Open Access

Protocol

BM) Open

To cite: Pourahmadi MR,
Taghipour M, Ebrahimi
Takamjani I, et al. Motor
control exercise for
symptomatic lumbar disc
herniation: protocol for a
systematic review and meta-
analysis. BMJ Open 2016;6:
€012426. doi:10.1136/
bmjopen-2016-012426

» Prepublication history and
additional material is
available. To view please visit
the journal (http://dx.doi.org/
10.1136/bmjopen-2016-
012426).

Received 25 April 2016
Revised 30 August 2016
Accepted 1 September 2016

@ CrossMark

For numbered affiliations see
end of article.

Correspondence to

Morteza Taghipour;
taghipour-morteza@hotmail.
com

Motor control exercise for symptomatic
lumbar disc herniation: protocol for a
systematic review and meta-analysis

Mohammad Reza Pourahmadi,' Morteza Taghipour,? Ismail Ebrahimi Takamjani,’
Mohammad Ali Sanjari,®> Mohammad Ali Mohseni-Bandpei,*° Abbas Ali Keshtkar®

ABSTRACT

Introduction: Lumbar disc herniation (LDH) is a
common condition in adults and can impose a heavy
burden on both the individual and society. It is defined
as displacement of disc components beyond the
intervertebral disc space. Various conservative
treatments have been recommended for the treatment
of LDH and physical therapy plays a major role in the
management of patients. Therapeutic exercise is
effective for relieving pain and improving function in
individuals with symptomatic LDH. The aim of this
systematic review is to evaluate the effectiveness of
motor control exercise (MCE) for symptomatic LDH.
Methods and analysis: We will include all clinical
trial studies with a concurrent control group which
evaluated the effect of MCEs in patients with
symptomatic LDH. We will search PubMed, SCOPUS,
PEDro, SPORTDiscus, CINAHL, CENTRAL and EMBASE
with no restriction of language. Primary outcomes of
this systematic review are pain intensity and functional
disability and secondary outcomes are functional tests,
muscle thickness, quality of life, return to work,
muscle endurance and adverse events. Study selection
and data extraction will be performed by two
independent reviewers. The assessment of risk of bias
will be implemented using the PEDro scale. Publication
bias will be assessed by funnel plots, Begg’s and
Egger’s tests. Heterogeneity will be evaluated using the
I? statistic and the %2 test. In addition, subgroup
analyses will be conducted for population and the
secondary outcomes. All meta-analyses will be
performed using Stata V.12 software.

Ethics and dissemination: No ethical concerns are
predicted. The systematic review findings will be
published in a peer-reviewed journal and will also be
presented at national/international academic and
clinical conferences.

Trial registration number: CRD42016038166.

INTRODUCTION

Lumbar disc herniation (LDH) and disc pro-
trusion are one of the most common spinal
degenerative disorders, which can lead to
low back pain (LBP) and radicular leg pain.'
It is a pathological condition that frequently

Strengths and limitations of this study

m This systematic review and meta-analysis will
evaluate the effectiveness of motor control exer-
cise for symptomatic lumbar disc herniation.
There will be no limitation by language and grey
literature will be included if identified through the
searches.

= This protocol was prepared according to the
Preferred Reporting Items for Systematic Review
and Meta-Analysis  Protocols  (PRISMA-P)
recommendations.

= Full-text screening, data extraction and risk of
bias assessment of included primary studies will
be conducted by two reviewers independently.

= Some relevant unpublished trials with negative
findings that meet our inclusion criteria might be
missed (publication bias). Therefore, funnel
plots will be used to detect possible publication
bias in order to reach an objective conclusion.

affects the spine in young and middle-aged
adults.” This condition is defined as a dis-
placement of disc components (nucleus pul-
posus or annulus fibrosis) beyond the
intervertebral disc space.”” It has been
shown that LDH is the most common cause
of radiculopathy (90%).° 7 The highest
prevalence of disc herniation is among
adults aged 30-50years, with a male to
female ratio of 2:1.* In adults aged 25-
55 years, about 95% of LDH predominantly
occurs at the L4-5 and L5-S1 spinal levels.!
Disc herniation above these levels is more
common in adults aged over 55 years.'
However, it has been reported that LDH is
not always accompanied by clinical symptoms
such as LBP (asymptomatic LDH)." Studies
by Boden et al’ and Jensen et al’ indicated
that 24-27% of asymptomatic subjects have
disc herniation. In addition to the general
wear and tear (degenerative joint disease)
that comes with ageing, many risk factors
have been reported for LDH, such as gender,
weight, profession, smoking, psychosocial
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factors, exposure to vibration and sedentary lifestyle.m‘12

The cardinal symptoms of symptomatic LDH include
LBP, radicular leg pain, sensory loss ( paraesthesia, numb-
ness and tingling), muscle weakness and incontinence
(rare)."?

A variety of therapeutic interventions have been pro-
posed for the treatment of symptomatic LDH, including
non-invasive treatments, minimally invasive procedures
and surgery.'* It was demonstrated that symptomatic
LDH could be effectively treated both surgically and
non-surgically.15 Non-invasive (non-surgical) treatments
are considered to be a firstline choice for most cases.'®
Bed rest, physical therapy, comfortable positioning,
manipulation and drug therapy (non-steroidal anti-
inflammatory drugs) are the most used non-invasive
treatments.'”

Physical therapy programmes are often recommended
for the treatment of pain and restoration of functional
and neurological deficits associated with symptomatic
LDH.'® Active exercise therapy, which is a type of phys-
ical therapy programme, is usually preferred to passive
modalities.'” There are a number of exercise pro-
grammes for the treatment of symptomatic LDH, such
as activity as usual, aerobic activity (eg, walking, cycling),
directional preference (McKenzie approach), flexibility
exercises (eg, yoga and stretching), proprioception/
coordination/balance (medicine ball and wobble/tilt
board), motor control and strengthening exercises.”’
Motor control exercises (MCEs) or stabilisation or core
stability exercises are a common type of therapeutic
exercise prescribed for patients with symptomatic LDH.
MCEs are designed to re-educate the co-activation
pattern of abdominals, paraspinals, gluteals, pelvic floor
musculature and diaphragm.”’ ** The biological ration-
ale for MCEs is primarily based on the idea that the sta-
bility and control of the spine are altered in patients
with LBP** ** A MCE programme begins with recogni-
tion of the natural position of the spine (mid-range
between lumbar flexion and extension range of
motion), considered to be the position of balance and
power for improving performance in various sports.25
Initial low-level sustained isometric contraction of
trunk-stabilising musculature and their progressive inte-
gration into functional tasks is the requirement of
MCEs.?* ** MCE is usually delivered in 1:1 supervised
treatment sessions and sometimes includes palpation,
ultrasound imaging and/or the use of pressure biofeed-
back units to I?rovide feedback on the activation of trunk
musculature.”

How the intervention might work

Control of the spine is complex and depends on well-
coordinated, deep-trunk musculature. The deep-trunk
musculature, which originates and inserts segmentally
on lumbar vertebrae, can maintain the stiffness of the
spine by controlling intersegmental motion and spinal
curvature.”® Hodges and Richardson® * indicated that
patients with LBP may have a delayed activity onset of

the deep-trunk musculature in dynamic tasks that chal-
lenge control of the spine. Furthermore, a reduction of
the cross-sectional area (CSA) of the multifidus muscle
on the affected segment has been found in patients with
symptomatic LDH.*' 2 Fortin et af' also reported that
patients with symptomatic LDH have a smaller erector
spinae functional CSA (FCSA) (lean muscle mass) and
FCSA/CSA ratio on the side of herniation. Position
sense of the extensor musculature of the trunk has been
shown to be altered in patients with LBP*> The MCE
approach uses motor learning principles to facilitate
coordination of the deep-trunk musculature of the
spine. It seems that a MCE can alleviate pain, improve
functional capacity, restore motor control, enhance the
size of the CSA and strengthen trunk, abdominal and
paraspinal musculature.

Literature review

To date, several systematic reviews have looked at the
effects of conservative management in patients with
LDH. A systematic review and meta-analysis by Hahne
et al’ in 2010, which included 18 separate trials up to
2008, concluded that conservative management is better
than no treatment in reducing pain and disability. The
study consisted of English-language articles only.’ In
another study, Jacobs et al? compared the effectiveness
of surgery with conservative management for LDH. Five
studies were included up to October 2009. The findings
of the study showed that early surgery in patients with
LDH results in better short-term leg pain relief than pro-
longed conservative management, but no significant dif-
ferences were found between surgery and usual
conservative management in any of the clinical out-
comes after 1- and 2years’ follow-up.”* However, the
studies included were of low quality and a definite con-
clusion could not be reached owing to their high
heterogeneity.

Why it is important to do this systematic review

Since the number of patients with LDH has increased
over the past few decadtf:s,35 and because systematic
reviews on this topic are out of date, a new systematic
review of the literature is needed. The latest available sys-
tematic review and meta-analysis comparing the effect-
iveness of surgery with conservative treatments for LDH
was based on databases up to October 2009.% However,
it did not compare conservative treatments with each
other in adult patients with symptomatic LDH. As men-
tioned earlier, active exercise therapy can provide better
outcomes than passive modalities."” MCEs are a popular
approach for clinicians and researchers in the treatment
of patients with LDH and many studies have been pub-
lished on this topic.%_?’8 To the best of our knowledge,
this systematic review and meta-analysis will evaluate, for
the first time, the effectiveness of MCEs for symptomatic
LDH. Furthermore, no restriction of the language of
publication will be applied in this review. The authors
believe that a well-conducted systematic review and
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meta-analysis is important to better inform clinicians,
therapists and patients about the effectiveness of MCEs.

Objectives

The objective of this investigation is to systematically
review the literature to determine the effectiveness of
MCE:s in patients with symptomatic LDH.

METHODS

The methods adopted for this review are compliant with
the recommended PRISMA (Preferred Reporting Items
for Systematic Review and Meta-Analysis) checklist guide-
lines for systematic reviews. In addition, the PRISMA
flow diagram™ will be used to describe the number of
primary studies that are included and excluded in each
stage of the selection process (figure 1). This protocol
has been prepared with regard to the PRISMA-P 2015
guidelines and has been registered in the international
prospective register of systematic reviews (PROSPERO;
Registration No CRD42016038166; http://www.crd.york.
ac.uk/PROSPERO).

Selection criteria

Study type

Studies will be screened for selection according to the
review objectives and Participants, Interventions,
Comparisons, Outcomes (PICO) criteria. We will
include all clinical trials with concurrent control groups
in this systematic review and meta-analysis. Studies asses-
sing review articles, proceedings, case studies and case
reports will be excluded. No restrictions to the language
of publication will be applied in the selection of the
primary studies. Non-English articles will be translated
appropriately by free language translators on the web
(Google translate, Bing, ImTranslator, Babelfish and
AppliedLanguages) to assess their inclusion.

Population

The population will comprise non-, pre- and postsurgery
groups of adult patients with symptomatic LDH. Studies
will be included if they involve adult patients (>18 years)
of both genders with referred leg symptoms, with or
without LBP, where at least 75% of the participants have
symptomatic LDH confirmed by MRI or CT’ Studies
confirming or justifying LDH only with myelography will
be excluded since disc herniations are not directly visua-
lised by this technique.”” The term ‘herniation’ is
defined as displacement of the nucleus and/or annulus
fibrosus through a tear of the annulus fibrosus."' It
includes synonymous terms such as prolapse, protrusion
and sequestration, but the term disc bulging is not suffi-
cient. Studies with specific pathology, such as systemic
inflammatory diseases, malformations, fractures, spondy-
lolisthesis, scoliosis, infections, tumours and osteopor-
osis, will be excluded.

Interventions

A MCE programme could be described as facilitation of
the deep musculature of the spine (primarily the trans-
versus abdominis or multifidus) at low-level sustained
isometric contraction, integrated into exercise and
finally, progressing into functional tasks.” ** ** A MCE
programme improves the ability to ensure stability of the
neutral spine position.2] We will consider studies in
which MCE is described as motor control, core stability
or a specific stabilisation exercise and/or the study
describes exercise aiming to facilitate, activate, restore,
train or improve the function of the deep musculature
of the spine.27 * All these different names of MCEs will
be used in our search syntax. In addition, we will
include trials evaluating Pilates, because the principles
of Pilates may overlap with the principles of a motor
control intervention.™ It is important that all the studies
included focus on specific muscle activity in their train-
ing programme and if a trial consists of specific stabilisa-
tion without consideration of specific muscle activity it
will be excluded.*? Furthermore, when MCEs are used
in addition to other treatments in primary studies, they
need to represent at least 50% of the total treatment
programme to be included.?’

Comparators

General therapeutic exercises or any other physical
therapy intervention, surgery and placebo/sham or
control group.

Outcomes

The primary outcomes of interest will be pain intensity
and functional disability. The secondary outcomes are as
follows: functional tests, muscle thickness, quality of life,
return to work, muscle endurance and adverse events.

SEARCH METHODS FOR IDENTIFICATION OF STUDIES
Electronic searches

The first author (MRP) will perform electronic searches
in the following databases between 1 January 1990 and
31 April 2016.

» PubMed/Medline (NLM)

SCOPUS

Physiotherapy Evidence Database (PEDro)
SPORTDiscus (EBSCO)

Cumulative Index to Nursing and Allied Health
Literature (CINAHL)

The Cochrane Central Register of Controlled Trials
(CENTRAL)

» EMBASE

» ClinicalTrials.gov

vvyyvyy

v

PubMed search strategy

The details of the PubMed database search syntax are
presented in online supplementary appendix 1. The
syntax of this systematic review is a combination of
MeSH terms and free text words. The syntax will be
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Figure 1 The screening process
of the study.

Records identified through

Additional records identified
through other sources

(n=")

database searching

(n=")

Identification ]I

Screening

Eligibility

Included

\ 4 \ 4

Records after duplicates removed

(n=")

Records excluded

(n=")

Records screened -

(n=)

v

4 D - D
Full-text articles Full-text articles
assessed for eligibility excluded, with reasons
(n=) (n=)
\, v . 7

¥

a N

Studies included in

qualitative synthesis
(n=)

\, y

¥

( Y
Studies included in
quantitative synthesis
(meta-analysis)
(n=)

A 4

adopted for other databases. We will use PubMed’s ‘My
NCBI' (National Center for Biotechnology Information)
email alert service for identification of newly published
systematic reviews using a basic search strategy.

If we identify additional relevant keywords during any
of the electronic or other searches, we will modify the
electronic search strategies to incorporate these terms
and document the changes. During searching the elec-
tronic databases or reviewing reference lists in identified
studies, no restrictions on the language of publication
will be imposed.

Searching other resources

Manual searches will include scanning of reference lists
of included studies and similar reviews, journals that
publish the most relevant research articles or reviews
and other grey literature for relevant references.

Grey literature refers to reports that are difficult to
locate via conventional channels and include reports,
theses or dissertations, conference proceedings, newspa-
pers, websites, fact sheets, policy documents and unpub-
lished research and data.*” *® These documents are not
considered to be formally published in academic
sources (ie, books or joulrnalls).45 The Institute of
Medicine Standards for Systematic Review and the
Cochrane Handbook for Systematic Reviews of
Interventions suggest incorporating grey literature in sys-
tematic reviews.*® *7

If we find research that seems to match our objectives,
we will contact the corresponding author(s) for missing

information and enquire about the existence of further
trials. We will use recommended strategies for electronic
surveys to enhance response rates.*® Specifically, we will
(i) send an email to the corresponding author(s),
explain the review objectives and request his/her/their
data; and (ii) send reminder emails at 2-, 7-, 10- and
14-week intervals after the first email. We will inform all
authors that their research will be appropriately cited
and they will be acknowledged in our article. If we do
not receive a response from the corresponding author
(s) after five emails, we will exclude the research.

Data collection and analysis

Selection of studies

First, two reviewers (MRP, MT) will scrutinise titles and
abstracts of all primary articles that meet the search strat-
egy in order to determine studies eligible for inclusion.
Then, the same two reviewers will independently evalu-
ate the full text of potentially relevant non-duplicated
articles. Conflicts will be resolved by discussion to reach
consensus. When consensus is not reached, a third
reviewer (MAS) will act as an arbitrator. Agreement
between the two reviewers will be evaluated and
reported using x statistics and overall agreement.

Data extraction

Data extraction from primary articles will be performed
independently by two reviewers (MRP, MT), using a
quantitative data extraction form. The data extraction
form for clinical trials with concurrent control groups
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will be piloted previously. Any discrepancies will be

resolved by consensus between the two reviewers and,

when this is not possible, a third reviewer (MAS) will act
as an arbitrator and make a decision on the data
entered.

The following data will be extracted from all the

included studies:

1. Study characteristics: first author’s name, year of publi-
cation, country in which the study was performed,
study design, size of the sample and duration of
follow-up.

2. Participants’ characteristics: age, gender, number, pre-/
non- or postsurgery population and ethnicity.

3. Inlervention and comparator details: sample size for each
treatment group, blinding, type, surgery, frequency
and duration of the exercise programmes, withdra-
wals and dropouts.

4. Outcome measures: pain intensity, scales and question-
naires used to assess pain, total score of functional
disability, disability questionnaires, type of functional
tests and their methods of assessment, instrument for
measuring muscle thickness, instruments setting
parameters, name of muscles and muscles’ thickness
(size), differences in changes of muscles thickness,
indicators of return to work (eg, time to partial and
to full return to work), return to work at different
times, tests used to assess muscle endurance, scales
and questionnaires used to measure quality of life.

Dealing with missing data

We will try to contact the corresponding authors of
studies by email, if it is necessary to obtain data missing
from published articles. However, if the authors do not
respond to queries, we will calculate the missing data
from other measures or estimate them from the most
similar study.

Assessment of risk of bias of included studies

Assessment of the risk of bias (RoB) and methodological
quality will be implemented by two reviewers (MRP, MT)
independently considering the items according to the
PEDro scale.” The PEDro scale is based on the Delphi
list and has been developed by Verhagen et al”® Maher
et al” indicated that the reliability of the total PEDro
score, based on consensus judgements, is acceptable.
Therefore, they concluded that the scale can be used in
systematic reviews of physical therapy clinical trials with
control groups.”” The PEDro scale items are illustrated
in figure 2. Items 2-9 relate to the internal validity of an
article, items 10 and 11 provide sufficient statistical infor-
mation to enable appropriate interpretation of the
results. Item 1 refers to the external validity (or ‘general-
isability’ or ‘applicability’ of the trial) and thus is not
included in the total PEDro score.”’ % In addition,
primary studies which attain scores of >6 on the PEDro
scale are considered ‘high quality’. Studies with a PEDro
score of 4 or 5 are considered ‘fair quality’ and those
with scores of <3 are considered ‘poor quality’. The

PEDro
reviews.

scale has been used in other

52-54

systematic

Assessment of heterogeneity

All analyses will be performed using Stata V.12 software
(StataCorp LP, College Station, Texas, USA) on a per-
sonal laptop. Heterogeneity among primary studies will
be evaluated by the I? statistic and % test as recom-
mended by the Cochrane Handbook for Systematic
Reviews of Interventions.*® We will interpret the I? statis-
tic using the following guide:55

» 0-40%=no important heterogeneity;

» 30-60%=moderate heterogeneity;

» 50-90%=substantial heterogeneity;

» 75-100%=considerable heterogeneity.

We will consider heterogeneity before conducting
pooled analysis. When substantial heterogeneity
(I>>50%) is evident among the studies, the results will
be presented in the text qualitatively and we will not
pool them. The decision to use the random-effects
model will be based on our understanding of whether
or not all included trials share a common effect size and
not only on results of tests for statistical heterogeneity.56
Therefore, when I? values are slightly higher than 50%
and there is overlap between the Cls in visual inspection
of the forest plot, we will combine the results into a
meta-analysis using a random-effects model.”” ** A value
of p<0.05 will be considered as statistically significant.

Assessment of publication bias

When a sufficient number of studies (>10) are identi-
fied, publication bias will be explored by a funnel plot
(ie, plots of study results against precision) and Begg’s
and Egger’s tests. We will not assess publication bias
when <10 studies are available for analysis since the tests
for publication bias yields unreliable results.

Data synthesis

Descriptive analysis

All included primary studies will be read in detail and
presented in two separate tables. The first table will
provide details of the assessment of RoB among
included studies. The second table will consist of study
characteristics, patient characteristics, sample size, dur-
ation of complaint, intervention and setting, and
outcome data/results. Pain intensity, functional disabil-
ity, functional tests, muscle thickness, return to work,
muscle endurance and adverse events mean scores,
together with their range (SD/95% CI) will be reported.
We expect that there will be a sufficient number of clin-
ical trial studies to carry out a meta-analysis for the
primary and secondary outcomes; however, the decision
to complete a meta-analysis will depend on the number
of these types of study identified in the review. To
perform a meta-analysis, a minimum of two studies will
be rtf:quired.57 Stata V.12 software will be used for
meta-analysis. Dichotomous data will be analysed using
the risk ratio measure with its 95% Cls, whereas
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PEDro Scale

1. Eligibility criteria were specified

no O yes O where:

2. Subjects were randomly allocated to groups (in a crossover study, subjects

were randomly allocated an order in which treatments were received)

3. Allocation was concealed

no O yes O where:

no Q yes O where:

4. The groups were similar at baseline regarding the most important prognostic

indicators

5. There was blinding of all subjects

6. There was blinding of all therapists who administered the therapy

7. There was blinding of all assessors who measured at least one key outcome

no Q yes O where:
no O yes O where:
no Q yes O where:

no O yes O where:

8. Measures of at least one key outcome were obtained from more than 85%

of the subjects initially allocated to groups

no O yes O where:

9. All subjects for whom outcome measures were available received the
treatment or control condition as allocated or, where this was not the case,

data for at least one key outcome was analysed by “intention to treat”

no 0 yes O where:

10. The results of between-group statistical comparisons are reported for at least one

key outcome

no O yes O where:

11. The study provides both point measures and measures of variability for at

least one key outcome

no Q yes O where:

Figure 2 The Physiotherapy Evidence Database (PEDro) scale; from Maher et a

continuous outcomes will be analysed using mean differ-
ence or standardised mean difference, both with their
95% Cls. Meta-analysis will be done separately on trials
that evaluated the effects of MCEs in patients after
surgery and on trials in which patients with symptomatic
LDH had not undergone surgery. All data from the
meta-analyses with 95% CI will be reported in forest
plots.

Analysis problems

If sufficient homogeneous studies are available for statis-
tical pooling, we will conduct a meta-analysis for the
time points: short (<3 months after the baseline mea-
surements were taken), intermediate (at least 3 months
but <12 months after the baseline measurements were
taken) and long-term (12 months or more after the
baseline measurements were taken) follow-up. If mul-
tiple time points fall within the same category, we will
use the one that is closest to the end of the treatment, 6
and 12 months.?’

Subgroup analysis

Subgroup analysis will be conducted for the population.
The results will be split into two separate analyses: one
population with presurgery symptomatic LDH (or a
population who had not undergone surgery) and the
other with postsurgery symptomatic LDH. Furthermore,
subgroup analysis will be performed for the secondary
outcomes (functional tests, muscle thickness, quality of

I.49

life, return to work, muscle endurance and adverse
events).

Sensitivity analysis

A sensitivity analysis will be performed to test the impact
of the results on the RoB assessment rated by the PEDro
scale.”” We will also implement sensitivity analyses to
explore the effects of methodological quality and
sample size on the robustness of review conclusions.
Sensitivity analyses will be reported with a summary
table.

Summary of findings table

We will evaluate the quality of evidence for the main
comparison at the outcome level using the Grading of
Recommendations  Assessment, Development and
Evaluation (GRADE) approach.”® A ‘summary of find-
ings’ table will be produced in our systematic review. Five
domains will be judged for each outcome in the main
comparison: limitations in study design and execution
(RoB), inconsistency of results, indirectness, imprecision
and publication bias (reporting bias). In this systematic
review and meta-analysis, limitations in the study design
and execution will be assessed using the PEDro scale.
If studies have major limitations, our confidence in the
estimate of the treatment effect decreases. Therefore,
the quality of evidence will be downgraded.58 We will
consider four criteria to assess inconsistency in results:
point estimates, CIs, the statistical test for heterogeneity
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and the I” test.”” Indirectness will be judged by looking
at the evidence tables for the target population, inter-
vention, comparison or outcome.”® In addition, results
will be considered to be imprecise when studies include
relatively few patients and few events but have a wide CI
around the estimate of the effect.”® Finally, when a suffi-
cient number of studies (>10) are identified, publica-
tion bias will be assessed by visually examining funnel
plots for evidence of asymmetry. The overall quality of
the evidence supporting each outcome will be graded as
high, moderate, low or very low.

» High-quality evidence will be identified when there are
consistent findings among at least 75% of included
trials.?” ** % No study design limitation is found and
the data are consistent, direct and precise with no
publication bias. In addition, further research is
unlikely to change confidence in the estimate of
effect.

» Moderate-quality evidence will be identified when one of
the five domains is not met.?’” ** % In this level, we
are moderately confident about the effect estimate.
However, further research is likely to affect confi-
dence in the estimated effect and may change that
estimate.

» Low-quality evidence will be identified when two of the
five domains are not met.>” ** ° In this level, our
confidence in the effect estimate is limited. Further
research is likely to have an important impact on con-
fidence in the estimated effect and is likely to change
that estimate.

» Very low-quality evidence will be identified when three
of the five domains are not met.?” ** % In this level,
we have little confidence in the effect estimate. Any
estimate of the effect is uncertain.

» No evidence will be identified when none of the five
domains are met.

Online supplementary appendix 2 provides more
details about the five domains and the quality of
evidence.

Ethics and dissemination

Ethics approval is not required because this is a protocol
for a systematic review and patients will not be involved
in this research. The results of this study will be submit-
ted to a peerreviewed journal for publication and will
also be presented at national and international academic
and clinical conferences.

DISCUSSION

LDH is the most common cause of activity limitation in
people aged <45 years.”’ Furthermore, this condition is
among the most common causes of LBP or sciatica
(radicular leg pain) and imposes a heavy burden on
both the individual and society.”*"** Different kinds of
non-invasive and invasive (surgical) treatment strategies
have been suggested, with varying degrees of success.”
Treatment often includes patient education, physical

therapy, alternative medicine options and pharmacother-
apy. If these strategies fail, surgical intervention is
usually recommended. Physical therapy is considered
important for the conservative management of this
problem.16 Therapeutic exercises are physical therapy
interventions that effectively alleviate pain and improve
function for patients with LDH.'” MCEs—one type of
active therapeutic exercises—are a popular approach for
clinicians and researchers in the conservative manage-
ments of patients with LDH. To date, several systematic
reviews have been published on this topic.6 3 However,
existing systematic reviews are out of date and none of
them compared MCEs with other conservative physio-
therapy interventions.

As stated earlier, non-invasive conservative treatment is
the firstline choice for most patients with LDH.'® Hence, a
systematic review and meta-analysis is needed to evaluate
the effectiveness of MCEs for symptomatic LDH. The data-
bases which will be searched in our systematic review, the
primary and secondary outcomes and the method of
meta-analysis are clarified in this protocol. Our systematic
review with meta-analysis will help clinicians, therapists and
patients to gain a better understanding of the effectiveness
of MCEs. We will try to include grey literature since some
high-quality studies have not yet been published. In add-
ition, no limitation by language will be imposed. Therefore,
the limitations of this systematic review will be reduced and
conclusions about the results will be improved. In this
review, meta-analysis will be conducted on trials in which
patients with LDH had undergone surgery and also on
trials in which the patients had not undergone surgery.
Our results will be important to clarify which type of exer-
cise is most effective in LDH. Implications for future
research can be drawn from the results.
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