Open access Protocol

Abdominal massage for chronic
constipation in the elderly: a systematic
review and meta-analysis protocol

BM)J Open

To cite: Yuan Q, Wang X,

Zhou L, et al. Abdominal
massage for chronic
constipation in the elderly: a
systematic review and meta-
analysis protocol. BMJ Open
2024;14:¢074780. doi:10.1136/
bmjopen-2023-074780

» Prepublication history and
additional supplemental material
for this paper are available
online. To view these files,
please visit the journal online
(http://dx.doi.org/10.1136/
bmjopen-2023-074780).

QY, XW and LZ contributed
equally.

QY, XW and LZ are joint first
authors.

Received 17 April 2023
Accepted 21 December 2023

| '.) Check for updates

© Author(s) (or their
employer(s)) 2024. Re-use
permitted under CC BY-NC. No
commercial re-use. See rights
and permissions. Published by
BMJ.

For numbered affiliations see
end of article.

Correspondence to

Professor Jian Luo;
Lj6176@126.com and

Dr Haozhong Wang;
wanghaozhong@cdutcm.edu.cn

Qiang Yuan

Haozhong Wang !

4 Jian Luo

ABSTRACT

Introduction Chronic constipation (CC) is a highly
prevalent health challenge that is particularly challenging
to treat in elderly patients. Although lifestyle guidance and
laxative therapy often yield positive outcomes, patients
occasionally struggle with maintaining dietary control.
Therefore, identifying an economical and safe alternative
therapy to the existing treatment methods documented in
the international literature is necessary. This systematic
review and meta-analysis aims to evaluate the efficacy
and safety of abdominal massage in elderly patients with
CC to provide a basis for future mechanistic research.
Methods and analysis Electronic searches will be
conducted to identify clinical randomised controlled trials
in various databases, including Web of Science, PubMed,
Cumulated Index to Nursing and Allied Health Literature,
Cochrane Library, Embase, Airiti Library, Chinese National
Knowledge Infrastructure Databases, Chinese Science
and Technology Periodical Database (VIP), Chinese
Biomedical Literature Database and Wan Fang Database.
Relevant data will be extracted, and a meta-analysis will
be conducted using Reviewer Manager V.5.4. Quality

and risk assessments of the included studies will be
performed, and the outcome indicators of the trials will be
observed. This review will evaluate abdominal massage as
a treatment option for relieving symptoms and improving
quality of life in elderly patients with CC. Moreover, it

will provide additional insights for clinical treatment

and mechanistic studies. The search will be performed
following the publication of this protocol (estimated to
occur on 30 December 2023).

Ethics and dissemination As this is a literature review,
ethics approval will not be required. We will disseminate
the findings of this study to publications in peer-reviewed
journals as well as presentations at relevant national and
international conferences.

PROSPERO registration number CRD42023408629.

INTRODUCTION

Chronic constipation (CC) is characterised
by difficult-to-pass and hard stools, reduced
frequency of bowel movements and a feeling
of incomplete defecation. The main diag-
nostic criteria are the Rome IV criteria and
self-reported symptoms.' > The prevalence of
CC is 16% for men and 26% for women aged
>65 years.” In individuals aged >84 years,
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STRENGTHS AND LIMITATIONS OF THIS STUDY

= All types of clinical studies on chronic constipation
across all elderly age groups will be included with-
out language limitations.

= The use of Cochrane quality assessment tools will
ensure rigorous and standardised methodology.

= The systematic review will rely solely on published
data, potentially excluding relevant although unpub-
lished studies.

the prevalence is reportedly as high as 26%
and 34% for men and women, respectively.*
Decreased contractile motility of the detrusor
and smooth muscle of the colon and atrophy
of the gastrointestinal mucosa with reduced
fluid secretion are the mechanisms that make
constipation more common in the elderly.”
Ageing-related changes in diet and physical
activity, lifestyle factors, arthralgia, osteopo-
rosis, laxative dependence, and long-term use
of anticholinergic agents, opioid analgesics,”
calcium supplements, and non-steroidal anti-
inflammatory drugs are risk factors for CC in
elderly individuals.”

Constipation not only significantly affects
the quality of life of the elderly but can also
cause many diseases and consume a substan-
tial amount of healthcare resources. Faecal
retention can result in disruptions of gut
microbiota and the production of harmful
flora metabolites that induce cardiovascular,
neurocognitive and other diseases.®” The diffi-
culties with defecation experienced by elderly
patients may lead to cardiovascular and cere-
brovascular accidents, thereby increasing the
risk of sudden death.'’ Concurrently, CC also
serves as a risk factor for severe conditions
such as colon cancer.'' '* The main treat-
ments for CC are laxative use and lifestyle
modifications.”” However, drug therapy may
occasionally lead to dependency, potentially
exacerbating symptoms or causing complica-
tions."” Although existing treatment methods
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have received positive feedback, identifying safe, effective
and economical treatments is necessary due to the high
costs, side effects and, in some cases, the ineffectiveness
of current interventions.

As an auxiliary complementary therapy, abdominal
massage is considered a convenient and cost-effective
option in clinical practice.'"* Abdominal massage has the
potential to improve blood circulation in the gastrointes-
tinal tract and stimulate gastrointestinal motility. Previous
studies explored the effectiveness of abdominal massage
on digestive function and bowel disorders.'”” However,
specific studies on elderly patients with constipation are
lacking. Given the increased prevalence of CC in older
adults and its specific pathological mechanisms, exploring
this condition in an age-restricted manner is necessary.

METHODS AND ANALYSIS

Study registration

This systematic review protocol is registered with the
International Prospective Register of Systematic Reviews
(registration number: CRD42023408629). The reporting
of this protocol adheres to the guidelines outlined in the
Preferred Reporting Items for Systematic Reviews and
Meta-Analyses Protocols (PRISMA-P) statement.'® The
review will be reported in accordance with the PRISMA-P
guidelines.

Inclusion criteria for study selection

Type of study

All randomised controlled trials that fulfil the inclusion
criteria will be included in this systematic evaluation and
meta-analysis to assess the safety and efficacy of abdom-
inal massage therapy (performed by nurses, nurse aides,
caregivers or doctors) for the treatment of CC among the
elderly.

Type of participant

Participants aged 65 years or older diagnosed with CC

will be included, regardless of sex, race, education or

economic status. The diagnostic criteria for CC are as

follows:

1. Clinical diagnostic criteria (eg, Rome IV criteria)."’

2. Diagnostic criteria defined by the authors or defined
by the clinician.

3. Participants’ self-reported constipation.
The exclusion criteria are as follows:

1. Severe cognitive impairment that hinders understand-
ing of the trial.

2. Belonging to specific clinical population groups (eg,
pregnant women, intensive care unit patients, postop-
erative patients).

Type of intervention and comparisons

Abdominal massage includes any type of pressure applied
to the abdominal region, such as Swedish abdominal
massage, acupressure (abdominal acupoint massage) and
aromatic abdominal massage. No limits will be placed

on massage time or frequency. The comparison group
consists of individuals who received either no interven-
tion, a placebo intervention or other medicinal treat-
ments, such as osmotic or stimulant laxatives, elobixibat,
linaclotide, lubiprostone, mizagliflozin, naronapride,
plecanatide, prucalopride, tegaserod, tenapanor or
velusetrag.”’

Type of outcome measure

The primary efficacy outcomes will be the frequency of
bowel movements, related scales and symptoms of consti-
pation. Constipation symptom questionnaires, such as
the Demographic Characteristics Questionnaire, Rome
criteria’ and related Conk Assessment Scales,21 will be
used to measure constipation symptoms. Secondary effi-
cacy outcomes will include the influence of constipation
on the quality of life and laxative use. The safety outcomes
include the monitoring of adverse events.

Search methods for identification of studies

Electronic data sources

The following electronic databases will be searched from
their inception dates up to 30 December 2023: Web of
Science, PubMed, Cumulated Index to Nursing and
Allied Health Literature, Cochrane Library, Embase,
Airiti Library, Chinese National Knowledge Infrastructure
Databases, Chinese Science and Technology Periodical
Database (VIP), Chinese Biomedical Literature Database
and Wan Fang Database. After excluding publication
restrictions, we will review randomised clinical trials to
investigate the effectiveness of abdominal massage on CC
in older adults who meet the eligibility criteria.

Searching other resources
The reference lists of potentially missing eligible studies
will be reviewed, and relevant conference proceedings
will also be examined.

Search strategy

The search strategy is summarised in online supplemental
appendix 1. The following search keywords will be used:
abdominal massage (eg, “tuina”, “massage”, “Chinese
massage”); constipation (eg, “Dyschezia” or “Colonic
Inertia”); and randomized controlled trial (eg, “random-
ized controlled trial”, “controlled clinical trial”, “random
allocation”, “randomized”, “randomly”, “double-blind
method”, “single-blind method” or “clinical trial”).
Equivalent search keywords were used in Chinese data-
bases. Additional studies will be identified from the refer-
ence lists of the selected articles, and the authors will be
contacted for any unclear information.

Data collection and analysis

Selection of studies

The titles and abstracts of all retrieved studies will undergo
independent review and screening by two reviewers (QY
and XW) to identify eligible trials and exclude duplicate
orirrelevant studies. The selected studies will be imported
using the document management software EndNote V.X9
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Figure 1 Flow diagram of study selection process.

(Clarivate, London, UK). The initial screening, based
on titles and abstracts, will be performed, and suitable
studies will be selected based on the inclusion criteria.
Subsequently, full texts of all potentially eligible studies
will be obtained for rescreening. In case of discrepancies
between the inclusion and exclusion criteria, discussions
with the corresponding authors will occur to resolve these
differences. A PRISMA-P flow chart (figure 1) will be used
to illustrate the study selection process.

Data extraction and management

The following data will be extracted from the selected
studies by two independent reviewers (QY and XW) using
a standard data extraction sheet: year of publication,
country, general information, participant characteristics,
inclusion and exclusion criteria, sample size, randomis-
ation, blinding methods, methods, controls, outcome
measures, results, adverse reactions, conflicts of interest,
ethical approval and other information. The extracted
data will be entered into an electronic database, and

differences will be verified by the corresponding authors
(JL and HW).

Management of missing data

The cause of missing data will be determined to solve
this problem. If this investigative approach proves unsuc-
cessful, the authors will be contacted to request the
missing data. This process will be documented, and in
the absence of the missing data, the available data will be
extracted and analysed.

Risk of bias assessment

The Cochrane Collaboration tool will be used to assess
the risk of bias in each study, including six types of bias:
random sequence generation, allocation concealment,
participant and personal blinding, outcome assessment
blinding, incomplete outcome data, selective reporting,
as well as other sources of bias.”” The quality of the
reports will be divided into three levels: low, unclear and
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high risk. Differences will be resolved through group
discussion.

Statistical analysis

Data will be analysed using Review Manager V.5.3 (The
Cochrane Collaboration, London, England). The relative
risk will be used to evaluate dichotomous variables, with
95% ClIs. The standardised mean difference and 95%
CI will be used to evaluate continuous variables. The X*
test and I” statistic will be used to confirm heterogeneity.
The former checks for heterogeneity, whereas the latter
reflects the degree of heterogeneity using a specific value.
1>50% will indicate considerable heterogeneity among
the studies. Consequently, a subgroup analysis will be
performed to investigate the potential causes.

Subgroup analysis

If significant heterogeneity is observed, subgroup anal-
yses will be conducted to explore the sources of hetero-
geneity. These subgroup analyses will be conducted based
on the characteristics of the included studies, including
the publication time, geographical scope of the study,
participant sex and control interventions. Regarding
interventions, we will explore the impact of massage
modality, duration and frequency on efficacy.

Sensitivity analysis

A sensitivity analysis will be conducted to test the robust-
ness of the conclusions, examining the impact of sample
size, study design, methodological quality and missing
data.

Grading the quality of evidence

The Grading of Recommendations Assessment, Develop-
ment and Evaluation approach will be used to judge the
quality of evidence for all outcomes. Risks of bias, hetero-
geneity, indirectness, imprecision and publication bias
were assessed. The assessments were classified into four
levels: high, moderate, low or very low.

Ethics and dissemination

Because this study is based exclusively on published liter-
ature, ethics approval and informed consent will not be
required. The outcomes of this review will be shared
through peerreviewed journals and conference reports.

Patient and public involvement
Patients will not be involved in the design, conduct,
reporting or dissemination of this research.

DISCUSSION

This is the first protocol for a systematic review and meta-
analysis intended to evaluate the effectiveness and safety
of abdominal massage therapy for CC in elderly patients.
We aim to objectively and comprehensively evaluate the
therapeutic effects of abdominal massage on constipation
in elderly patients. The results of this review will provide
physical therapists, gastroenterologists and patients with

additional information on complementary treatment
options for CC in the elderly population. Furthermore,
the credibility of existing clinical evidence provides new
directions for future research.
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