).tw,kw,kf. (6258)

140 (obstruct* adj3 intercourse).tw,kw,kf. (13)

141 (vagin* adj3 laxity*).tw,kw,kf. (431)

142 (vagin* adj wind).tw,kw,kf. (25)

143 vaginismus*.tw,kw,kf. (1444)

144 (vagin* adj penetrat* adj disorder*).tw,kw,kf. (9)

145 or/110-144 (223064)

146 *physiotherapy/ or pelvic floor muscle training/ or kinesiotherapy/ or *muscle exercise/ or vaginal
cone/ or vagina cone/ or weighted vaginal cone/ or electrostimulation/ or electrotherapy/ or
transcutaneous nerve stimulation/ or magnetic stimulation/ or magnetotherapy/ or extracorporeal
magnetic innervation therapy/ or feedback system/ or biofeedback/ or perineometry/ or resistance
training/ (321608)

147 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)).tw,kw,kf,dv. (9914)

148 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).tw,kw,kf,dv. (266)

149 (pelvi* adj floor* adj (physiotherap* or physical therap*)).tw,kw,kf,dv. (1314)

150 (PFMT or PFME or PFPT).tw,kw,kf,dv. (2686)

151 (kegel* or kegal* or knack*).tw,kw,kf,dv. (1765)

152 (physiotherap®* or physical therap*).ti. (45668)

153 physiotherapy-led.tw,kw,kf,dv. (533)

154 (vagin* adj3 (cone or cones or ball or balls)).tw,kw,kf,dv. (388)

155 (weight adj (cone or cones)).tw,kw,kf,dv. (20)

156 (pelvi* adj floor* adj2 (cone or cones)).tw,kw,kf,dv. (27)

157 ((cone or cones) adj5 (continen* or incontinen®*)).ti. (53)

158 ((electr* adj3 stimulat*) or electrostimulat® or electro-stimulat*).tw,kw,kf,dv. (201168)

159 ((transcutaneous® or percutaneous* or neuromusc* or posterior* or anterior* or tibia* or perine*
or intravagin* or intra-vagin*) adj4 stimulat®).tw,kw,kf,dv. (40265)

160 ((magnet* or electro-magnet* or electromagnet*) adj (stimulation* or therap* or treatment* or
innervation*)).tw,kw,kf,dv. (61689)

161 ((magnet* or electro-magnet* or electromagnet*) adj (nerve* or energ* or pelvi* floor or pelvi*
muscl*) adj (stimulation* or therap* or treatment*)).tw,kw,kf,dv. (145)

162 (interferential* adj3 (current or currents or therap* or treatment*)).tw,kw,kf,dv. (1304)

163 hifem*.tw,kw,kf,dv. (156)

164 (biofeedback* or bio-feedback*).mp. (28710)

165 ((digital* or manual*) adj3 (feedback* or palpat* or assess* or contract®)).tw,kw,kf,dv. (18924)
166 (pressure* adj3 perin?ometr*).tw,kw,kf,dv. (43)

167 ((strength* or resistan*) adj3 (training or exercise* or physiotherap*)).tw,kw,kf,dv. (95564)

168 (manual adj3 therap*).tw,kw,kf,dv. (13096)
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169 (myofascia* adj3 (release™ or therap™* or technique*)).tw,kw,kf,dv. (2950)

170 or/146-169 (652044)

171 145 and 170 (21541)

172 171 use emez (12649)

173 Systematic review/ or "systematic review (topic)"/ or exp Meta Analysis/ or "Meta Analysis
(Topic)"/ or Biomedical Technology Assessment/ (958329)

Annotation: Added Systematic review/ or "systematic review (topic)"/ for thoroughness, but these may
add many results. Will monitor

174 (meta analy* or metaanaly* or health technolog* assess* or systematic review*).hw. (973260)
175 ((systematic* or methodologic*) adj3 (review* or overview*)).tw,kw,kf. (737032)

176 (meta analy* or metaanaly* or met analy* or metanaly* or meta review* or metareview™* or health
technolog* assess* or HTA or HTAs or (technolog* adj (assessment* or overview* or
appraisal*))).tw,kw,kf. (689437)

177 (evidence adj2 (review* or overview* or synthest#s)).tw,kw,kf. (105072)

178 (review of reviews or overview of reviews).tw,kw,kf. (2754)

179 umbrella review*.tw,kw,kf. (3056)

180 ((pool* adj3 analy*) or published studies or published literature or hand search* or handsearch* or
manual search* or ((database* or systematic*) adj2 search*) or reference list* or bibliograph* or
relevant journals or data synthes* or data extraction* or data abstraction*®).tw,kw,kf. (662629)

181 (medline or pubmed or medlars or embase or cinahl or web of science or ovid or ebsco* or
scopus).ab. (758786)

182 cochrane.tw,kw,kf. (325090)

183 (meta regress* or metaregress*).tw,kw,kf. (34133)

184 (((integrative or collaborative or quantitative) adj3 (review* or overview* or synthes*)) or (research
adj3 overview*)).tw,kw,kf. (40785)

185 (cochrane or (health adj2 technology assessment) or evidence report or systematic review*).jw.
(77585)

186 ((comparative adj3 (efficacy or effectiveness)) or relative effectiveness or ((indirect or indirect
treatment or mixed-treatment) adj comparison*)).tw,kw,kf. (103136)

187 or/173-186 (1921335)

188 172 and 187 (1306)

189 ‘"clinical trial (topic)"/ (128790)

190 "controlled clinical trial (topic)"/ (13964)

191 "randomized controlled trial (topic)"/ (262003)

192 randomization/ (210146)

193 Single Blind Procedure/ (54088)

194 Double Blind Procedure/ (215882)

195 placebo/ (389015)

196 trial.ti. (1082688)

197 (random* or sham or placebo* or RCT*1).tw,kw,kf. (5102101)

198 ((singl* or doubl*) adj (blind* or dumm?* or mask*)).tw,kw,kf. (816929)

199 ((tripl* or trebl*) adj (blind* or dumm* or mask*)).tw,kw,kf. (6868)

200 or/189-199 (5786930)

201 (exp animal/ or nonhuman/) not exp human/ (11883723)

202 200 not 201 (5211104)

203 172 and 202 (3401)

204 188 or 203 (3921)

205 (exp animal/ or nonhuman/) not exp human/ (11883723)
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206 204 not 205 (3915)

207 Case Report/ or Comment/ or Editorial/ or (letter.pt. not (letter.pt. and randomized controlled
trial/)) or conference abstract.pt. or conference review.pt. (11191209)

208 206 not 207 (2856)

209 limit 208 to english language [Limit not valid in CDSR; records were retained] (2688)

210 limit 208 to yr="2021 -Current" (573)

211 105 o0r 109 or 210 (1273)

212 211 use medall (479)

213 211 use emez (573)

214 211 use cctr (221)

215 211 use coch (0)

216 remove duplicates from 211 (698)

[SUPPLEMENTAL SEARCH to 2021 NICE SEARCH]

Database segments: EBM Reviews - Cochrane Central Register of Controlled Trials <April 2023>, EBM
Reviews - Cochrane Database of Systematic Reviews <2005 to May 23, 2023>, EBM Reviews - NHS
Economic Evaluation Database <1st Quarter 2016>, Embase <1980 to 2023 Week 20>, Ovid MEDLINE(R)
ALL <1946 to May 24, 2023>

217 exp Prostatectomy/ or (prostatectom* or prostate* surger* or (prostat* adj2 (trans-urethral or
transurethral or laser ablat* or transurethral resection* or electroresection® or transurethral
electrovaporization* or transurethral vaporesection*)) or turp or turp* or tuvp or vlap).ti,ab,kf. (141864)
218 exp Exercise Therapy/ or Physical Therapy Modalities/ (306092)

219 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)).ti,ab,kf. (9739)

220 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).ti,ab,kf. (231)

221 (pelvi* adj floor* adj (physiotherap* or physical therap*)).ti,ab,kf. (1289)

222 (PFMT or PFME or PFPT).ti,ab,kf. (2664)

223 (kegel* or kegal* or knack*).ti,ab,kf. (1698)

224 (physiotherap* or physical therap*).ti. (45668)

225 physiotherapy-led.ti,ab,kf. (528)

226 or/218-225 (327390)

227 217 and 226 (1523)

228 36 and 226 (13805)

229 ((women not men) or (female not male)).tw. (3337608)

230 228 not 229 (5931)

231 228 and Male/ (2613)

232 transgender persons/ or sex reassignment surgery/ or sex reassignment procedures/ or health
services for transgender persons/ (190007)

233 (transgender® or transsexual* or "gender identity" or "male-to-female" or "female-to-male" or "sex
reassignment" or "gender dysphoria" or "trans men" or cross gender* or "gender reassignment" or
"trans people" or "gender change" or "gender transition" or "trans female" or "trans women").ti,ab.
(463571)

234 (or/232-233) and 228 (112)

235 227 or 230 or 231 or 234 (6830)

236 235 use medall (1790)

237 79 and 236 (236)

238 97 and 236 (507)

239 237 or 238 (609)

240 exp Animals/ not Humans/ (16326015)
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241 239 not 240 (609)

242 Case Reports/ or Comment.pt. or Editorial.pt. or (Letter not (Letter and Randomized Controlled
Trial)).pt. or Congress.pt. (6385629)

243 241 not 242 (569)

244 limit 243 to english language [Limit not valid in CDSR; records were retained] (525)

245 limit 244 to yr="1980 -Current" (525)

246 235 use cctr,coch (810)

247 ((Letter not (Letter and Randomized Controlled Trial)) or Conference proceeding or Editorial or
Comment or Trial registry record).pt. (5003048)

248 246 not 247 (423)

249 limit 248 to yr="1980 -Current" (420)

250 235 use cleed (3)

251 exp Prostatectomy/ or (prostatectom* or prostate* surger* or (prostat* adj2 (trans-urethral or
transurethral or laser ablat* or transurethral resection* or electroresection® or transurethral
electrovaporization* or transurethral vaporesection*)) or turp or turp* or tuvp or vlap).tw,kw,kf.
(142327)

252 physiotherapy/ or pelvic floor muscle training/ or kinesiotherapy/ or *muscle exercise/ (140825)
253 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)).tw,kw,kf,dv. (9914)

254 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).tw,kw,kf,dv. (266)
255 (pelvi* adj floor* adj (physiotherap* or physical therap*)).tw,kw,kf,dv. (1314)

256 (PFMT or PFME or PFPT).tw,kw,kf,dv. (2686)

257 (kegel* or kegal* or knack*).tw,kw,kf,dv. (1765)

258 (physiotherap* or physical therap*).ti. (45668)

259 physiotherapy-led.tw,kw,kf,dv. (533)

260 or/252-259 (176734)

261 251 and 260 (1434)

262 145 and 260 (12562)

263 ((women not men) or (female not male)).tw. (3337608)

264 262 not 263 (5382)

265 262 and Male/ (2266)

266 exp transgender/ or sex reassignment/ (20624)

267 (transgender* or transsexual® or gender identity or sex reassignment or gender dysphoria or cross
gender® or gender reassignment or trans people or gender change or gender transition).ti,ab. (38816)
268 (or/266-267) and 262 (25)

269 261 or 264 or 265 or 268 (6292)

270 269 use emez (4367)

271 187 and 270 (523)

272 202 and 270 (1078)

273 271 0r272(1313)

274 (exp animal/ or nonhuman/) not exp human/ (11883723)

275 273 not 274 (1312)

276 Case Report/ or Comment/ or Editorial/ or (letter.pt. not (letter.pt. and randomized controlled
trial/)) or conference abstract.pt. or conference review.pt. (11191209)

277 275 not 276 (979)

278 limit 277 to english language [Limit not valid in CDSR; records were retained] (930)

279 limit 278 to yr="1980 -Current" (929)

280 245 or 249 or 250 or 279 (1877)
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281 280 use medall (525)
282 280 use emez (929)
283 280 use cctr (409)
284 280 use coch (11)
285 280 use cleed (3)

CINAHL

# Query Results

S1 MH("Pelvic Floor Muscles" OR "Pelvic Floor Disorders" OR "Urinary Retention" OR "Feces, Impacted"
OR "Vaginismus") OR MM("Urinary Incontinence+" OR "Pelvic Organ Prolapse+" OR "Rectocele" OR
"Fecal Incontinence") 17,054

S2 (pelvi* N1 (floor* or diaphragm*) N3 (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¥*)) 1,830

S3 (pelvi* N1 (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¥)) 2,836

S4 TI((stress* or mix* or urg* or urin*) N5 incontinen*) 5,551

S5 TI((bladder* or detrusor*) N5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or
hyperreflex* or incontinen*)) 1,657

S6 Tl(urgency N2 frequency) 21

S7 TI((urin* or bladder*) N2 (urg* or frequen*)) 302

S8 TI(SUl or OAB) 444

S9 Tl(pelvic* N3 organ* N3 prolaps*) 1,258

S10 Tl(urinary N3 bladder N3 prolaps*) 4

S11 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) N3 prolaps*) 2,260

S12 Tl(splanchnoptos* or visceroptos*) 0

S13 Tl(hernia* N3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)) 124
S14 Tl(urethrocele* or urethrocoele* or enterocele® or enterocoele* or sigmoidocele* or
sigmoidocoele* or proctocele* or proctocoele* or rectocele* or rectocoele* or cystocele* or cystocoele*
or rectoenterocele* or rectoenterocoele* or cystourethrocele* or cystourethrocoele*) 161

S15 TI((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*) N5 (incontinence or incontinent or urge* or leak or leaking or
leakage or soiling or seeping or seepage or impacted or impaction)).ti 0

S16 (urin* N3 (retention* or retain*)) 3,230

S17 (voiding N1 (disorder* or dysfunction* or problem*)) 635

518 (empty* N1 disorder* N3 (bowel* or bladder* or vesical* or stool*)) 7

S19 ((urogeni* or anorec* or ano-rec*) N3 dysfunction*) 108

S20 ((difficult* or delay* or irregular* or infrequen* or pain*) N3 (defecat* or defaecat* or stool* or
faeces or feces or bowel movement*)) 809

S21 (obstruct* N3 (defecat* or defaecat*)) 130

S22 ((defecat* or defaecat* or evacuat®) N3 (disorder* or dysfunction*)) 245

S23 outlet* dysfunction* constipa* 3

S24 (dyssynerg* N1 (defecat* or defaecat*)) 42

S25 pelvi* N3 dyskines* 0

S26 pelvi* outlet™ obstruct* 2

S27 anismus* 22
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S28 puborectal* contract* 5

S29 ((rectal or rectum) N3 urge*) 56

S30 (female N1 sex™ N1 (dysfunct* or satisf* or problem* or symptom™ or arous™* or activit* or
disorder*)) 3,537

S31 (obstruct* N3 intercourse) 0

S32 (vagin* N3 laxity*) 38

S33 (vagin* N1 wind) 4

S34 vaginismus* 171

S35 (vagin* N1 penetrat* N1 disorder*) 2

S36 S1 ORS2 ORS3 OR S4 OR S5 OR S6 OR S7 OR S8 OR S9 OR S10 OR S11 OR S12 OR S13 OR S14 OR
S15 OR S16 OR S17 OR S18 OR S19 OR S20 OR S21 OR S22 OR S23 OR 524 OR S25 OR S26 OR S27 OR S28
OR S29 OR S30 OR S31 OR S32 OR S33 OR S34 OR S35 28,104

S37 MH ("Muscle Strengthening" OR "Kegel Exercises" OR "Physical Therapy+") 159,148

S38 (((pelvi* N1 (floor* or muscl*)) or PFM*) N3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)) 1,567

S39 (pelvi* N1 floor* N1 muscl* N1 (physiotherap* or therap* or treatment)) 74

S40 (pelvi* N1 floor* N1 (physiotherap* or physical therap*)) 159

S41 (PFMT or PFME or PFPT) 263

S42 (kegel* or kegal* or knack*) 2,120

S43 Tl(physiotherap* or physical therap*) 21,796

S44 physiotherapy-led 131

S45 S37 OR S38 OR S39 OR S40 OR S41 OR S42 OR S43 OR S44 170,127

S46 S36 AND S45 3,682

S47 (PT "Meta Analysis") or (PT "Systematic Review") 158,315

S48 (MH "Systematic Review") OR (MH "Meta Analysis") 152,071

S49 ((systematic* or methodologic*) N3 (review* or overview*)) 198,335

S50 (meta analy* or metaanaly® or met analy* or metanaly* or meta review® or metareview™* or health
technolog* assess* or HTA or HTAs or (technolog* N1 (assessment* or overview* or appraisal*)))
125,638

S51 (evidence N2 (review* or overview™* or synthes#s))) 27,960

S52 ((review or overview) N2 reviews) 9,101

S53 umbrella review* 666

S54 ((pool* N3 analy*) or published studies or published literature or hand search* or handsearch* or
manual search* or ((database* or systematic*) N2 search*) or reference list* or bibliograph* or relevant
journals or data synthes* or data extraction* or data abstraction*) 127,032

S55 AB(medline or pubmed or medlars or embase or cinahl or web of science or ovid or ebsco* or
scopus) 122,641

S56 cochrane 70,428

S57 (meta regress* or metaregress*) 5,118

S58 (((integrative or collaborative or quantitative) N3 (review* or overview* or synthes*)) or (research
N3 overview*)) 13,468

S59 SO(cochrane or (health N2 technology assessment) or evidence report or systematic review*)
12,199

S60 ((comparative N3 (efficacy or effectiveness)) or relative effectiveness or ((indirect or indirect
treatment or mixed-treatment) N1 comparison*)) 9,981

S61 S47 OR S48 OR S49 OR S50 OR S51 OR S52 OR S53 OR S54 OR S55 OR S56 OR S57 OR S58 OR S59
OR S60 353,929

S62 S46 AND S61 387
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S63 (MH "Randomized Controlled Trials+") 136,787

S64 (PT "randomized controlled trial") 150,533

S65 (MH "Random Assignment") 78,696

S66 (MH "Single-Blind Studies") 15,908

S67 (MH "Double-Blind Studies") 54,118

S68 (MH "Placebos") 13,998

S69 Tltrial 178,975

S70 (random?* or sham or placebo* or RCT or RCTs) 539,832

S71 ((singl* or doubl*) N1 (blind* or dumm?¥* or mask*)) 87,453

S72 ((tripl* or trebl*) N1 (blind* or dumm* or mask*)) 760

S73 S63 OR S64 OR S65 OR S66 OR S67 OR S68 OR S69 OR S70 OR S71 OR S72 601,156
S74 (MH "Animals+") not (MH "Animals+" and MH "Human") 95,540

S75 S73 not S74 595,328

S76 S46 AND S75 738

S77 S62 ORS76 972

S$78 (MH "Animals+") not (MH "Animals+" and MH "Human") 95,540

S79 S77 NOT S78 972

S80 PT (Case Study or Commentary or Editorial or Letter or Proceedings) 1,347,819
S$81 S79 NOT S80 905

S82 Limiters - Published Date: 20210101-20231231 153

S83 Limiters - English Language 139

S84 (MH "Prostatectomy+") 751

S85 (prostatectom* or prostate* surger* or (prostat* N2 (trans-urethral or transurethral or laser ablat*
or transurethral resection*® or electroresection* or transurethral electrovaporization* or transurethral
vaporesection*)) or turp or turp* or tuvp or vlap) 1,408

S86 S84 OR S85 1,408

S87 S45 AND S86 44

S88 S61 AND S87 12

S89 S75ANDS87 13

S90 S88 ORS89 21

S91 S90 NOT S78 21

S$92 S91 NOT S80 20

Economic Evidence Search

Search date: June 6, 2023

Databases searched: Ovid MEDLINE, Embase, Cochrane Central Register of Controlled Trials, Cochrane
Database of Systematic Reviews, NHS Economic Evaluation Database, and CINAHL

Database segments: EBM Reviews - Cochrane Central Register of Controlled Trials <May 2023>, EBM
Reviews - Cochrane Database of Systematic Reviews <2005 to May 31, 2023>, EBM Reviews - NHS
Economic Evaluation Database <1st Quarter 2016>, Embase <1980 to 2023 Week 22>, Ovid MEDLINE(R)
ALL <1946 to June 05, 2023>

Search Strategy:

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/ (140685)
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2 (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*)).ti,ab,kf. (13852)
3 (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*)).ti,ab,kf. (2610)

4 ((stress* or mix* or urg® or urin*) adj5 incontinen*).ti. (42451)

5 ((bladder* or detrusor*) adj5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or hyperreflex*
or incontinen®*)).ti. (18699)

6 (urgency adj2 frequency).ti. (228)

7 ((urin* or bladder*) adj2 (urg* or frequen*)).ti. (2368)

8 (SUl or OAB).ti. (2142)

9 (pelvic* adj3 organ* adj3 prolaps*).ti. (9035)

10 (urinary adj3 bladder adj3 prolaps*).ti. (39)

11 ((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. (21981)

12 (splanchnoptos* or visceroptos*).ti. (55)

13 (hernia* adj3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)).ti. (1190)
14 (urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or
rectoenteroc?ele* or cystourethroc?ele*).ti. (2642)

15 ((f?ecal or f?eces or f?ecally or anal or anally or stool$1 or bowel or double or def?ecat*) adj5
(incontinence or incontinent or urge* or leak or leaking or leakage or soiling or seeping or seepage or
impacted or impaction)).ti. (11174)

16 (urin* adj3 (retention* or retain*)).ti,ab,kf. (37117)

17 (voiding adj (disorder* or dysfunction* or problem®*)).ti,ab,kf. (9824)

18 (empty* adj disorder* adj3 (bowel* or bladder* or vesical* or stool*)).ti,ab,kf. (75)

19 ((urogeni* or anorec* or ano-rec*) adj3 dysfunction*).ti,ab,kf. (1308)

20 ((difficult® or delay™* or irregular* or infrequen® or pain*) adj3 (def?ecat* or stool* or f?eces or
bowel movement*)).ti,ab,kf. (8945)

21 (obstruct* adj3 def?ecat*).ti,ab,kf. (2977)

22 ((def?ecat® or evacuat*) adj3 (disorder* or dysfunction*)).ti,ab,kf. (3781)

23 outlet* dysfunction* constipa*.ti,ab,kf. (12)

24 (dys?ynerg* adj def?ecat*).ti,ab,kf. (867)

25 (pelvi* adj3 dyskines*).ti,ab,kf. (21)

26 pelvi* outlet* obstruct*.ti,ab,kf. (66)

27 anismus*.ti,ab,kf. (632)

28 puborectal* contract*.ti,ab,kf. (156)

29 ((rectal or rectum) adj3 urge*).ti,ab,kf. (668)

30 (female adj sex* adj (dysfunct* or satisf* or problem* or symptom* or arous* or activit* or
disorder*)).ti,ab,kf. (6197)

31 (obstruct* adj3 intercourse).ti,ab,kf. (13)

32 (vagin* adj3 laxity*).ti,ab,kf. (432)

33 (vagin* adj wind).ti,ab,kf. (25)

34 vaginismus*.ti,ab,kf. (1369)

35 (vagin* adj penetrat* adj disorder*).ti,ab,kf. (9)

36 or/1-35(225053)
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37 exp Exercise Therapy/ or Physical Therapy Modalities/ or Electric Stimulation/ or *Electric
Stimulation Therapy/ or Transcutaneous Electric Nerve Stimulation/ or *Magnetics/ or Magnetic Field
Therapy/ or Biofeedback, Psychology/ or Resistance Training/ (572044)

38 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)).ti,ab,kf. (9778)

39 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).ti,ab,kf. (232)

40 (pelvi* adj floor* adj (physiotherap* or physical therap*)).ti,ab,kf. (1295)

41 (PFMT or PFME or PFPT).ti,ab,kf. (2681)

42 (kegel* or kegal* or knack*).ti,ab,kf. (1706)

43 (physiotherap* or physical therap*).ti. (45836)

44 physiotherapy-led.ti,ab,kf. (529)

45 (vagin* adj3 (cone or cones or ball or balls)).ti,ab,kf. (375)

46 (weight adj (cone or cones)).ti,ab,kf. (20)

47 (pelvi* adj floor* adj2 (cone or cones)).ti,ab,kf. (27)

48 ((cone or cones) adj5 (continen* or incontinen*)).ti. (53)

49 ((electr* adj3 stimulat*) or electrostimulat® or electro-stimulat*).ti,ab,kf. (199933)

50 ((transcutaneous* or percutaneous* or neuromusc* or posterior* or anterior* or tibia* or perine*
or intravagin* or intra-vagin*) adj4 stimulat*).ti,ab,kf. (39607)

51 ((magnet* or electro-magnet* or electromagnet*) adj (stimulation* or therap* or treatment* or
innervation*)).ti,ab,kf. (59907)

52 ((magnet* or electro-magnet* or electromagnet*) adj (nerve* or energ* or pelvi* floor or pelvi*
muscl*) adj (stimulation* or therap* or treatment*)).ti,ab,kf. (141)

53 (interferential* adj3 (current or currents or therap* or treatment*)).ti,ab,kf. (1269)

54 hifem*.ti,ab,kf. (156)

55 (biofeedback* or bio-feedback*).mp. (28787)

56 ((digital* or manual*) adj3 (feedback* or palpat* or assess* or contract*)).ti,ab,kf. (18676)

57 (pressure* adj3 perin?ometr*).ti,ab,kf. (43)

58 ((strength* or resistan®) adj3 (training or exercise* or physiotherap*)).ti,ab,kf. (93150)

59 (manual adj3 therap*).ti,ab,kf. (12858)

60 (myofascia* adj3 (release* or therap* or technique*)).ti,ab,kf. (2773)

61 or/37-60 (837935)

62 36 and 61 (23694)

63 62 use coch (65)

64 economics/ (264537)

65 economics, medical/ or economics, pharmaceutical/ or exp economics, hospital/ or economics,
nursing/ or economics, dental/ (1051273)

66 economics.fs. (470080)

67 (econom* or price or prices or pricing or priced or discount* or expenditure* or budget* or
pharmacoeconomic* or pharmaco-economic*).ti,ab,kf. (1273187)

68 exp "costs and cost analysis"/ (686615)

69 (cost or costs or costing or costly).ti. (333118)

70 cost effective*.ti,ab,kf. (450502)

71 (cost* adj2 (util* or efficacy® or benefit* or minimi* or analy* or saving® or estimate* or allocation
or control or sharing or instrument* or technolog* or increment*)).ab,kf. (310801)

72 models, economic/ (15986)

73 markov chains/ or monte carlo method/ (107650)

74 (decision adjl (tree* or analy* or model*)).ti,ab,kf. (67033)

75 (markov or markow or monte carlo).ti,ab,kf. (179296)
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76 quality-adjusted life years/ (56016)

77 (QOLY or QOLYs or HRQOL or HRQOLs or QALY or QALYs or QALE or QALEs).ti,ab,kf. (112098)

78 ((adjusted adjl (quality or life)) or (willing* adj2 pay) or sensitivity analys*s).ti,ab,kf. (194019)

79 or/64-78 (3371473)

80 62 and 79 (1592)

81 80 use medall (413)

82 exp Animals/ not Humans/ (16335908)

83 81 not 82 (413)

84 Case Reports/ or Comment.pt. or Congress.pt. (3403077)

85 83 not 84 (403)

86 80 use cctr (176)

87 (Conference Proceeding or Trial Registry Record).pt. (689266)

88 86 not 87 (94)

89 63 or85o0r88(562)

90 limit 89 to english language [Limit not valid in CDSR; records were retained] (538)

91 limit 90 to yr="2021 -Current" (78)

92 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/
(134234)

93 (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*)).tw,kw,kf.
(14021)

94 (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*)).tw,kw,kf. (3874)

95 ((stress® or mix* or urg* or urin*) adj5 incontinen*).ti. (42451)

96 ((bladder* or detrusor*) adj5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or hyperreflex*
or incontinen*)).ti. (18699)

97 (urgency adj2 frequency).ti. (228)

98 ((urin* or bladder*) adj2 (urg* or frequen*)).ti. (2368)

99 (SUl or OAB).ti. (2142)

100 (pelvic* adj3 organ* adj3 prolaps*).ti. (9035)

101 (urinary adj3 bladder adj3 prolaps*).ti. (39)

102 ((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. (21981)

103 (splanchnoptos* or visceroptos*).ti. (55)

104 (hernia* adj3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)).ti. (1190)
105 (urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or
rectoenteroc?ele* or cystourethroc?ele*).ti. (2642)

106 ((f?ecal or f?eces or f?ecally or anal or anally or stoolS1 or bowel or double or def?ecat*) adj5
(incontinence or incontinent or urge* or leak or leaking or leakage or soiling or seeping or seepage or
impacted or impaction)).ti. (11174)

107 (urin* adj3 (retention* or retain*)).tw,kw,kf. (37977)

108 (voiding adj (disorder* or dysfunction* or problem*)).tw,kw,kf. (9880)

109 (empty* adj disorder* adj3 (bowel* or bladder* or vesical* or stool*)).tw,kw,kf. (75)

110 ((urogeni* or anorec* or ano-rec*) adj3 dysfunction*).tw,kw,kf. (1316)
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111 ((difficult* or delay* or irregular® or infrequen* or pain*) adj3 (def?ecat* or stool* or f?eces or
bowel movement*)).tw,kw,kf. (9114)

112 (obstruct* adj3 def?ecat™®).tw,kw,kf. (2986)

113 ((def?ecat* or evacuat*) adj3 (disorder* or dysfunction*)).tw,kw,kf. (3867)

114 outlet* dysfunction® constipa*.tw,kw,kf. (12)

115 (dys?ynerg* adj def?ecat*).tw,kw,kf. (870)

116 (pelvi* adj3 dyskines*).tw,kw,kf. (21)

117 pelvi* outlet* obstruct®.tw,kw,kf. (67)

118 anismus*.tw,kw,kf. (636)

119 puborectal* contract*.tw,kw,kf. (157)

120 ((rectal or rectum) adj3 urge*).tw,kw,kf. (673)

121 (female adj sex* adj (dysfunct* or satisf* or problem* or symptom* or arous* or activit* or
disorder*)).tw,kw,kf. (6288)

122 (obstruct* adj3 intercourse).tw,kw,kf. (13)

123 (vagin* adj3 laxity*).tw,kw,kf. (434)

124 (vagin* adj wind).tw,kw,kf. (26)

125 vaginismus*.tw,kw,kf. (1448)

126 (vagin* adj penetrat* adj disorder*).tw,kw,kf. (9)

127 or/92-126 (223589)

128 *physiotherapy/ or pelvic floor muscle training/ or kinesiotherapy/ or *muscle exercise/ or vaginal
cone/ or vagina cone/ or weighted vaginal cone/ or electrostimulation/ or electrotherapy/ or
transcutaneous nerve stimulation/ or magnetic stimulation/ or magnetotherapy/ or extracorporeal
magnetic innervation therapy/ or feedback system/ or biofeedback/ or perineometry/ or resistance
training/ (322229)

129 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).tw,kw,kf,dv. (267)
130 (pelvi* adj floor* adj (physiotherap* or physical therap*)).tw,kw,kf,dv. (1320)

131 (PFMT or PFME or PFPT).tw,kw,kf,dv. (2703)

132 (kegel* or kegal* or knack*).tw,kw,kf,dv. (1773)

133 (physiotherap* or physical therap*).ti. (45836)

134 physiotherapy-led.tw,kw,kf,dv. (534)

135 (vagin* adj3 (cone or cones or ball or balls)).tw,kw,kf,dv. (389)

136 (weight adj (cone or cones)).tw,kw,kf,dv. (20)

137 (pelvi* adj floor* adj2 (cone or cones)).tw,kw,kf,dv. (27)

138 ((cone or cones) adj5 (continen* or incontinen®*)).ti. (53)

139 ((electr* adj3 stimulat*) or electrostimulat* or electro-stimulat*).tw,kw,kf,dv. (201604)

140 ((transcutaneous® or percutaneous* or neuromusc* or posterior* or anterior* or tibia* or perine*
or intravagin* or intra-vagin*) adj4 stimulat®).tw,kw,kf,dv. (40437)

141 ((magnet* or electro-magnet* or electromagnet*) adj (stimulation* or therap* or treatment* or
innervation*)).tw,kw,kf,dv. (61962)

142 ((magnet* or electro-magnet* or electromagnet*) adj (nerve* or energ* or pelvi* floor or pelvi*
muscl*) adj (stimulation* or therap* or treatment*)).tw,kw,kf,dv. (145)

143 (interferential* adj3 (current or currents or therap* or treatment*)).tw,kw,kf,dv. (1307)

144 hifem*.tw,kw,kf,dv. (156)

145 (biofeedback* or bio-feedback*).mp. (28787)

146 ((digital* or manual*) adj3 (feedback* or palpat* or assess* or contract*)).tw,kw,kf,dv. (18999)
147 (pressure* adj3 perin?ometr*).tw,kw,kf,dv. (43)

148 ((strength* or resistan*) adj3 (training or exercise* or physiotherap*)).tw,kw,kf,dv. (95962)

149 (manual adj3 therap*).tw,kw,kf,dv. (13158)
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150 (myofascia* adj3 (release™ or therap™* or technique*)).tw,kw,kf,dv. (2979)

151 or/128-150 (650923)

152 127 and 151 (19440)

153 Economics/ (264537)

154 Health Economics/ or Pharmacoeconomics/ or Drug Cost/ or Drug Formulary/ (146686)

155 Economic Aspect/ or exp Economic Evaluation/ (553154)

156 (econom* or price or prices or pricing or priced or discount* or expenditure* or budget* or
pharmacoeconomic* or pharmaco-economic*).tw,kw,kf. (1293486)

157 exp "Cost"/ (686615)

158 (cost or costs or costing or costly).ti. (333118)

159 cost effective*.tw,kw,kf. (459304)

160 (cost* adj2 (util* or efficac* or benefit* or minimi* or analy* or saving™ or estimate* or allocation
or control or sharing or instrument* or technolog* or increment*)).ab,kw,kf. (320415)

161 Monte Carlo Method/ (83631)

162 (decision adjl (tree* or analy* or model*)).tw,kw,kf. (70428)

163 (markov or markow or monte carlo).tw,kw,kf. (182764)

164 Quality-Adjusted Life Years/ (56016)

165 (QOLY or QOLYs or HRQOL or HRQOLs or QALY or QALYs or QALE or QALEs).tw,kw,kf. (115440)
166 ((adjusted adjl (quality or life)) or (willing* adj2 pay) or sensitivity analys*s).tw,kw,kf. (214715)
167 or/153-166 (2892789)

168 152 and 167 (1371)

169 168 use emez (825)

170 (exp animal/ or nonhuman/) not exp human/ (11897677)

171 169 not 170 (824)

172 Case Report/ or conference abstract.pt. or conference review.pt. (7285374)

173 171 not 172 (618)

174 limit 173 to english language [Limit not valid in CDSR; records were retained] (587)

175 limit 174 to yr="2021 -Current" (83)

176 91 or 175 (163)

177 176 use medall (59)

178 176 use emez (84)

179 176 use coch (0)

180 176 use cctr (20)

181 remove duplicates from 176 (100)

[SUPPLEMENTAL SEARCH to 2021 NICE SEARCH]

182 exp Prostatectomy/ or (prostatectom* or prostate* surger* or (prostat* adj2 (trans-urethral or
transurethral or laser ablat* or transurethral resection* or electroresection* or transurethral
electrovaporization* or transurethral vaporesection*)) or turp or turp* or tuvp or vlap).ti,ab,kf. (142147)
183 exp Exercise Therapy/ or Physical Therapy Modalities/ (306851)

184 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)).ti,ab,kf. (9778)

185 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).ti,ab,kf. (232)

186 (pelvi* adj floor* adj (physiotherap* or physical therap*)).ti,ab,kf. (1295)

187 (PEMT or PFME or PFPT).ti,ab,kf. (2681)

188 (kegel* or kegal* or knack*).ti,ab,kf. (1706)

189 (physiotherap* or physical therap*).ti. (45836)

190 physiotherapy-led.ti,ab,kf. (529)

191 or/183-190 (328280)
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192 182 and 191 (1533)

193 36 and 191 (13862)

194 ((women not men) or (female not male)).tw. (3347052)

195 193 not 194 (5957)

196 193 and Male/ (2623)

197 transgender persons/ or sex reassignment surgery/ or sex reassignment procedures/ or health
services for transgender persons/ (190277)

198 (transgender* or transsexual* or gender identity or "male-to-female" or "female-to-male" or sex
reassignment or gender dysphoria or trans men or cross gender* or gender reassignment or trans
people or gender change or gender transition or trans female or trans women).ti,ab. (465086)

199 (or/197-198) and 193 (113)

200 192 or 195 or 196 or 199 (6864)

201 200 use medall (1798)

202 79 and 201 (87)

203 Case Reports/ or Congress.pt. (2406204)

204 202 not 203 (85)

205 200 use cctr (802)

206 (Conference proceeding or Editorial or Trial registry record).pt. (2111539)

207 205 not 206 (462)

208 79 and 207 (21)

209 200 use coch,cleed (17)

210 204 or 208 or 209 (123)

211 limit 210 to english language [Limit not valid in CDSR; records were retained] (120)

212 limit 211 to yr="1980 -Current" (116)

213 exp Prostatectomy/ or (prostatectom* or prostate* surger* or (prostat* adj2 (trans-urethral or
transurethral or laser ablat* or transurethral resection* or electroresection* or transurethral
electrovaporization*® or transurethral vaporesection*)) or turp or turp* or tuvp or vlap).tw,kw,kf.
(142611)

214 physiotherapy/ or pelvic floor muscle training/ or kinesiotherapy/ or *muscle exercise/ (141255)
215 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat™* or strengthen®*)).tw,kw,kf,dv. (9953)

216 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).tw,kw,kf,dv. (267)

217 (pelvi* adj floor* adj (physiotherap™ or physical therap*)).tw,kw,kf,dv. (1320)

218 (PFMT or PFME or PFPT).tw,kw,kf,dv. (2703)

219 (kegel* or kegal* or knack*).tw,kw,kf,dv. (1773)

220 (physiotherap* or physical therap*).ti. (45836)

221 physiotherapy-led.tw,kw,kf,dv. (534)

222 or/214-221 (177311)

223 213 and 222 (1443)

224 127 and 222 (12610)

225 ((women not men) or (female not male)).tw. (3347052)

226 224 not 225 (5406)

227 224 and Male/ (2273)

228 exp transgender/ or sex reassignment/ (20792)

229 (transgender* or transsexual® or gender identity or sex reassignment or gender dysphoria or cross
gender* or gender reassignment or trans people or gender change or gender transition).ti,ab. (39066)
230 (or/228-229) and 224 (25)

231 223 0or 226 or227 or 230 (6322)
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232 231 use emez (4382)

233 167 and 232 (323)

234 Case Report/ or conference abstract.pt. or conference review.pt. (7285374)
235 233 not 234 (253)

236 limit 235 to english language [Limit not valid in CDSR; records were retained] (248)
237 limit 236 to yr="1980 -Current" (248)

238 212 or 237 (364)

239 238 use medall (81)

240 238 use emez (248)

241 238 use cctr (21)

242 238 use coch (11)

243 238 use cleed (3)

244 remove duplicates from 238 (280)

CINAHL
# Query Results
S1 MH("Pelvic Floor Muscles" OR "Pelvic Floor Disorders" OR "Urinary Retention" OR "Feces, Impacted"
OR "Vaginismus") OR MM("Urinary Incontinence+" OR "Pelvic Organ Prolapse+" OR "Rectocele" OR
"Fecal Incontinence") 17,054
S2 (pelvi* N1 (floor* or diaphragm*) N3 (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¥)) 1,830
S3 (pelvi* N1 (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*)) 2,836
S4 TI((stress* or mix* or urg* or urin*) N5 incontinen*) 5,551
S5 TI((bladder* or detrusor*) N5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or
hyperreflex* or incontinen*)) 1,657
S6 Tl(urgency N2 frequency) 21
S7 TI((urin* or bladder*) N2 (urg* or frequen*)) 302
S8 TI(SUl or OAB) 444
S9 Tl(pelvic* N3 organ* N3 prolaps*) 1,258
S10 Tl(urinary N3 bladder N3 prolaps*) 4
S11 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) N3 prolaps*) 2,260
S12 Tl(splanchnoptos* or visceroptos*) 0
S13 Tl(hernia* N3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)) 124
S14 Tl(urethrocele* or urethrocoele* or enterocele* or enterocoele* or sigmoidocele* or
sigmoidocoele* or proctocele* or proctocoele* or rectocele* or rectocoele* or cystocele* or cystocoele*
or rectoenterocele* or rectoenterocoele* or cystourethrocele* or cystourethrocoele*)

161
S15 TI((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*) N5 (incontinence or incontinent or urge* or leak or leaking or
leakage or soiling or seeping or seepage or impacted or impaction)).ti 0
S16 (urin* N3 (retention* or retain*)) 3,230
S17 (voiding N1 (disorder* or dysfunction* or problem*)) 635
S18 (empty* N1 disorder* N3 (bowel* or bladder* or vesical* or stool*)) 7
S19 ((urogeni* or anorec* or ano-rec*) N3 dysfunction*) 108
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S20 ((difficult* or delay* or irregular® or infrequen® or pain*) N3 (defecat* or defaecat® or stool* or
faeces or feces or bowel movement*)) 809

S21 (obstruct* N3 (defecat* or defaecat®)) 130

S22 ((defecat* or defaecat® or evacuat®) N3 (disorder* or dysfunction*)) 245

S23 outlet* dysfunction* constipa* 3

S24 (dyssynerg* N1 (defecat* or defaecat*)) 42

S25 pelvi* N3 dyskines* 0

S26 pelvi* outlet* obstruct* 2

S27 anismus* 22

S$28 puborectal* contract* 5

S29 ((rectal or rectum) N3 urge*) 56

S30 (female N1 sex* N1 (dysfunct* or satisf* or problem* or symptom* or arous* or activit* or
disorder*)) 3,537

S31 (obstruct® N3 intercourse) 0

S$32 (vagin* N3 laxity*) 38

S$33 (vagin* N1 wind) 4

S34 vaginismus* 171

S35 (vagin* N1 penetrat* N1 disorder*) 2

S36 (MH "Prostatectomy+") 751

S37 (prostatectom* or prostate* surger* or (prostat* N2 (trans-urethral or transurethral or laser ablat*
or transurethral resection*® or electroresection* or transurethral electrovaporization* or transurethral
vaporesection*)) or turp or turp* or tuvp or vlap) 1,408

S$38 S10ORS2 ORS3 ORS4 ORS50RS6 0ORS7ORS80RS90ORS100RS11 0RS12 ORS13 OR S14 OR
S15 OR S16 OR S17 OR S18 OR S19 OR S20 OR S21 OR S22 OR S23 OR S24 OR S25 OR S26 OR S27 OR S28
OR S29 OR S30 OR S31 OR S32 OR S33 OR S34 OR S35 OR S36 OR S37 29,416

S39 MH ("Muscle Strengthening" OR "Kegel Exercises" OR "Physical Therapy+") 159,148

S40 (((pelvi* N1 (floor* or muscl*)) or PFM*) N3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)) 1,567

S41 (pelvi* N1 floor* N1 muscl* N1 (physiotherap* or therap* or treatment)) 74

S42 (pelvi* N1 floor* N1 (physiotherap* or physical therap*)) 159

S43 (PFMT or PFME or PFPT) 263

S44 (kegel* or kegal* or knack*) 2,120

S45 TI(physiotherap* or physical therap*) 21,796

S46 physiotherapy-led 131

S47 S39 OR S40 OR S41 OR S42 OR S43 OR S44 OR S45 OR S46 170,127

S48 S38 AND S47 3,702

S49 (MH "Economics") 14,205

S50 (MH "Economic Aspects of lliness") 11,064

S51 (MH "Economic Value of Life") 667

S52 MH "Economics, Dental" 144

S53 MH "Economics, Pharmaceutical" 2,361

S54 MW "ec" 191,231

S55 (econom?* or price or prices or pricing or priced or discount* or expenditure* or budget* or
pharmacoeconomic* or pharmaco-economic*) 342,467

S56 (MH "Costs and Cost Analysis+") 132,546

S57 Tl cost* 62,008

S58 (cost effective*) 51,043
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S59 AB (cost™* N2 (util* or efficacy™ or benefit* or minimi* or analy* or saving® or estimate* or

allocation or control or sharing or instrument* or technolog*)) 40,279

S60 (decision N1 (tree* or analy* or model*)) 11,604

S61 (markov or markow or monte carlo) 7,776

S62 (MH "Quality-Adjusted Life Years") 5,992

S63 (QOLY or QOLYs or HRQOL or HRQOLs or QALY or QALYs or QALE or QALEs) 15,201

S64 ((adjusted N1 (quality or life)) or (willing* N2 pay) or sensitivity analysis or sensitivity analyses)
25,304

S65 S49 OR S50 OR S51 OR S52 OR S53 OR S54 OR S55 OR S56 OR S57 OR S58 OR S59 OR S60 OR S61

OR S62 OR S63 OR S64 472,425

S66 S48 AND S65 211

S67 PT (Case Study or Proceedings) 540,428

S68 S66 NOT S67 197

S69 Limiters - Published Date: 20210101-20231231 32

S70 Limiters - Narrow by Language: - English 32

Quantitative Evidence of Preferences and Values Search

Search date: June 16, 2023

Databases searched: Ovid Medline, EBSCO CINAHL

Database segment: Ovid MEDLINE(R) ALL <1946 to June 15, 2023>
Search Strategy:

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/ (58488)

2 (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*)).ti,ab,kf. (4364)
3 (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*)).ti,ab,kf. (918)

4 ((stress* or mix* or urg* or urin*) adj5 incontinen*).ti. (16266)

5 ((bladder* or detrusor*) adj5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or hyperreflex*
or incontinen®*)).ti. (6151)

6 (urgency adj2 frequency).ti. (82)

7 ((urin* or bladder*) adj2 (urg* or frequen*)).ti. (791)

8 (SUl or OAB).ti. (467)

9 (pelvic* adj3 organ* adj3 prolaps*).ti. (2982)

10 (urinary adj3 bladder adj3 prolaps*).ti. (22)

11 ((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. (8806)

12 (splanchnoptos* or visceroptos*).ti. (40)

13 (hernia* adj3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)).ti. (616)

14 (urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or
rectoenteroc?ele* or cystourethroc?ele*).ti. (1068)
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15 ((f?ecal or f?eces or f?ecally or anal or anally or stool$1 or bowel or double or def?ecat*) adj5
(incontinence or incontinent or urge* or leak or leaking or leakage or soiling or seeping or seepage or
impacted or impaction)).ti. (4176)

16 (urin* adj3 (retention* or retain*)).ti,ab,kf. (12707)

17 (voiding adj (disorder* or dysfunction* or problem*)).ti,ab,kf. (3326)

18 (empty* adj disorder* adj3 (bowel* or bladder* or vesical* or stool*)).ti,ab,kf. (33)

19 ((urogeni* or anorec* or ano-rec*) adj3 dysfunction*).ti,ab,kf. (464)

20 ((difficult* or delay* or irregular* or infrequen*® or pain*) adj3 (def?ecat* or stool* or f?eces or
bowel movement*)).ti,ab,kf. (2649)

21 (obstruct* adj3 def?ecat*).ti,ab,kf. (923)

22 ((def?ecat* or evacuat*) adj3 (disorder* or dysfunction*)).ti,ab,kf. (1320)

23 outlet* dysfunction* constipa*.ti,ab,kf. (4)

24 (dys?ynerg* adj def?ecat*).ti,ab,kf. (229)

25 (pelvi* adj3 dyskines*).ti,ab,kf. (10)

26 pelvi* outlet* obstruct®.ti,ab,kf. (25)

27 anismus*.ti,ab,kf. (205)

28 puborectal* contract*.ti,ab,kf. (60)

29 ((rectal or rectum) adj3 urge*).ti,ab,kf. (206)

30 (female adj sex* adj (dysfunct® or satisf* or problem* or symptom* or arous* or activit* or
disorder*)).ti,ab,kf. (2112)

31 (obstruct* adj3 intercourse).ti,ab,kf. (6)

32 (vagin* adj3 laxity*).ti,ab,kf. (115)

33 (vagin* adj wind).ti,ab,kf. (9)

34 vaginismus*.ti,ab,kf. (467)

35 (vagin* adj penetrat* adj disorder*).ti,ab,kf. (3)

36 exp Prostatectomy/ or (prostatectom* or prostate* surger* or (prostat* adj2 (trans-urethral or
transurethral or laser ablat* or transurethral resection* or electroresection* or transurethral
electrovaporization® or transurethral vaporesection*)) or turp or turp* or tuvp or vlap).ti,ab,kf. (51896)
37 or/1-36 (131769)

38 exp Exercise Therapy/ or Physical Therapy Modalities/ (100737)

39 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat™* or strengthen®*)).ti,ab,kf. (2767)

40 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).ti,ab,kf. (59)

41 (pelvi* adj floor* adj (physiotherap* or physical therap*)).ti,ab,kf. (294)

42 (PFMT or PFME or PFPT).ti,ab,kf. (726)

43 (kegel* or kegal* or knack*).ti,ab,kf. (486)

44 (physiotherap* or physical therap*).ti. (17504)

45 physiotherapy-led.ti,ab,kf. (132)

46 or/38-45 (108746)

47 37 and 46 (3818)

48 Attitude to Health/ (85424)

49 Health Knowledge, Attitudes, Practice/ (126458)

50 Patient Participation/ (29375)

51 Patient Preference/ (10648)

52 Attitude of Health Personnel/ (131357)

53 *Professional-Patient Relations/ (12486)

54 *Physician-Patient Relations/ (37263)

55 Choice Behavior/ (34915)
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56 (choice or choices or value* or valuation* or knowledg*).ti. (319686)

57 (preference® or expectation* or attitude™ or acceptab™ or point of view).ti,ab,kf. (737428)

58 ((clinician* or doctor* or (health* adj2 worker*) or patient*1 or personal or midwi* or nurse* or
physician* or physiotherapist™ or practitioner® or professional*1 or provider* or user*1 or women or
men) adj2 (participation or perspective* or perception* or misperception* or perceiv* or view* or
understand* or misunderstand* or value*1 or knowledg*)).ti,ab,kf. (201051)

59 health perception*.ti,ab,kf. (3347)

60 *Decision Making/ (46493)

61 (clinician* or doctor* or (health* adj2 worker*) or patient*1 or personal or midwi* or nurse* or
physician* or physiotherapist* or practitioner* or professional*1 or provider* or user*1 or women or
men).ti. (3075304)

62 60 and 61 (9147)

63 (decision* and mak*).ti. (37446)

64 (decision mak* or decisions mak*).ti,ab,kf. (209770)

65 63 or64(211433)

66 (clinician* or doctor* or (health* adj2 worker*) or patient*1 or personal or midwi* or nurse* or
physician* or physiotherapist* or practitioner* or professional*1 or provider* or user*1 or women or
men).ti,ab,kf. (9984390)

67 65 and 66 (134258)

68 (discrete choice* or decision board* or decision analy* or decision-support or decision tool* or
decision aid* or latent class* or decision* conflict* or decision* regret*).ti,ab,kf. (51206)

69 Decision Support Techniques/ (22464)

70 (health and utilit*).ti. (1956)

71 (gamble* or prospect theory or health utilit* or utility value* or utility score* or utility estimate* or
health state or feeling thermometer* or best-worst scaling or time trade-off or TTO or probability trade-
off).ti,ab,kf. (17048)

72 (preference based or preference score* or preference elicitation or multiattribute or multi
attribute).ti,ab,kf. (3800)

73 or/48-59,62,67-72 (1584762)

74 47 and 73 (415)

75 Case Reports/ or Comment.pt. or Editorial.pt. or (Letter not (Letter and Randomized Controlled
Trial)).pt. or Congress.pt. (4338604)

76 74 not 75 (409)

77 limit 76 to english language (383)

78 limit 77 to yr="1980 -Current" (383)

CINAHL

# Query Results

S81 S80 Narrow by Language: - english 365

S80 s78 not s79 394

S79 PT (Case Study or Commentary or Editorial or Letter or Proceedings) 1,350,064

S78 S48 AND S77 418

S77 S49 OR S50 OR S51 OR S52 OR S53 OR S54 OR S55 OR S56 OR S57 OR S58 OR S59 OR S60 OR S61
OR S62 OR S63 OR S66 OR S71 OR S72 OR S73 ORS74 ORS75 ORS76 919,547

S76 (preference based or preference score* or preference elicitation or multiattribute or multi
attribute) 1,838

S75 (gamble* or prospect theory or health utilit* or utility value* or utility score* or utility estimate*
or health state or feeling thermometer* or best worst scaling or time trade off or TTO or probability
trade off) 20,920
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S74 Tl (health and utilit*) 1,170

S73 (MH "Decision Support Techniques") 7,713

S72 (discrete choice* or decision board* or decision analy* or decision support or decision tool* or
decision aid* or latent class* or decision* conflict* or decision* regret*) 36,598

S71 S69 AND S70 128,741

S70 (clinician* or doctor* or (health* N2 worker*) or patient or patients or personal or midwi* or
nurse* or physician* or physiotherapist* or practitioner* or professional or professionals or provider* or

user or users or women or men) 3,880,694

S69 S67 OR S68 179,753

S68 (decision mak* or decisions mak*) 179,524
S67 Tl (decision* and mak*) 21,549

S66 S64 AND S65 5,510

S65 Tl (clinician* or doctor* or (health* N2 worker*) or patient or patients or personal or midwi* or
nurse* or physician* or physiotherapist* or practitioner* or professional or professionals or provider* or
user or users or women or men) 1,410,449

S64 (MM "Decision Making") 25,584

S63 (MH "Decision Making, Family") 4,198
S62 (MH "Decision Making, Patient") 15,482
S61 (MH "Decision Making, Shared") 3,375

S60 health perception* 5,300

S59 ((clinician* or doctor* or (health* N2 worker*) or patient or patients or personal or midwi* or
nurse* or physician* or physiotherapist* or practitioner* or professional or professionals or provider* or
user or users or women or men) N2 (knowledg* or misperception* or misunderstand* or participation or
perceiv* or perception* or perspective* or understand* or value or values or view*)) 181,662

S58 (preference* or expectation® or attitude* or acceptab* or point of view) 550,860

S57 Tl (choice or choices or value* or valuation* or knowledg*) 116,100

S56 (MM "Nurse-Patient Relations") 14,630

S55 (MM "Physician-Patient Relations") 17,288

S54 (MM "Professional-Patient Relations") 14,353

S53 (MH "Attitude of Health Personnel") 53,601

S52 (MH "Patient Preference") 2,494

S51 (MH "Consumer Participation") 23,882

S50 (MH "Health Knowledge") 36,540

S49 (MH "Attitude to Health") 49,007

S48 S38 AND S47 3,711

S47 S39 OR S40 OR S41 OR S42 OR S43 OR S44 OR S45 OR S46 170,609
S46 physiotherapy-led 132

S45 Tl(physiotherap* or physical therap*) 21,835
S44 (kegel* or kegal* or knack*) 2,124

S43 (PFMT or PFME or PFPT) 263
S42 (pelvi* N1 floor* N1 (physiotherap* or physical therap*)) 160
S41 (pelvi* N1 floor* N1 muscl* N1 (physiotherap* or therap* or treatment)) 74

5S40 (((pelvi* N1 (floor* or muscl*)) or PFM*) N3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)) 1,568

S39 MH ("Muscle Strengthening" OR "Kegel Exercises" OR "Physical Therapy+") 159,632

S38 S1 OR S2 OR S3 OR S4 OR S5 OR S6 OR S7 OR S8 OR S9 OR S10 OR S11 OR S12 OR S13 OR S14 OR
S15 0OR S16 OR S17 OR S18 OR S19 OR S20 OR S21 OR S22 OR S23 OR S24 OR S25 OR S26 OR S27 OR S28
OR 529 OR S30 OR S31 OR S32 OR S33 OR S34 OR S35 OR S36 OR S37 29,552
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S37 (prostatectom* or prostate™ surger® or (prostat® N2 (trans-urethral or transurethral or laser
ablat* or transurethral resection* or electroresection® or transurethral electrovaporization* or
transurethral vaporesection®)) or turp or turp* or tuvp or vlap) 1,464

S36 (MH "Prostatectomy+") 768

S35 (vagin* N1 penetrat* N1 disorder*) 2

S34 vaginismus* 171

S33 (vagin* N1 wind) 4
S32 (vagin* N3 laxity*) 40
S31 (obstruct®* N3 intercourse) 0

S30 (female N1 sex* N1 (dysfunct* or satisf* or problem* or symptom* or arous* or activit* or
disorder*)) 3,542

S29 ((rectal or rectum) N3 urge*) 56

528 puborectal* contract* 5

S27 anismus* 22

S26 pelvi* outlet* obstruct* 2

S25 pelvi* N3 dyskines* 0

S24 (dyssynerg* N1 (defecat* or defaecat*)) 42

S23 outlet* dysfunction* constipa* 3

S22 ((defecat* or defaecat® or evacuat*) N3 (disorder* or dysfunction*)) 245

S21 (obstruct* N3 (defecat® or defaecat*)) 130

S20 ((difficult®* or delay* or irregular* or infrequen* or pain*) N3 (defecat* or defaecat* or stool* or
faeces or feces or bowel movement*)) 811

S19 ((urogeni* or anorec* or ano-rec*) N3 dysfunction*) 109

518 (empty* N1 disorder* N3 (bowel* or bladder* or vesical* or stool*)) 7

S17 (voiding N1 (disorder* or dysfunction* or problem*)) 633

S16 (urin* N3 (retention* or retain*)) 3,235

S15 TI((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*) N5 (incontinence or incontinent or urge* or leak or leaking or
leakage or soiling or seeping or seepage or impacted or impaction)).ti 0

S14 Tl(urethrocele* or urethrocoele* or enterocele* or enterocoele* or sigmoidocele* or
sigmoidocoele* or proctocele* or proctocoele* or rectocele* or rectocoele* or cystocele* or cystocoele*
or rectoenterocele* or rectoenterocoele* or cystourethrocele* or cystourethrocoele*) 163

S13 Tl(hernia* N3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*))

124
S12 Tl(splanchnoptos* or visceroptos*) 0
S11 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) N3 prolaps*) 2,269
S10 Tl(urinary N3 bladder N3 prolaps*) 4
S9 Tl(pelvic* N3 organ* N3 prolaps*) 1,265

3 TI(SUl or OAB) 448
S7 TI((urin* or bladder*) N2 (urg* or frequen*)) 303

S6 Tl(urgency N2 frequency) 21

S5 TI((bladder* or detrusor*) N5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or
hyperreflex* or incontinen*)) 1,666

S4 TI((stress* or mix* or urg* or urin*) N5 incontinen*®) 5,573

S3 (pelvi* N1 (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*)) 2,852
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S2 (pelvi* N1 (floor* or diaphragm*) N3 (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*)) 1,842

S1 MH("Pelvic Floor Muscles" OR "Pelvic Floor Disorders" OR "Urinary Retention" OR "Feces,
Impacted" OR "Vaginismus") OR MM("Urinary Incontinence+" OR "Pelvic Organ Prolapse+" OR
"Rectocele" OR "Fecal Incontinence") 17,109

Grey Literature Search
Performed on: June 23 to 29, 2023

Websites searched:

Alberta Health Evidence Reviews, Alberta Health Services, BC Health Technology Assessments, Canadian
Agency for Drugs and Technologies in Health (CADTH), Institut national d’excellence en santé et en
services sociaux (INESSS), Institute of Health Economics (IHE), Ontario Health Technology Assessment
Committee (OHTAC), McGill University Health Centre Health Technology Assessment Unit, Centre
Hospitalier de I'Universite de Quebec-Universite Laval, Contextualized Health Research Synthesis
Program of Newfoundland (CHRSP), Health Canada Medical Device Database, Health Technology
Assessment Database (INAHTA), Agency for Healthcare Research and Quality (AHRQ) Evidence-based
Practice Centers, Centers for Medicare & Medicaid Services Technology Assessments, Veterans Affairs
Health Services Research and Development, Institute for Clinical and Economic Review, Oregon Health
Authority Health Evidence Review Commission, Washington State Health Care Authority Health
Technology Reviews, National Institute for Health and Care Excellence (NICE), Healthcare Improvement
Scotland, Health Technology Wales, Ireland Health Information and Quality Authority Health Technology
Assessments, Australian Government Medical Services Advisory Committee, Australian Safety and
Efficacy Register of New Interventional Procedures -Surgical (ASERNIP-S), Italian National Agency for
Regional Health Services, Belgian Health Care Knowledge Centre, Ludwig Boltzmann Institute for Health
Technology Assessment, Swedish Agency for Health Technology Assessment and Assessment of Social
Services, Ministry of Health Malaysia Health Technology Assessment Section, Tuft’s Cost-Effectiveness
Analysis Registry, PROSPERO, EUnetHTA, ClinicalTrials.gov

Keywords used: pelvic, pelvic floor, pelvic training, pelvic exercise, pelvic strength, muscle training, PFMT,
physiotherapy, biofeedback, incontinence, prolapse, leak, urinary, fecal, faecal

Clinical results (included in PRISMA): 35
Economic results (included in PRISMA): 40
Ongoing HTAs (PROSPERO/EUnetHTA): 43
Ongoing clinical trials: 113
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Search for Intervention-Related Health State Utilities

Search date: May 26, 2023

Database searched: Ovid MEDLINE

Database segment: Ovid MEDLINE(R) ALL <1946 to May 25, 2023>
Search Strategy:

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/ (58360)

2 (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*)).ti,ab,kf. (4341)
3 (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*)).ti,ab,kf. (914)

4 ((stress™ or mix* or urg® or urin*) adj5 incontinen*).ti. (16221)

5 ((bladder* or detrusor*) adj5 (overactiv* or over-activ* or instabilit* or hyper-reflex* or hyperreflex*
or incontinen®)).ti. (6136)

6 (urgency adj2 frequency).ti. (82)

7 ((urin* or bladder*) adj2 (urg* or frequen*)).ti. (790)

8 (SUI or OAB).ti. (462)

9 (pelvic* adj3 organ* adj3 prolaps*).ti. (2965)

10 (urinary adj3 bladder adj3 prolaps*).ti. (22)

11 ((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. (8773)

12 (splanchnoptos* or visceroptos*).ti. (40)

13 (hernia* adj3 (pelvi* or vagin* or urogenital* or uter* or bladder* or urethr* or viscer*)).ti. (616)
14 (urethroc?ele* or enteroc?ele* or sigmoidoc?ele* or proctoc?ele* or rectoc?ele* or cystoc?ele* or
rectoenteroc?ele* or cystourethroc?ele*).ti. (1066)

15 ((f?ecal or f?eces or f?ecally or anal or anally or stool$1 or bowel or double or def?ecat*) adj5
(incontinence or incontinent or urge* or leak or leaking or leakage or soiling or seeping or seepage or
impacted or impaction)).ti. (4166)

16 (urin* adj3 (retention* or retain*)).ti,ab,kf. (12669)

17 (voiding adj (disorder* or dysfunction® or problem*)).ti,ab,kf. (3320)

18 (empty* adj disorder* adj3 (bowel* or bladder* or vesical* or stool*)).ti,ab,kf. (33)

19 ((urogeni* or anorec™ or ano-rec*) adj3 dysfunction*).ti,ab,kf. (463)

20 ((difficult® or delay™* or irregular* or infrequen® or pain*) adj3 (def?ecat* or stool* or f?eces or
bowel movement*)).ti,ab,kf. (2641)

21 (obstruct* adj3 def?ecat*).ti,ab,kf. (924)

22 ((def?ecat* or evacuat™) adj3 (disorder® or dysfunction*)).ti,ab,kf. (1319)

23 outlet* dysfunction* constipa*.ti,ab,kf. (4)

24 (dys?ynerg* adj def?ecat*).ti,ab,kf. (228)

25 (pelvi* adj3 dyskines*).ti,ab,kf. (10)

26 pelvi* outlet* obstruct*.ti,ab,kf. (25)

27 anismus*.ti,ab,kf. (203)

28 puborectal* contract*.ti,ab,kf. (60)

29 ((rectal or rectum) adj3 urge*).ti,ab,kf. (206)
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30 (female adj sex* adj (dysfunct™ or satisf* or problem* or symptom®* or arous* or activit* or
disorder*)).ti,ab,kf. (2101)

31 (obstruct* adj3 intercourse).ti,ab,kf. (6)

32 (vagin* adj3 laxity*).ti,ab,kf. (114)

33 (vagin* adj wind).ti,ab,kf. (9)

34 vaginismus*.ti,ab,kf. (465)

35 (vagin* adj penetrat* adj disorder*).ti,ab,kf. (3)

36 exp Prostatectomy/ or (prostatectom* or prostate* surger* or (prostat* adj2 (trans-urethral or
transurethral or laser ablat* or transurethral resection* or electroresection® or transurethral
electrovaporization* or transurethral vaporesection*)) or turp or turp* or tuvp or vlap).ti,ab,kf. (51753)
37 or/1-36 (131419)

38 exp Exercise Therapy/ or Physical Therapy Modalities/ (100524)

39 (((pelvi* adj (floor* or muscl*)) or PFM*) adj3 (training or exercise* or re-training or retraining or
rehabilitat* or strengthen*)).ti,ab,kf. (2763)

40 (pelvi* adj floor* adj muscl* adj (physiotherap* or therap* or treatment)).ti,ab,kf. (59)

41 (pelvi* adj floor* adj (physiotherap* or physical therap*)).ti,ab,kf. (292)

42 (PFMT or PFME or PFPT).ti,ab,kf. (720)

43 (kegel* or kegal* or knack*).ti,ab,kf. (485)

44 (physiotherap* or physical therap*).ti. (17447)

45 physiotherapy-led.ti,ab,kf. (131)

46 or/38-45 (108487)

47 37 and 46 (3813)

48 37 and 47 (3813)

49 Quality-Adjusted Life Years/ (15628)

50 (quality adjusted or adjusted life year*).ti,ab,kf. (23104)

51 (galy* or gald* or qale* or gtime*).ti,ab,kf. (14432)

52 (illness stateS1 or health state$1).t,ab,kf. (8291)

53 (hui or huil or hui2 or hui3).ti,ab,kf. (1957)

54 (multiattribute* or multi attribute*).ti,ab,kf. (1290)

55 (utility adj3 (scoreS1 or valu* or health* or cost* or measure* or disease* or mean or gain or gains
or index*)).ti,ab,kf. (19215)

56 utilities.ti,ab,kf. (9291)

57 (eg-5d or eq5d or eg-5 or eqg5 or euro qual or euroqual or euro qual5d or euroqual5d or euro gol or
eurogol or euro gol5d or euroqgol5d or euro quol or euroquol or euro quol5d or euroquol5d or eur gol or
eurqol or eur gol5d or eurqgol5d or euro?qul or eur?qul5d or euro* quality of life or European
gol).ti,ab,kf. (17029)

58 (euro* adj3 (5 d or 5d or 5 dimension* or 5dimension* or 5 domain* or 5domain*)).ti,ab,kf. (5891)
59 (sf36* or sf 36* or sf thirtysix or sf thirty 6).ti,ab,kf. (26390)

60 (time trade off$1 or time tradeoffS1 or tto or timetradeoff$1).t,ab,kf. (2354)

61 ((gol or hrgol or quality of life).ti. or *quality of life/) and ((qol or hrqol* or quality of life) adj2
(increas™* or decreas™* or improve* or declin* or reduc* or high* or low* or effect or effects of worse or
score or scores or changeS$1 or impactS1 or impacted or deteriorate$)).ab. (44064)

62 Cost-Benefit Analysis/ and (cost effectiveness ratio* and (perspective* or life expectanc*)).ti,ab,kf.
(5166)

63 *quality of life/ and (quality of life or gol).ti. (63933)

64 quality of life/ and ((quality of life or qol) adj3 (improve* or chang*)).ti,ab,kf. (36371)

65 quality of life/ and ((quality of life or qol) adj (score$1 or measureS$1)).ti,ab,kf. (15413)

66 quality of life/ and health-related quality of life.ti,ab,kf. (44295)
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67
68
69
70
71
72
73
74
75
76

quality of life/ and ec.fs. (10875)

quality of life/ and (health adj3 status).ti,ab,kf. (11630)

(quality of life or gol).ti,ab,kf. and cost-benefit analysis/ (16773)
models, economic/ (11067)

or/49-70 (211949)

48 and 71 (320)

Case Reports/ or Congress.pt. (2404394)

72 not 73 (318)

limit 74 to english language (305)

limit 75 to yr="1980 -Current" (305)
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Appendix 2: Selected Excluded Studies

Clinical Evidence

For transparency, we provide a list of studies that readers might have expected to see but that did not
meet the inclusion criteria, along with the primary reason for exclusion.

Citation Primary reason for exclusion
Chmielewska D, Stania M, Kucab-Klich K, Btaszczak E, Kwasna K, Smykla A, et al. Electromyographic Incorrect interventions, pilates not
characteristics of pelvic floor muscles in women with stress urinary incontinence following SEMG- included

assisted biofeedback training and Pilates exercises. PLoS One. 2019;14(12):e0225647.

Davenport MH, Nagpal TS, Mottola MF, Skow RJ, Riske L, Poitras VJ, et al. Prenatal exercise (including  Incorrect population, women did not
but not limited to pelvic floor muscle training) and urinary incontinence during and following pregnancy: have to have pelvic floor dysfunction
a systematic review and meta-analysis. Br J Sports Med. 2018 Nov;52(21):1397-1404. Erratum in: BrJ  at baseline

Sports Med. 2019 Jan;53(2):el. Erratum in: BrJ Sports Med. 2020 Mar;54(5):e3.

De Berker HT., Vogel I, McCabe G, Torkington, JH, Cornish, JA, Systematic review: a critical appraisal of Abstract only
conservative treatments for faecal incontinence. Colorectal Dis [Special Issue: Association of

Coloproctology of Great Britain and Ireland Annual Meeting, 6-8 July 2020, Edinburgh, UK]

2020;22(S1):13-64.

Giroux M, Funk S, Karreman E, Kamencic H, Bhargava R. A randomized comparison of training programs Incorrect population, pelvic pain.
using a pelvic model designed to enhance pelvic floor examination in patients presenting with chronic
pelvic pain. Int Urogynecol J. 2021;32(2):423-431.

Joseph, AC, Chang, MK. Comparison of behavior therapy methods for urinary incontinence following Incorrect comparison, PFMT not a
prostate surgery: a pilot study. Urol Nurs. 2000;20(3):203-204. comparator

Robinson JP, Bradway CW, Nuamabh I, Pickett M, McCorkle R. Systematic pelvic floor training for lower Incorrect population, randomization
urinary tract symptoms post-prostatectomy: a randomized clinical trial. occurred prior to surgery

In J Urol Nurs. 2008;2(1):3-13.
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Economic Evidence

For transparency, we provide a list of studies that readers might have expected to see but that did not
meet the inclusion criteria, along with the primary reason for exclusion.

Citation

Primary reason for exclusion

Von Bargen E, Patterson D. Cost utility of the treatment of stress urinary incontinence.
Female Pelvic Med Reconstr Surg. 2015;21(3):150-3..

The costs and QALYs of PFMT and usual care
strategies, and the ICERs of PFMT versus
usual care were not reported.

Richardson ML, Sokol ER. A cost-effectiveness analysis of conservative versus surgical
management for the initial treatment of stress urinary incontinence. Am J Obstet Gynecol.
2014;211(5):565.e1-6

The costs and QALYs of PFMT and pessary
strategies, and the ICERs of PFMT versus
pessary were not reported.

Sung VW, Borello-France D, Newman DK, et al. Effect of behavioral and pelvic floor muscle
therapy combined with surgery vs surgery alone on incontinence symptoms among women
with mixed urinary incontinence: the ESTEEM randomized clinical trial. JAMA. 2019 Sep
17;322(11):1066-1076

The comparator is the surgical treatment.

Harvie HS, Sung VW, Neuwabhl SJ, et al. Cost-effectiveness of behavioral and pelvic floor
muscle therapy combined with midurethral sling surgery vs surgery alone among women
with mixed urinary incontinence: results of the Effects of Surgical Treatment Enhanced With
Exercise for Mixed Urinary Incontinence randomized trial. Am J Obstet Gynecol. 2021
Dec;225(6):651.e1-651.e26.

The comparison is the surgical treatment.

Cacciari LP, Kouakou CR, Poder TG, et al. Group-based pelvic floor muscle training is a more
cost-effective approach to treat urinary incontinence in older women: economic analysis of
a randomised trial. J Physiother. 2022 Jul;68(3):191-196

Group-based versus individual pelvic floor
muscle training.

Ontario Health (Quality). Vaginal pessaries for pelvic organ prolapse or stress urinary
incontinence: a health technology assessment. Ont Health Technol Assess Ser. 2021 May
6;21(3):1-155

All treatment pathways included surgery.

Imamura M, Abrams P, Bain C, et al. Systematic review and economic modelling of the
effectiveness and cost-effectiveness of non-surgical treatments for women with stress
urinary incontinence. Health Technol Assess. 2010 Aug;14(40):1-188, iii-iv

All treatment pathways included surgery.

Sjostrom M, Lindholm L, Samuelsson E. Mobile app for treatment of stress urinary
incontinence: a cost-effectiveness analysis. ] Med Internet Res. 2017 May 8;19(5):e154

Mobile app-based pelvic floor muscle
training was likely to be unsupervised
(based on the description of this program).

Ekersund J, Samuelsson E, Lindholm L, Sjéstrom M. A mobile app for the treatment of
female mixed and urgency incontinence: a cost-effectiveness analysis in Sweden. Int
Urogynecol J. 2022 May;33(5):1273-1282

Mobile app-based pelvic floor muscle
training was likely to be unsupervised
(based on the description of this program).

Fenocchi L, Best C, Mason H, et al. Long-term effects and costs of pelvic floor muscle training
for prolapse: trial follow-up record-linkage study. Int Urogynecol J. 2023 Jan;34(1):239-246

The costs during trial time were not
reported. Posttrial health outcomes period
not reported.

Hullfish KL, Trowbridge ER, Stukenborg GJ. Treatment strategies for pelvic organ prolapse: a
cost-effectiveness analysis. International Urogynecology Journal. 2011;22(5):507-15.

The pelvic floor muscle therapy strategy was
not included.

Glazener C, Boachie C, Buckley B, et al. Urinary incontinence in men after formal one-to-one
pelvic-floor muscle training following radical prostatectomy or transurethral resection of the
prostate (MAPS): two parallel randomised controlled trials. Lancet. 2011;378(9788):328—
337.

The findings of 2 trials were reported with
greater details in another paper,3 which
was included in our review.
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Appendix 3: Characteristics of Included Studies

Table Al: Characteristics of Included Studies

Number Type of risk of bias
Author, year, type of RCTs  Population Intervention Comparator Outcomes assessment
Systematic reviews
NICE 2021*
Systematic reviews
Ge et al,®* 2020 2 Women with POP PFMT Pessary (1 study), support Self-reported change in Jadad scoring checklist
device (1 study) symptoms
Hagen et al,”® 2011 3 Women with POP PFMT No treatment Improvement in Cochrane risk of bias tool
symptoms, quality of life,
satisfaction
Dumoulin et al,>® 2018 31 Women with SUI, UUI, PFMT No treatment, placebo or  Subjective change in Cochrane risk of bias tool
or mixed Ul sham treatments, or other continence, quality of life,
inactive control treatments satisfaction
Herbison et al,®* 2013 11 Women with SUI PFMT Cones Improvement of symptoms Cochrane risk of bias tool
Imamura et al,®° 2010 27 Women with SUI PMFT No treatment (14 studies), Improvement of Checklist by Cochrane
electrical stimulation (7 symptoms, quality of life  Incontinence Group
studies), vaginal cones (6 (adapted version)
studies)
Liang et al,%” 2018 6 Women with SUI PFMT Electrical stimulation (2 Quality of life Unnamed checklist®
studies), vaginal cones (4
studies)
Moroni et al,®> 2016 4 Women with SUI PFMT No treatment (2 studies), Quality of life Jadad scale
vaginal cones (2 studies)
Nie et al, 2017 12 Women with SUI PFMT No treatment Improvement of “2012 Cochrane
symptoms, quality of life  guidelines”
Oblasser et al, 2015 1d Women with SUI3 mo PFMT Vaginal cones Improvement of symptoms Cochrane risk of bias tool
postpartum
Stewart et al,®3 2017 9 Women with SUI PFMT Electrical stimulation Improvement of Cochrane risk of bias tool

symptoms, quality of life
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Number Type of risk of bias
Author, year, type of RCTs  Population Intervention Comparator Outcomes assessment
Woodley et al,®6 2020 NR Women, antenatal or PFMT No PFMT, usual care, or Quality of life Cochrane risk of bias tool
postnatal, with SUI or FI unspecified control
RCTs
Liang et al,®° 2019 NA Women with POP PFMT and lifestyle advice Lifestyle advice alone Improvement of symptoms Cochrane risk of bias tool
indicated for surgery PFMT: Initial 20—30 min appt with Lifestyle advice w/ leaflet: (baseline, discharge; 40 d
physiotherapist, exercise for 15-30 min 2—3x/d; information about and 60 d postsurgery)
same lifestyle advice as control group condition, avoiding
activities that increase
abdominal pressure,
treatments for chronic
cough and constipation,
healthy diet
Nyhus et al,”® 2020 NA Women with POP PFMT No treatment (no Improvement of Cochrane risk of bias tool
indicated for surgery Information leaflet, daily PFMT (8-12 |fntervent|on during wait symptoms, recurrence of
contractions, held 6-8 s, 3x/d); information and or surgery) symptoms
instruction; physiotherapist at 2 and 6 wk to
assess contraction by vaginal palpation
NICE 202146
Systematic reviews
None — — — — — —
RCTs
Panman et al,82 2016 NA Women with Pessary PFMT Improvement of Cochrane risk of bias tool

symptomatic POP

If discomfort or pessary fell out within the first 2
wk, refitted and reviewed after additional 2 wk;
unsuccessful after 3 attempts

If vaginal discharge, irritation, or erosions,
advised not to use for 2 wk; if due to vaginal
atrophy, topical estrogen suggested

Face to face and at home
exercises (3—-5x/wk, 2—
3x/d); all participants
started with the same
exercise regimen, which
was later tailored to the
needs of each individual.

symptoms, quality of life
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Number Type of risk of bias
Author, year, type of RCTs  Population Intervention Comparator Outcomes assessment
Richter et al,®* 2010 NA Women with SUI Pessary: Physician- or nurse-fitted intravaginal PFMT and PFMT+pessary: 1 Improvement of Cochrane risk of bias tool
pessary (continence ring or dish, type not visit/2 wk; instruction on  symptoms, satisfaction
specified) PFMT and exercise with
individualized prescriptions
for daily PFMT and
practice. After 8 wk (4
visits), combined group
could continue using PFMT
alone or pessary alone
Kenton et al,%%°2012 NA Women with SUI Pessary PFMT and PFMT+Pessary  Improvement of Cochrane risk of bias tool
symptoms, quality of life
Johnson et al,3* 2023
Systematic reviews
None — — — — — —
RCTs
Filocamo et al,% 2005  NA Patients who PFMT Control Improvement of symptoms Cochrane risk of bias tool
unc!erwent standard Kegel exercises after catheter removal: No formal education in
radlc‘jal .prostatectomy alternating 5 s contraction, 10 s relaxation; PFMT PFMT after catheter
for clinical stage TLor  y, sitting, standing, squatting, and going up and  removal
T2 prostate cancer down stairs (7 d); contractions only before any
effort that might cause urinary incontinence.
Exercise program carried out by participants at
home for 6 mo or longer, if needed.
Laurienzo et al,®® 2018 NA Men who underwent ~ PFMT Routine postoperative Urinary symptoms, quality Cochrane risk of bias tool

radical prostatectomy
for prostate cancer

postoperative; 3 home exercises: elevation of
the hip, contraction of thigh adductors, pelvic
floor contraction and relaxation 2—3x/d for 6 mo

instructions at discharge of life, urine loss
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Number Type of risk of bias
Author, year, type of RCTs  Population Intervention Comparator Outcomes assessment
Manassero et al,’® 2007 NA Men who underwent ~ PFMT Control Incontinence rate, quality

radical prostatectomy
for localized prostate
cancer

Moore et al,’* 1999 NA Men who underwent
radical prostatectomy

Moore et al,’2 2008 NA Men who underwent
radical prostatectomy
for localized prostate
cancer.

Sanchez-Salas et al,” NA Men who underwent

2021 radical prostatectomy

Strojek et al,”® 2021 NA Men who underwent

radical prostatectomy
for prostate cancer

For as long as incontinence persisted, within 1y;
active pelvic floor exercises w/ verbal feedback
to instruct correct muscles and strength was
measured using digital anal control (ES at home
with an anal probe if not able and not included in
study) Home practice initially comprised 45
contractions (3x15)/d, progressively increasing
to 3x/30/d, taught by 2 experienced pelvic floor
urologists.

PFMT

For 30 min 2/wk for 12 wk; exercises for
strength, endurance, speed, control

PFMT

Postoperative booklet on recovery, w/
description of PFMT; biofeedback 30 min/wk
with physiotherapist; exercise for strength,
endurance, speed, and control and instructed to
perform penile lift; on nontreatment days, 3x/d
at home

PFMT+biofeedback

Contractions with electromyographic feedback
1x/wk for 3 mo

PFMT

In-hospital rehabilitation department 2 wk
postsurgery: 24 sessions physiotherapist-guided
(2x/wk for 3 mo) postural correction, co-
contraction of transverse abdominal muscle
standing, supine, and sitting; adjusted
individually for each participant

Assessed on rate of of life

residual incontinence

Urine loss, number of Cochrane risk of bias tool
incontinence episodes,

quality of life

No treatment (verbal and
written instruction only)

Postoperative booklet on  Urinary loss, urinary Cochrane risk of bias tool
recovery, w/ description of symptoms, quality of life

PFMT

Control Urinary symptoms, quality Cochrane risk of bias tool

Instructed about pelvic of life

muscle contractions at
home after the catheter
removal

Control Quiality of life Cochrane risk of bias tool

No treatment
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Number Type of risk of bias
Author, year, type of RCTs  Population Intervention Comparator Outcomes assessment
Van Kampen et al,” NA Men who underwent ~ PFMT Control 24 hour pad test, Cochrane risk of bias tool
2000 radical pfostatectomy For as long as incontinence persisted, upto 1y, 1x/wk placebo symptoms
for localized prostate 5 patient 1x/wk: anatomy and function of electrotherapy (false
cancer pelvic floor and bladder explained, active pelvic interferential current) via 4
floor muscle exercises and biofeedback; if not skin electrodes (2 on
able to contract pelvic floor muscles initially, abdomen, 2 on adductor
given electrical stimulation with anal probe; thighs muscles)
Once able, 90 contractions/d at home supine,
sitting, or standing
Forte et al,*” 2016
Systematic reviews
None - - - - - -
RCTs
Damon et al,”” 2014 NA Adults with fecal PFMT+biofeedback (20 sessions) plus standard ~ Standard care (laxative, CCFIS, FIQL, KESS, SF-12, Cochrane risk of bias tool
incontinence care oral bulking agent) symptom change
Norton et al,’® 2003 NA Adults with fecal Hospital and home-based PFMT + biofeedback  Standard care Patient opinion of Cochrane risk of bias tool
incontinence plus standard care; hospital based PFMT + Up to 9 sessions: 40-60- treatment effectiveness,
biofeedback plus standard care; PFMT +digital i over 3-6 mo w/ Vaizey Fecal Incontinence
rectal feedback plus standard care specialist nurse advice on Score,. Bowgl Symptom
diet, fluids, techniques to ~ Questionnaire, SF-36, HAD
improve evacuation, a
bowel training program,
titration of dose of
antidiarrheal medication (if
previously prescribed), and
practical management
RCTs
Sahin et al,>” 2022 NA Women with SUI PFMT (at home and 2x/mo wkly) to monitor ES and PFMT + ES: applied Improvement of Cochrane risk of bias tool

training progress and increase treatment
adherence; PFMT + ES

under supervision of
physiotherapist 3 d/wk in
clinic

symptoms, quality of life,
urinary incontinence
episodes
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Number Type of risk of bias
Author, year, type of RCTs  Population Intervention Comparator Outcomes assessment
Dudoniene et al,>® 2023 NA Women with SUI PFMT Magnetic stimulation Improvement of symptoms Cochrane risk of bias tool
12 sessions (30 min 2x/wk for 6 wk): individually 12 sessions (30 min 2x/wk
w/physiotherapist; sessions 1-6: exercises for 6 wk); magnetic coil to
focusing on slow- and fast-twitch fibers, feel contraction (20 min at

diaphragmatic breathing, transversus abdominis 35 Hz, 10 min at 5 Hz)
contraction, and strengthening of thighs,

buttocks, and core muscles; sessions 7-12:

5 additional exercises in 2 sets of 10, w 30-60 s

rest intervals; intensity customized for each

participant

Abbreviations: PFMT, pelvic floor muscle training; POP, pelvic organ prolapse; RCT, randomized controlled trial; SUI, stress urinary incontinence.
a2With network meta-analysis.
b Additional analysis of Richter et al.

¢The checklist included: random sequence generation, allocation concealment, blinding of participants and personnel, blinding of outcome assessment, incomplete outcome data, selective reporting,

and other sources of bias.
dWith several intervention groups.

Appendix 4: Critical Appraisal of Clinical Evidence

Table A2: Risk of Bias® Among Systematic Reviews (ROBIS Tool)

Phase 2 Phase 3
Author, year, topic Study eligibility criteria Identification and selection of studies Data collection and study appraisal Synthesis and findings Risk of bias in the review
NICE,* 2021 Low Low Low Low Low
NICE,*¢ 2021 Low Low Low Low Low
Johnson et al,3* 2023 Low Low Low Low Low
Forte et al,*” 2016 Low Low Low Low Low

Abbreviation: NICE, National Institute for Clinical Excellence; ROBIS, Risk of Bias in Systematic Reviews.
aPossible risk-of-bias levels: low, high, unclear.
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Table A3: Risk of Bias? Among Randomized Controlled Trials (Cochrane Risk-of-Bias Tool)

Author, year Random sequence generation  Allocation concealment  Blinding of participants and personnel Incomplete outcome data  Selective reporting Other bias
Dudoniene et al,>® 2023 Low Low High® Highe Low —
Sahin et al,>” 2022 Low Low High® Highd Low —

aPossible risk-of-bias levels: low, high, and unclear.

®No blinding of physiotherapists or patients.

¢Dropout rate 29.41%. Reasons for dropping out not reported. No intent-to-treat analysis.

9Nine of 60 included patients dropped out of study. Reasons for dropping out were reported. No intent-to-treat analysis.

Table A4: GRADE Evidence Profile — Comparison of PFMT and No Treatment (Women, Stress Urinary Incontinence)

Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality

Improvement of symptoms

2 SR>%60 Serious limitations (-1)? No serious limitations No serious limitations No serious limitations  Undetected — DPDD Moderate
Quality of life
3 SR>9.6065 Serious limitations (-1)? No serious limitations No serious limitations Serious limitations (-1)® Undetected — @ Very Low

Patient satisfaction

1 SR> Serious limitations (-1)? No serious limitations No serious limitations No serious limitations  Undetected — D DD Moderate

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.

aNICE reported serious risk of bias.

®NICE reported 95% Cl crosses 1 minimally important difference (0.5 x standard deviation control, 6.025); 95% Cl crosses 1 MID (0.5 x standard deviation control, 0.84) — both in Imamura et al®® (as
reported by NICE).

Table A5: GRADE Evidence Profile — Comparison of PFMT and Pessary (Women, Stress Urinary Incontinence)

Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality

Improvement of symptoms

2 RCTs8%62 Very serious limitations (-2)2  No serious limitations No serious limitations No serious limitations Undetected — DD Low

Patient satisfaction

1 RCT®? Very serious limitations (-2)? No serious limitations No serious limitations No serious limitations Undetected — DD Low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.

aBlinding was not described for participants or care providers. However, the authors stated that “outcome assessors were blinded to treatment group assignment.” PFMT patients had more clinic
visits than pessary-only patients. Higher levels of clinician contact could impact on patient’s perceptions of satisfaction and improvement.
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Table A6: GRADE Evidence Profile — Comparison of PFMT and Electrical Stimulation (Women, Stress Urinary
Incontinence)

Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality

Improvement of symptoms

2 SR®063;1 RCT>’ Very serious limitations (-2)? No serious limitations No serious limitations Serious limitations (-1)>  Undetected — @ Very low
Quality of life
1 SR®7; 1 RCT*’ Very serious limitations (-2)>  No serious limitations No serious limitations Serious limitations (-1)¢  Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.
2NICE? reported serious risk of bias.

5NICE! reported 95% Cl crosses 1 minimally important difference (ICIQ-SF, 4).

¢In the study by Sahin et al,>” 9 of 60 included patients dropped out of study. Reasons for dropping out were reported. No intent-to-treat analysis.

Table A7: GRADE Evidence Profile — Comparison of PFMT Plus Electrical Stimulation and Electrical Stimulation Alone
(Women, Stress Urinary Incontinence)

Upgrade
Number of studies (design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality
Improvement of symptoms
1 RCT> Very serious limitations (-2)*  No serious limitations No serious limitations  Serious limitations (-1)> Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial.
2Nine of 60 included patients dropped out of study. Reasons for dropping out were reported. No intent-to-treat analysis. No blinding of patient or provider.
®Dropouts exceeded estimation in sample size calculation. Small sample size.
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Table A8: GRADE Evidence Profile — Comparison of PFMT and Magnetic Stimulation (Women, Stress Urinary
Incontinence)

Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality

Improvement of symptoms

1RCT>® Very serious limitations (-2)? No serious limitations No serious limitations Serious limitations (-1)>  Undetected — @ Very low

Complications

1RCT® Very serious limitations (-2)? No serious limitations No serious limitations Serious limitations (-1)°>  Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.
2No blinding of physiotherapists or patients. Dropout rate 29.41%. Reasons for dropping out not reported. No intent-to-treat analysis.
High dropout rate. No sample size calculation.

Table A9: GRADE Evidence Profile — Comparison of PFMT and Vaginal Cones (Women, Stress Urinary Incontinence)

Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality

Improvement of symptoms

2 SR&460 Very serious limitations (-2)? No serious limitations No serious limitations  Serious limitations (-1)> Undetected — @ Very low
Quality of life
3 SR60,6567 Very serious limitations (-2)? No serious limitations No serious limitations  Serious limitations (-1)¢ Undetected — DD Low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.
2NICE? reported serious risk of bias.

®NICE! reported the 95% Cl crosses 2 minimally important differences (0.8 and 1.25).

¢Wide confidence intervals and small sample size.
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Table A10: GRADE Evidence Profile — Comparison of PFMT and Usual Care (Women, Urinary Incontinence)

Number of studies Upgrade

(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality
Quality of life

1 SR%® Very serious limitations (-2)? No serious limitations No serious limitations  Serious limitations (-1)® Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.
2NICE! reported serious risk of bias.
®NICE reported serious imprecision (wide confidence intervals and small sample sizes).

Table A11: GRADE Evidence Profile — Comparison of PFMT Plus Biofeedback and Electrical Stimulation (Women, Stress
Urinary Incontinence)

Number of studies Upgrade

(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality
Quality of life

1 SR® Very serious limitations (-2)? No serious limitations No serious limitations Serious limitations (-1)> Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.
2NICE! reported serious risk of bias.
5NICE! reported 95% Cl crosses 1 minimally important difference (ICIQ-SF, 4).

Table A12: GRADE Evidence Profile — Comparison of Vaginal Cones and PFMT Plus Biofeedback (Women, Stress Urinary

Incontinence)
Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality
Quality of life
1 SR%” Very serious limitations (-2)? No serious limitations No serious limitations No serious limitations Undetected — DD Low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; SR, systematic review.
2NICE? reported serious risk of bias.
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Table A13: GRADE Evidence Profile — Comparison of PFMT and No Treatment, Sham, or Verbal/Written Instructions

(Men, Postprostatectomy Stress Urinary Incontinence)

Number of studies Upgrade

(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality
Subjective improvement of symptoms

2 RCTs%8,6° Very serious limitations (-2)? Serious limitations (-1)>  No serious limitations No serious limitations  Undetected — @ Very low
Objective improvement of symptoms

2 RCTs5870 Very, very serious limitations (-3)¢ No serious limitations No serious limitations No serious limitations  Undetected — @ Very low
Quality of life

3 RCTs527475 Very serious limitations (-2)? Serious limitations (-1)®  No serious limitations No serious limitations  Undetected — @ Very low
Complications

1RCT™ Very serious limitations (-2)¢ No serious limitations No serious limitations Serious limitations (-1)¢ Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial.
2Unclear methods of randomization, no blinding of patients or outcome assessors, details of excluded patients unavailable; selective reporting of results.

PInconsistent effects between studies.

¢No blinding of patients or outcome assessors; not all outcomes reported; incomplete outcome data, no intent-to-treat analysis; imbalance between groups at baseline.
9No blinding of patients, unclear blinding of outcome assessors, selective reporting.

eFewer than 400 participants overall.
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Table A14: GRADE Evidence Profile — Comparison of PFMT Plus Biofeedback and No Treatment, Sham, or
Verbal/Written Instructions (Men, Postprostatectomy Stress Urinary Incontinence) as Reported3*

Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality

Subjective improvement of symptoms

1RCT"? Serious limitations (-1)? No serious limitations No serious limitations Serious limitations (-1)° Undetected — DD Low

Objective improvement of symptoms

3 RCTs727371 Very serious limitations (-2)>¢ No serious limitations No serious limitations No serious limitations Undetected — DD Low

Complications

1RCT”? Very serious limitations (-2)¢ No serious limitations No serious limitations Serious limitations (-1)° Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial.
aConcerns about blinding of participants and personnel.

bFewer than 400 participants overall.

¢Concerns about attrition bias and selective reporting.

dConcerns about blinding of participants and personnel, attrition bias and selective reporting.

Table A15: GRADE Evidence Profile — Comparison of PFMT and Standard Care (Men or Nonpregnant Women, Fecal
Incontinence)

Number of studies Upgrade
(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality

Improvement of symptoms

2 RCTs7®77 Very serious limitations (-2)? No serious limitations No serious limitations Serious limitations (-1)> Undetected — @ Very low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial.
aLack of detail about randomization and allocation; no blinding of participants and personnel; lack of detail regarding dropouts.
bPatients lost to follow-up excluded from analyses.
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Table A16: GRADE Evidence Profile — Comparison of PFMT and No Treatment or Inactive Control (Women, Pelvic Organ

Prolapse)

Number of studies

(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias Upgrade considerations Quality
Improvement of symptoms

2 SR7881; 2 RCT7980 Serious limitations (-1)* No serious limitations No serious limitations No serious limitations Undetected — DPDD Moderate
Quality of life

1SR Serious limitations (-1)* No serious limitations No serious limitations No serious limitations Undetected — D DD Moderate
Patient satisfaction

1SR Serious limitations (-1)* No serious limitations No serious limitations No serious limitations Undetected — D DD Moderate

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial; SR, systematic review.

2NICE! reported serious risk of bias.

Table A17: GRADE Evidence Profile — Comparison of Pessary and PFMT (Women, Pelvic Organ Prolapse)

Number of studies Upgrade

(design) Risk of bias Inconsistency Indirectness Imprecision Publication bias considerations Quality
Improvement of symptoms

1 RCT® Very serious limitations (-2)? No serious limitations No serious limitations No serious limitations Undetected — DD Low
Quality of life

1 RCT® Very serious limitations (-2)? No serious limitations No serious limitations No serious limitations Undetected — DD Low
Complications

1 RCT® Very serious limitations (-2)? No serious limitations No serious limitations Serious limitations (-1)> Undetected — @ Very low
Sexual function

1 RCT®2 Very serious limitations (-2)? No serious limitations No serious limitations No serious limitations Undetected — DD Low

Abbreviations: GRADE, Grading of Recommendations Assessment, Development, and Evaluation; PFMT, pelvic floor muscle training; RCT, randomized controlled trial.
aHigh risk of bias due to incomplete blinding (assessor blinded only) and incomplete outcome data (> 10% dropout rate). PFMT adherence unclear.

bIncomplete outcome data, small sample size.
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Appendix 5: Results of Applicability Checklists for Studies Included in the Economic Literature

Review

Table A18: Assessment of the Applicability of Studies Evaluating the Cost-Effectiveness of Pelvic Floor Muscle Training

Are all direct Is the value of Are costs and
Is the health effects Are all future health effects outcomes from
care system Were the included? Are costs and expressed in other sectors
Is the study Are the studied perspectives all other effects  outcomes terms of fully and
population interventions sufficiently clearly stated? included where  discounted? If quality- appropriately
Author, year, similar to the similar to the similar to If yes, what they are yes, at what adjusted life- measured and Overall
country question? question? Ontario? were they? material? rate? years? valued? judgment?
Urinary incontinence in women
Chang et al Yes Yes No Yes. US health Unclear Unclear Yes NA Partially
2022, United care system applicable
States
Simpson et al Yes Likely Likely Yes. Canadian Yes NA Yes NA Partially
2019,%¢ Canada health system applicable
Pelvic organ prolapse in women
Panman et al Yes Yes No Unclear Yes Unclear Yes NA Partially
2017,% applicable
Netherlands
Panman et al Yes Yes No Unclear Yes Unclear Yes NA Partially
2016,%2 applicable
Netherlands
Urinary incontinence in men after prostate surgery
Glazener et al Yes Yes No Yes. UKNHSand  Yes NA Yes Yes Partially
2011,% United societal applicable
Kingdom
Glazener et al Yes Yes No Yes. UKNHSand  Yes NA Yes Yes Partially
2011,% United societal applicable
Kingdom

Abbreviations: NHS, National Health Service; UK, United Kingdom; US, United States.
” “partially,” “no,” “unclear,” and “NA” (not applicable).
partially applicable,” or “not applicable.”

Note: Response options for all items were “yes,
20verall judgment may be “directly applicable,” “
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Appendix 6: Additional Data in Budget Impact Analysis

Table A19: US Prevalence Data for Symptomatic Pelvic Floor Disorders, Women

Age, years Urinary incontinence, % Fecal incontinence, % Pelvic organ prolapse, % 21 disorder, %
Overall®* 17.1 9.4 2.9 25.0

20-29 3.5 2.6 0.5 6.3

30-39 9.2 4.3 2.1 13.6

40-49 15.0 8.8 2.3 23.4

50-59 22.4 11.0 4.0 31.6

60-69 24.7 16.5 5.1 38.5

70-79 29.7 14.3 4.3 39.6

>80 38.2 21.0 4.0 52.7

Source: US National Health and Nutrition Examination Survey.**

Table A20: US Prevalence Data for Symptomatic Pelvic Floor Disorders, Men

Age, years

Prevalence, %

Urinary incontinence®®

Overall 4.5
20-34 0.7
35-44 1.6
45-54 4.7
55-64 6.6
65-74 11.2
275 16.0

Fecal incontinence®

Overall 7.7
20-29 3.0
30-39 5.2
40-54 7.4
55-69 9.4
270 15.2

Source: National Health and Nutrition Examination Survey (NHANES).%%5
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Table A21: Ontario Adult Population by Sex, 2018 to 2022

2018 2019 2020 2021 2022
Women
All adults, n 5,889,829 5,997,815 6,087,891 6,139,032 6,268,458
18 to 44 years, n 2,567,971 2,624,135 2,667,242 2,677,196 2,761,319
45 to 64 years, n 1,994,471 1,998,968 1,999,290 1,995,875 1,993,853
> 65 years, n 1,327,387 1,374,712 1,421,359 1,465,961 1,513,286
Men
All adults, n 5,642,935 5,759,839 5,848,695 5,905,992 6,043,479
18 to 64 years, n 4,547,307 4,622,177 4,669,369 4,686,945 4,782,523
265 years, n 1,095,628 1,137,662 1,179,326 1,219,047 1,260,956

Note: We rearranged the categories of age group for analysis.

Source: Statistics Canada.®”

Table A22: Estimates of the Number of Adult Women With Common Pelvic Floor
Disorders in Ontario in 2022

Urinary Pelvic organ
Age, years incontinence Fecal incontinence prolapse 2 1 disorder® References
18 to 19 years® 5,814 4,319 831 10,464 94,97
20 to 24 years 17,662 13,121 2,523 31,792 94,97
25 to 29 years 18,952 14,079 2,707 34,114 94,97
30 to 34 years 49,861 23,305 11,381 73,708 94,97
35 to 39 years 47,746 22,316 10,899 70,582 94,97
40 to 44 years 73,220 42,956 11,227 114,224 94,97
45 to 49 years 71,085 41,703 10,900 110,893 94,97
50 to 54 years 108,471 53,267 19,370 153,021 94,97
55 to 59 years 117,222 57,564 20,932 165,367 94,97
60 to 64 years 126,562 84,545 26,132 197,272 94,97
65 to 69 years 110,411 73,756 22,797 172,098 94,97
70 to 74 years 110,741 53,320 16,033 147,655 94,97
75 to 79 years 83,821 40,358 12,136 111,761 94,97
80 to 84 years 73,388 40,344 7,685 101,245 94,97
85 to 89 years 47,806 26,281 5,006 65,952 94,97
90 to 94 years 25,729 14,144 2,694 35,496 94,97
95 to 99 years 8,607 4,732 901 11,874 94,97
100 years and older 1,543 848 162 2,129 94,97
Total 1,098,641 610,958 184,316 1,609,647 94,97

aThe presence of at least 1 condition of self-reported pelvic organ prolapse, moderate-to-severe urinary incontinence, or monthly fecal

incontinence.

PWe assumed that for the 15 to 19 age group population, 40% were 18 and 19 years old. We also assumed that the prevalence rates of

disorders for the people at 18 to 19 years old were the same as these in the 20 to 24 years old group.

Note: the estimates of the number of people with pelvic floor dysfunction were calculated from the numbers Ontario population in different
sex and age groups® multiplied by the corresponding sex age group specified prevalence rates.
Source: US National Health and Nutritional Examination Survey (NHANES).%*
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Table A23: Estimates of the Number of Adult Men With Common Pelvic Floor
Disorders in Ontario in 2022

Age, years Urinary incontinence Fecal incontinence 2 1 disorder® References
18 to 19 years® 1,217 5,214 5,774 8,24,95,97
20 to 24 years 3,869 16,582 18,362 8,24,95,97
25 to 29 years 4,091 17,531 19,413 8,24,95,97
30 to 34 years 3,932 29,211 29,758 8,24,95,97
35 to 39 years 8,372 27,209 31,946 8,24,95,97
40 to 44 years 7,448 34,445 37,614 8,24,95,97
45 to 49 years 20,972 33,019 48,476 8,24,95,97
50 to 54 years 22,008 34,651 50,871 8,24,95,97
55 to 59 years 33,937 48,335 73,868 8,24,95,97
60 to 64 years 32,503 46,292 70,745 8,24,95,97
65 to 69 years 45,743 38,392 75,541 8,24,95,97
70 to 74 years 36,945 50,139 78,188 8,24,95,97
75 to 79 years 38,640 36,708 67,651 8,24,95,97
80 to 84 years 23,991 22,791 42,003 8,24,95,97
85 to 89 years 13,729 13,043 24,037 8,24,95,97
90 to 94 years 5,759 5,471 10,082 8,24,95,97
95 to 99 years 1,375 1,306 2,407 8,24,95,97
100 years and over 135 128 236 8,24,95,97
Total 304,666 460,467 686,972 8,24,95,97

aThe presence of at least 1 condition of moderate-to-severe urinary incontinence, or fecal incontinence in preceding month. The National
Health and Nutrition Examination Survey 2005-2010 showed that 6.4%, 8.4%, and 1.9% 2 50 years old men had urinary incontinence only, fecal
incontinence only, and dual incontinence, respectively.?* Based on these values, we approximated that the ratio the number people with 1 or 2
disorders (i.e., unique individuals) versus the sum people with urinary incontinence and people with fecal incontinence would 0.90 which was
calculated by (6.4% + 8.4% +1.9%) + ([6.4% + 1.9%]+ [8.4% + 1.9%]). We then estimate the total number of males with any disorder using 0.90
multiplied by the sum of number of people with urinary incontinence and the number of people fecal incontinence.

®We assumed that for the 15 to 19 age group population, 40% were 18 and 19 years old. We also assumed that the prevalence rates of
disorders for the people at 18 to 19 years old were the same as these in the 20 to 24 years old group.

Note: the estimates of the number of people with pelvic floor dysfunction were calculated from the numbers Ontario population in different
sex and age groups® multiplied by the corresponding sex age group specified prevalence rates.

Source: US National Health and Nutritional Examination Survey (NHANES).5%
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Table A24: Regrouped Estimates of the Number of People With Common Pelvic Floor
Disorders Based on Ontario Population in 2022

Urinary incontinence Fecal incontinence Pelvic organ prolapse 21 disorder

Women
All adults, n 1,098,641 610,958 184,316 1,609,647

18 to 44 years, n 213,255 120,096 39,568 334,884

45 to 64 years, n 423,340 237,079 77,334 626,553

> 65 years, n 462,046 253,783 67,414 648,210
Men
All adults, n 304,666 460,467 NA 686,972

18 to 64 years, n 138,349 292,489 NA 386,827

> 65 years, n 166,317 167,978 NA 300,145

Abbreviations: NA, not applicable.
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Appendix 7: Letter of Information

LETTER OF INFORMATION Ontario
Health

Ontario Health is conducting a review of pelvic floor muscle training for pelvic organ prolapse, stress urinary
incontinence, or fecal incontinence. The purpose is to better understand how this technique can be publicly funded in
Ontario. An important part of this review involves gathering perspectives of patients and caregivers of those who have
been diagnosed with pelvic organ prolapse, stress urinary incontinence, or fecal incontinence and who may or may not
have used pelvic floor muscle training.

WHAT DO YOU NEED FROM ME

v Willingness to share your story
v" 30-40 minutes of your time for a phone interview
v" Permission to audio- (not video-) record the interview

WHAT YOUR PARTICIPATION INVOLVES

If you agree to share your experiences, you will be asked to have an interview with Ontario Health (OH) staff. OH staff
will contact interested participants by collecting contact information (i.e., email address and/or phone number) to set up
an interview. The interview will last about 30-40 minutes. It will be held over the telephone. With your permission, the
interview will be audio-taped. The interviewer will ask you questions about you or your loved one’s condition and your
perspectives about treatment options in Ontario. Participation is voluntary. You may refuse to participate, refuse to
answer any questions or withdraw before or at any point during your interview. Withdrawal will in no way affect the
care you receive.

CONFIDENTIALITY

All information you share will be kept confidential and your privacy will be protected except as required by law. The
results of this review will be published, however no identifying information will be released or published. Any records
containing information from your interview will be stored securely until project completion. After completion of the
project, the records will be destroyed. If you are sending us personal information by email, please be aware that
electronic communication is not always secure and can be vulnerable to interception.

Ontario Health is designated an “institution” by the Freedom of Information and Protection of Privacy Act (FIPPA) and is
collecting your personal information pursuant to FIPPA and the Connecting Care Act, 2019 to support the Health
Technology Assessment Program. If you have any questions regarding Ontario Health’s collection and use of personal
information for the purposes of this program, please contact Team Lead, Jigna Mistry noted below.

RISKS TO PARTICIPATION

There are no known physical risks to participating. Some participants may experience discomfort or anxiety after speaking
about their experience.

IF YOU ARE INTERESTED, PLEASE CONTACT US:
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Appendix 8: Interview Guide

PFMT Interview Guide
Lived- Experience
What is the impact of POP/SUI/FI and its progression on quality of life?
(Loss of independence?)

Impact on loved ones/caregivers, work, etc.?

Therapies
What current therapies/treatments are used and their impact?
Cost of therapies (example, PFMT)- covered by insurance vs out of pocket

Is accessibility to therapies/treatments an issue (are you able to take advantage of all potential
therapies?)

Expectations of current therapies?

PFMT

Information surrounding PFMT for POP/SUI/FI?
Decision-making

PFMT Impact

Result, impact, change in quality of life (if applicable)
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