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ABSTRACT

Introduction Stress urinary incontinence is a major
health problem, and several clinical guidelines have
been formulated and released regarding this in different
countries. However, the recommendations in these
guidelines formulated by different organisations and
countries are inconsistent. This review aims to conduct
a critical appraisal of clinical practice guidelines for the
diagnosis and treatment of stress urinary incontinence.
Methods and analysis We will conduct a comprehensive
search in the following databases: PubMed, Embase,
Medline, Cochrane Library, three Chinese databases

and six guideline databases. The databases will be
searched from January 2003, and the comprehensive
search will be done again to include all the qualified
guidelines before making conclusions. The quality of
clinical practice guidelines will be assessed by three
appraisers using the Appraisal of Guidelines Research
and Evaluation Il instrument, and this will be scored. The
recommendation available in the guidance will also be
summarised in different domains including the diagnosis
standard, recommended examination and questionnaire
for assessment, conservative treatment and surgical
treatment.

Ethics and dissemination This review will be
disseminated through peer-reviewed publications. The
results will help inform the health practitioners about the
recommendations in clinical practice guidelines.
PROSPERO registration number CRD42018115743.

INTRODUCTION

Urinary incontinence is defined by the
International Continence Society (ICS) as
‘complaint of involuntary loss of urine’.!
It commonly affects women, especially the
aged. The prevalence of urinary inconti-
nence worldwide ranges from 5% to 69%
and is influenced by different definitions,
populations and standard of diagnosis.” It is
reported that more than 20000000 women
suffer from incontinence in the USA.”> In
addition, 30.9% of women experienced
urinary incontinence in China according to

Strengths and limitations of this study

» We will apply Appraisal of Guidelines Research and
Evaluation (AGREE) Il instrument, which is validated
and well established in guideline appraisal.

» This proposed review will involve an extensive litera-
ture search and a rigorous appraisal process, which
will include 13 databases of different countries.

» We will provide an extensive training to the review-
ers on how to use the AGREE Il tool.

» The clinical practice guidelines that will be included
in this review are in English and Chinese.

» This review will not include grey literatures that are
not indexed in the databases.

a survey conducted in 2009.* Urinary incon-
tinence has many adverse effects on social
interactions and activities, physical exercises
and sexual relationships, although it does
not endanger the lives of patients.” ® For
example, Saadoun et al found that patients
with urinary incontinence tend not to go
out because of the fear of urine leakage.7
Besides, it was confirmed that the most
frequent effects of urinary incontinence are
emotional disturbance like avoidance, social
embarrassment and limiting behaviour.®
Urinary incontinence has different subtypes
including stress incontinence, urgency incon-
tinence, postural incontinence, nocturnal
enuresis, mixed incontinence, continuous
incontinence, insensible incontinence and
coital incontinence.” There are three main
subtypes: stress urinary incontinence (SUI),
urgency urinary incontinence and mixed
urinary incontinence.” According to the
standard definition from ICS, SUI is defined
as ‘complaint of involuntary loss of urine on
effort or physical exertion including sporting
activities, sneezing, or coughing’.! SUT has
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the highest prevalence among these types.'” The preva-
lence of SUT is as high as 18.9% in China.*

Clinical guidelines are evidence-based documents,
which are important for clinical practitioners to deliver
high-quality care to patients, as well as improve patient
prognosis."’ ¥ A large number of countries have devel-
oped their national guidance for the diagnosis and
treatment of urinary incontinence."”*'” Additionally,
guidelines for SUI have been published by different acad-
emies including urology and obstetrics and gynaecology.

However, the quality of the guidelines for urinary
incontinence varies greatly although there are various
guidance documents available.'® ' Research showed that
the published Chinese clinical practice guidelines are
of poor quality. The guidelines in China are below the
international standard although progress has been made
over the past years. It is reported that low-quality clinical
guidelines have an adverse effect on the compliance of
healthcare providers and the prognosis of patients.”
Besides, the use of guidelines greatly depends on the
implementation and dissemination process even if they
are well developed.? #* It is reported that insufficient time
and staffs, shortage of diagnostic tools and competences
and low enthusiasm when treating patients are the most
influential reasons for low adherence to the guidelines.
These problems are commonly found in many countries
and indicate that the implementation of guidelines and
treatment of urinary incontinence require both primary
and secondary care.” ** Appraisal of Guidelines for
Research and Evaluation (AGREE) is a tool widely used
to assess the transparency and the methodological rigour
of guideline development.” In 2009, AGREE II was devel-
oped to improve measurement properties. AGREE II will
be used in this research to assess the quality of available
clinical guidelines on urinary incontinence, and it may
provide suggestions for further development of clinical
guidelines in China.

Objectives

The aim of this study is to investigate the quality of
published clinical guidelines for the diagnosis and treat-
ment of SUI using the AGREE II.

METHODS AND ANALYSIS

Protocol and registration

This systematic review will be conducted according to
the Preferred Reporting Items for Systematic Review
and Meta-Analyses (PRISMA),* 7 and this protocol was
written according to the PRISMA protocol checklist
which can be found as online supplementary file 1.

Literature search

We will conduct a comprehensive literature search in the
following databases: PubMed, Embase (using the Ovid
interface), Medline, National Guideline Clearinghouse
(NGC), the National Institute for Health and Care Excel-
lence, Cochrane Library, Australian Clinical Practice

Box 1

Sample search strategy for Ovid Embase

exp Stress Urinary Incontinence/
exp Urinary Incontinence/

one or 2

exp guideline/

exp consensus/

exp recommendation/

exp policy/

four or five or six or 7

3and 8

©ooN®OAWN =

Guidelines, Scottish Intercollegiate Guidelines Network,
Canadian Agency for Drugs and Technologies in Health,
the Guidelines International Network, China National
Knowledge Infrastructure, Chinese Biomedical Litera-
ture Database and Wanfang database. The sample search
is shown in box 1.

Inclusion criteria and exclusion criteria
We will include clinical guidelines, which have recom-
mendations for patient care on SUI. Clinical guidelines
and consensus statements for the diagnosis and/or treat-
ments of SUI will be included if they (1) were published
from January 2003, and the comprehensive search will
be done again to include all the qualified guidelines
before making conclusions; (2) were written in English
or Chinese and (3) provided clinical guidelines or recom-
mendations for the diagnosis and treatment of SUI

The exclusion criteria are as follows: (1) former docu-
ments replaced by updated versions from the same organ-
isation; (2) designed documents for local use; the full
text is unavailable or only abstract is available and (3)
comments on the existing guidelines.

Guideline selection and data extraction
There will be two reviewers to screen the titles and
abstracts independently based on the eligibility criteria.
The two reviewers will report the reasons for exclusion if
documents are excluded. If there is a disagreement, it will
be resolved through a discussion with a third reviewer.
Records of the guidelines will be added to an Excel
worksheet including document characteristics (year of
publication and update, first author and the number
of authors and country), methods of grading evidence,
methods of formulating recommendation and scope of
the guideline.

Assessment and training

AGREE II is used to assess the quality of each guideline
or consensus, and the Chinese version of AGREE II,
which has been translated and validated, will be used
in this study.®® AGREE II comprises six domains, which
are refined to 23 items. The six domains include scope
and purpose, stakeholder involvement, rigour of devel-
opment, clarity of presentation, applicability and edito-
rial independence. Each domain has different number
of items. There are three items each for scope and
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Maximum score=7(maximum score of each item)xthe number of items*the number
of appraisers.
Minimum score=1(minimum score of each item) Xthe number of items*the number

of appraisers.

standardized percentage of each domain=(obtained score- minimum score)

/(maximum score — minimum score) X100%

Figure 1 The method of scoring.

purpose, stakeholder involvement and clarity of presen-
tation. Rigour of development, applicability and edito-
rial involvement have eight items, four items, and two
items, respectively. Each item is rated by reviewers on a
7-point Likert Scale, in which 1 point represents strongly
disagree and 7 points represent strongly agree. The score
of the individual items in each domain will be calculated
as a sum, and a standardised percentage will be scaled
(figure 1).%7

Three reviewers involved will be trained to use the
AGREE 1II instrument by studying the AGREE II user’s
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Figure 2 PRISMA flow diagram. CBM, Chinese Biomedical
Literature database; CNKI, China National Knowledge
Infrastructure; GIN, Guidelines International Network; NGC,
National Guideline Clearinghouse; NICE, National Institute for
Health and Care Excellence; PRISMA, Preferred Reporting
Items for Systematic Reviews and Meta-Analyses; SIGN,
Scottish Intercollegiate Guidelines Network.

manual and through online training available on My
AGREE PLUS platform. Next, a meeting will be held
for reviewers who will appraise two clinical guidelines of
different quality, and the results will be discussed with each
other. The agreement between different reviewers will be
calculated by intraclass correlation (ICC) via IBM SPSS
16.0. The score of ICC ranges from 0 to 1. The closer the
score is to 1, the smaller the variation between different
appraisers, and an ICC 20.70 is considered acceptable.

Data synthesis

The study selection process will be performed in accor-
dance with PRISMA, and will be presented in a flow
diagram (figure 2).

We will manually extract the data and the AGREE scores
and present them in a descriptive table. The recommen-
dation available in the guidance will be summarised in
domains relating to the diagnosis and treatment of SUI,
including the diagnosis standard, recommended exam-
ination and questionnaire for assessment, conservative
treatment and surgical treatment.

Patient and public involvement
No patients were involved in this systematic review.

DISCUSSION

Updating clinical practice guidelines (CPGs) highly rely
on the topic because development in some fields is very
rapid and new evidence should be considered when
developing CPGs. It is estimated by Shekelle et al that
50% of the CPGs will be outdated after 5.8 years and 10%
of CPGs are obsolete after 3.6 years.” The main purpose
of this systematic review is to assess the quality of CPGs
on SUI from both foreign countries and China and
provide suggestions for further development of CPGs.
For the purpose and the feasibility of our study, there are
two reasons for limiting the time to January 2003. First,
considering most guidelines updated in recent years, the
updated guidelines will be included in this systematic
review instead of the former documents. Second, if the
guidelines were developed long time ago and do not have
any updates, they might be less instructive in developing
new guidelines than the updated version.

We expect to appraise the quality of clinical guidelines
for SUI using the AGREE II instrument through this
proposed study. Besides, we will provide a summary of
guideline recommendations on SUI. To date, no appraisal
for the quality of clinical guidelines for SUI reported in
English and Chinese.

The limitations of this systematic review might be the
language restriction on the guidelines and the exclusion of
clinical guidelines published in other databases. Second,
there might be a publication bias because guidelines on
poor quality might not be included in the databases we
searched. However, we considered that the publication
bias might be minimal because previous studies showed
that the quality of clinical guidelines varies widely.
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In conclusion, there is a need to critically appraise and
systematically review clinical practice guidelines for the
diagnosis and treatment of SUI This protocol of system-
atic review provides a structured and rigorous procedure
for quality evaluation of clinical guidelines and consensus
statements. This review will help the clinical professionals
to understand better the quality of guidelines of SUI in
China and the recommendation in the guidelines, which
may improve the care of SUI Besides, this review will help
the professionals to identify the gap that can be improved
when developing a new or updated guideline.
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