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Effectiveness of McKenzie Method–
Based Self-Management Approach 
for the Secondary Prevention of a 
Recurrence of Low Back Pain (SAFE 
Trial): Protocol for a Pragmatic 
Randomized Controlled Trial
Tarcisio F. de Campos, Chris G. Maher, Helen A. Clare, Tatiane M. da Silva,  
Mark J. Hancock

Background. Although many people recover quickly from an episode of low back 
pain (LBP), recurrence is very common. There is limited evidence on effective prevention 
 strategies for recurrences of LBP.

Objective. The purpose of this study was to determine the effectiveness of a McKenzie 
method–based self- management  approach in the secondary prevention of LBP.

Design. This will be a pragmatic randomized controlled trial.

Setting. Participants will be recruited from the community and primary care, with the 
intervention delivered in a number of physical therapist practices in Sydney, Australia.

Participants. The study will have 396 participants, all of whom are at least 18 years 
old.

Intervention. Participants will be randomly assigned to either the McKenzie  method–
based self-management approach group or a minimal intervention control group.

Measurements. The primary outcome will be days to first self-reported recurrence 
of an episode of activity-limiting LBP. The secondary outcomes will include: days to first 
self- reported recurrence of an episode of LBP, days to first self-reported recurrence of an 
episode of LBP leading to care seeking, and the impact of LBP over a 12-month period. 
All participants will be followed up monthly for a minimum of 12 months or until they 
have a recurrence of activity-limiting LBP. All participants will also be followed-up at 3, 6, 
9, and 12 months to assess the impact of back pain, physical activity levels, study program 
adherence, credibility, and adverse events.

Limitations. Participants and therapists will not be masked to the interventions.

Conclusions. To our knowledge, this will be the first large, high-quality randomized con-
trolled trial investigating the effectiveness of a McKenzie method–based self- management 
approach for preventing recurrences of LBP. If this approach is found to be effective, it 
will offer a low-cost, simple method for reducing the personal and societal burdens of LBP.
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Low back pain (LBP) is the health 
condition that carries the great-
est burden worldwide accounting 

for approximately 10.7% of total years 
lived with disability, according to  recent 
Global Burden of Disease Studies re-
ports.1-3 The point prevalence of activi-
ty-limiting LBP, lasting more than 1 day, 
is estimated to be 11.9%,4 and 1-month 
prevalence of activity-limiting LBP is 
around 23.2%.4 Additionally, almost half 
of the people who experience LBP are 
expected to seek care.5 Therefore, the 
direct and indirect costs related to LBP 
are enormous: approximately $9  billion 
annually in Australia6 and $90 billion in 
the United States.7

The majority of people with an episode 
of nonspecific LBP improve  quickly;8,9 
more than 80% recover within 3 
months.10 However, recurrences of back 
pain are common, with 12-month re-
currence rates reported in the literature 
ranging from 24% to 80%.11-13 Thus, the 
recurrent nature of LBP is one of the 
major reasons why the condition carries 
such a large social and economic bur-
den worldwide.

Although thousands of trials have been 
conducted to investigate treatments for 
LBP, surprisingly few have investigated 
interventions to prevent LBP. A 2016 
systematic review on prevention of 
LBP14 found 21 randomized controlled 
trials with a total of 30,850 participants. 
This systematic review showed evi-
dence that both exercise alone and in 
combination with education were ef-
fective in reducing LBP episodes (35% 
and 45% risk reductions, respectively) 
for up to one year. However, the trials 
included in the review had a number 
of methodological flaws. The trials 
were typically small and unregistered 
and did not attend to trial features, such 
as  concealed allocation, masking and 
intention-to-treat analysis (known to 
control against bias). Consequently, it is 
likely that these trials overestimated the 
prevention effects. Despite the favora-
ble results, these exercise programs are 
relatively costly and time consuming 
often requiring people to attend many 
sessions. For example, in the Soukup 
et al, randomized controlled trial partic-
ipants were required to attend 20 group 

sessions of exercise and education over 
a period of 13 weeks.15

Self-management programs aim to em-
power patients with skills that help 
them become more active and respon-
sible in the management of their con-
dition.16 Previous studies have demon-
strated that a self-management program 
has some beneficial effect on manage-
ment of a number of conditions, such as 
asthma, arthritis, diabetes, and chronic 
LBP.17,18 Thus, an effective self-manage-
ment intervention in which the patient/
participant is empowered with knowl-
edge and skills to prevent future epi-
sodes of LBP would be ideal, reducing 
the cost and time burden for partici-
pants, and increasing the likelihood of 
large- scale implementation.

The McKenzie method–based self- 
management approach has sever-
al potentially  important advantages 
over traditional group-based exercise 
 approaches in preventing recurrence 
of LBP. The  program involves very sim-
ple exercises that are quick to perform 
and can be done on a daily basis with-
out the need to attend regular exercise 
classes.  Exercises focus on balancing 
mechanical forces created by the pos-
tures or positions used by each individ-
ual throughout a typical day (ie, if a per-
son spends most of the time in either 
a flexed or extended spinal posture, 
exercises will be focused on the op-
posite direction). For most people this 
involves lumbar extension to counter-
act the large amount of flexion activity 
typical of most people’s lives either in 
sitting or performing manual tasks. Im-
portantly, the  McKenzie method-based 
self-management approach also pro-
vides simple strategies with the aim of 
allowing management of mild episodes 
without seeking care.

To our knowledge, there are no pub-
lished studies that have evaluated the 
effectiveness of McKenzie method–
based self-management approach in 
secondary prevention of a recurrence 
of LBP. A previous study by Larsen and 
colleagues19 investigated prone exten-
sion exercises for the “prevention” of 
LBP. The study recruited military con-
scripts and randomized them to ed-

ucation and passive prone extension 
exercises done daily or a group that 
received no intervention (control). Sig-
nificantly fewer people in the interven-
tion group than in the control group re-
ported back problems during the 1-year 
follow-up (33% and 51%, respectively). 
The main limitation of this study is that 
it recruited a heterogeneous population 
with and without current LBP, so assess-
ment of the effect of the intervention on 
prevention is difficult, as approximately 
25% of participants had pain at the start 
of the study. The study also had a fair-
ly high dropout rate (21%). We believe 
it is important to test if the promising 
findings can be generalized to a broad 
population sample who have recently 
recovered from an episode of LBP.

Therefore, the aim of our randomized 
controlled trial is to compare the 
 effectiveness of the McKenzie  method–
based self-management and educa-
tional  approach with that of a mini-
mal intervention control in preventing 
recurrence of LBP in people recently 
recovered from an episode of non-
specific LBP. We will also investigate 
whether the approach reduces the 
impact of back pain over 1 year, and 
establish the risk of adverse events 
during the follow-up period. A safe, 
low-cost, and effective intervention to 
prevent recurrences of LBP would be 
of enormous benefit to individuals and 
society.

Methods
Design Overview
The SAFE Trial is designed to be a 
pragmatic randomized controlled trial, 
where the outcome assessors and the 
statistician are masked. A total of 396 
participants who have recently recov-
ered from an episode of nonspecific 
LBP will be randomized to either the 
McKenzie method–based self-manage-
ment approach or a minimal interven-
tion group control. Participants will be 
followed-up from the day of randomi-
zation for a minimum of 12 months and 
up to 30 months, depending on when 
they enter the study. The primary out-
come is days from randomization to a 
self-reported recurrence of activity-lim-
iting LBP. The SAFE Trial design is illus-
trated in the Figure. The Pragmatic in 
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design, the SAFE  Trial aims to  determine 
the benefit of the  intervention in a re-
al-world clinical setting.20,21 There are 
limited inclusion and exclusion criteria, 
treatment is tailored to the individual, 
and outcomes are  directly relevant to 
participants.

Participant Eligibility and 
Recruitment
Eligibility. We will include 396 
participants who are at least 18 years 
old and who have recently recovered 
(within the last 6 months) from an 

episode of nonspecific LBP (with or 
without leg pain). Nonspecific LBP is 
defined as pain in the area between 
the 12th rib and buttock crease22 not 
attributed to a specific diagnosis, such 
as ankylosing spondylitis or vertebral 
fracture. Recovery is defined as having 
occurred after 7 consecutive days with 
pain no greater than 1 on a numeric 
pain rating scale (ratings  =  0–10). 
Participants will be excluded if 
they meet any of the following 
criteria: previous spinal surgery; co-
morbidity restricting or preventing 

safe participation in exercise (eg, 
traumatic brain injury, psychological 
illness); inadequate English usage 
to complete outcome measures; 
previous exposure to the McKenzie 
method–based self-management 
approach as a method of preventing 
future LBP; or current pregnancy. 
Participants will be recruited from the 
community via advertisements (eg, 
public noticeboards, websites) and 
from primary care clinics (general 
practitioner, physical therapist, or 
chiropractor) in Sydney, Australia.

Screening for eligibility (n=?)

Inclusion Criteria
Recovered from a previous episode of nonspecific 
LBP within the last 6 mo

Episode of back pain is defined as pain intensity >2/10 
lasting at least 24 h 

Recovery is defined as ≥7 d with pain no greater than 
1 on a 0-10 numeric pain rating scale

Exclusion Criteria
Previous spinal surgery
Comorbidity preventing participation in an exercise 
program
Previously exposed to similar McKenzie prevention 
program 
Less than 18 years old
Currently pregnant

Informed consent obtained and 
baseline assessment collected 

Concealed random allocation 
(n=396)

Mckenzie method–based self-management group
(n=198)

Physical therapy sessions (2 x 30-45 min, approximately 
2 wk apart)

Minimal intervention group (control)
(n=198)

Advice session given via phone and booklet

Data collection
Monthly follow up (SMS/email) to assess if a 
recurrence has occurred

Outcome assessment at 3, 6, 9, and 12 mo for impact 
of back pain and process measures (masked
assessor) via phone call

Figure.
Design of SAFE Trial study. LBP = low back pain, SMS = Short Message Service.
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Recruitment procedure. The trial 
advertisements will direct members of 
the community interested in the study 
to contact the researchers. Also, patients 
being discharged from primary care 
clinics on recovery from an episode 
of nonspecific LBP will be informed 
about the study by their clinician. 
People interested in finding out more 
about the study can either contact the 
researchers directly (phone or email) or 
provide verbal consent for the clinician 
to forward their contact details to the 
researchers. The participant information 
and consent form will be posted or 
emailed to the participant. Potential 
participants referred to the study will 
be contacted by phone to explain 
the study in more detail and answer 
any questions they have. Potential 
participants who want to volunteer for 
the study will be screened to determine 
if they meet all study eligibility criteria.

Participants will be enrolled into the 
study over the phone without meet-
ing one of the researchers in person. 
Therefore, the consent will be a verbal 
consent. We will gain verbal consent 
over the phone through the following 
process. After answering any questions 
the participant has about the study, the 
researcher will read the following state-
ment: “By completing this questionnaire, 
you are indicating that you have read 
and understood the information in the 
participant information and consent 
form provided to you and any questions 
you have asked have been answered to 
your satisfaction. You agree to partici-
pate in this research, knowing that you 
can withdraw from further participation 
in the research at any time without con-
sequence.”

Baseline Assessment
After fulfilling the eligibility criteria, 
agreeing to participate, and providing 
verbal consent, participants will under-
go a standardized baseline assessment 
over the phone. This will take approxi-
mately 10 to 15 minutes and will  collect 
data on demographics, history of LBP 
and prognostic factors for recurrence. 
All baseline data will be entered  directly 
onto a hard copy of the baseline assess-
ment questionnaire and then entered 
into the electronic database at the first 
available opportunity.

Randomization
Immediately after completing the 
baseline assessment, participants will 
be randomly allocated into either the 
 McKenzie method–based self-manage-
ment approach group or minimal inter-
vention (control) group. The researcher 
will open the next consecutively num-
bered, sealed, opaque randomization 
envelope to ensure concealed  allocation. 
A randomization schedule—incorporat-
ing randomly permuted block sizes of 
4, 6, and 8—will be generated prior to 
the commencement of the trial by an 
independent investigator not involved 
in participant recruitment, treatment, or 
follow-up, using a computer program. 
Randomization will be stratified by his-
tory of more than 2 previous episodes of 
LBP (dichotomised as “yes” or “no”) as 
our previous research showed that this 
is the only known consistent predictor 
of recurrence.13 Study participants will 
be considered enrolled into the study 
when the allocation envelope is opened 
and the participant is assigned to either 
the McKenzie method–based self-man-
agement approach or the minimal inter-
vention group. They will receive a study 
enrollment number and this will be doc-
umented in the participant’s clinical trial 
record and on all study documents.

Masking. Due to the nature of the trial, 
complete masking will not be possible. 
In an effort to mask the participants as 
much as possible to the trial research 
question, they will be told that the study 
is comparing 2 methods for preventing 
future recurrence of back pain, one 
delivered face-to-face and the other 
delivered over the phone. Also, it will 
not be possible to mask the treatment 
providers to group allocation. The 
statistician and the outcome assessors 
will be masked to group allocation.

Study Interventions
Minimal intervention group 
(control). Participants allocated to the 
minimal intervention (control) group 
will receive simple advice that is widely 
available about how to prevent back 
pain. This will be delivered over the 
phone by a physical therapist. The key 
points in this advice will be maintenance 
of regular exercise and education about 
lifting and handling objects safely, 

taking approximately 10 to 15 minutes. 
Participants in this group will be posted 
a copy of the “Managing Back Pain – 
Get Back on Track” booklet,23 which 
was developed by Bupa Australia Pty 
Ltd (private health insurance company). 
This booklet includes general advice 
about back pain prevention and self-
management. The company has given 
consent for the booklet to be used in 
this project. Participants will have the 
opportunity to contact the physical 
therapist who delivered the intervention 
on one further occasion, approximately 
2 to 4 weeks after being randomized, by 
email or phone, if they require further 
clarification.

McKenzie method–based self-manage-
ment approach group. Participants 
allocated to the McKenzie method–
based self-management approach group  
will attend two 30- to 45-minute 
individual sessions with a trained 
physical therapist. These sessions 
will be approximately 2 weeks apart. 
In the first session, study physical 
therapists will assess participants 
using the McKenzie Institute Lumbar 
Spine Assessment Form.24 The history 
will focus on developing a clear 
understanding of the previous episodes 
including causal or aggravating 
factors, and the daily mechanical and 
postural stresses for each individual. 
The physical examination will assess 
habitual postures and their relationship 
to symptoms, spinal movement loss, 
and any effect of repeated spinal 
movements on symptoms and mobility. 
This assessment will help the therapists 
to gather information that will guide 
prescription of an appropriate home 
prevention exercise program for each 
particular participant’s circumstances. 
The participant will be provided with 
and educated about an individualized 
simple specific exercise program 
focusing on movements that balance/
counteract the postures or positions 
habitually adopted throughout the 
day and on improving any existing 
movement loss. Because the intervention 
is individualized for each participant, 
the exercises to be completed at home 
will vary in frequency and duration, 
based on the judgment of the assessing 
physical therapist. Typically exercises 
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will be performed multiple times per 
day and be of short duration.

At the follow-up session, the physical 
therapists will perform a reassessment 
and obtain feedback from participants 
on how the program is going and any 
barriers to adhering to the program. 
Depending on this reassessment the 
physical therapist will then modify or 
progress the home exercise prevention 
program as needed. The therapist will 
emphasize the importance of continu-
ing these exercises indefinitely as a 
prevention strategy for back pain re-
currence. For most people the exercise 
program will involve lumbar extension 
to counteract the large amount of flex-
ion activity typical of most people’s 
lives (either sitting or performing man-
ual tasks).

Follow-up
Participants will be followed up 
monthly by email or text message 
from the day of randomization into 
the study for at least 12 months and 
up to 30 months, depending on when 
they enter the study. To make maxi-
mum use of all available data, the 
usual practice in studies using sur-
vival analysis is to follow people un-
til the study concludes. Because peo-
ple enter the study at different dates, 
some participants will be followed for 
only 12 months and some will be fol-
lowed for as long as 30 months. Par-
ticipants will be asked whether they 
have had a recurrence of LBP of in-
tensity greater than 2 on a numeric 
pain scale (ratings  =  0–10) and last-
ing at least 24 hours within the past 
4 weeks or since the last contact from 
the research team. If participants re-
ply “yes” to this email or text message, 
a study researcher will contact them 
via phone call for further information 
about this recurrence. Participants 
who have not replied to the first text 
message or email within 2 days will be 
sent a second text message or email. 
Participants not responding to these 
2 messages will be then contacted by 
phone. In addition to the recurrence 
data, outcome data will be collected at 
3, 6, 9, and 12 months from random-
ization into the study by a phone call 
at these time points. Follow-ups will 

be conducted by a researcher masked 
to group allocation.

Outcome Measures
Primary outcome. The primary 
outcome will be the number of days 
from randomization to first self-
reported recurrence of an episode of 
activity-limiting LBP (somewhat or 
greater activity limitation measured 
using an adaptation of item PI9 of 
the PROMIS item bank to measure 
pain interference).25 Participants will 
be followed up for this outcome for 
between 12 and 30  months post-
randomization, depending on when 
they are randomized into the study.

Secondary outcomes. One secondary 
outcome will be the number of days 
from randomization to first self-
reported recurrence of an episode 
of nonspecific LBP (intensity > 2/10 
on the numeric pain rating scale and 
lasting at least 24 hours).26 Participants 
will be followed up for this outcome 
for between 12 and 30  months after 
randomization, depending on when 
they are randomized into the study.

Days from randomization to first self-re-
ported recurrence of an episode of LBP 
leading to care seeking (with consulta-
tion to a health care provider) will be an-
other secondary outcome. Participants 
will be followed up for this  outcome for 
 between 12 and 30 months after rand-
omization, depending on when they are 
randomized into the study.

The personal impact of LBP over the 
first 12 months after randomization 
will be determined for all participants 
in the study. The impact of back pain 
will be measured with the Impact of 
Back Pain Questionnaire using 9 items 
of the  29-item PROMIS short form.27 
This measure was recommended in 
the  recent NIH Task Force report on 
research standards for LBP.27 These 
9  items cover the domains of pain in-
tensity, pain interference with normal 
activities, and functional status. The 
total score on the Impact of Back Pain 
Questionnaire ranges from 8 (least 
 impact) to 50 (great impact). This out-
come will be collected at the 3-, 6-, 9-, 
and 12-month follow-ups by asking 

about the impact of back pain over the 
past 3 months.

Process Measures
Additional process measures will also 
be collected. These measures will help 
better understand the study results and 
include:

Physical activity levels will be meas-
ured by the International Physical 
Activity Questionnaire (IPAQ).28 This 
questionnaire estimates a participant’s 
physical activity level over the past 
week.  Physical activity measures will be 
 collected at baseline and at the 3- and 
12-month follow-up assessments.

Study program compliance will be 
monitored by recording attendance 
at the two physical therapist visits, 
 asking physical therapists to rate their 
 perception of participant compliance 
to the home exercise program between 
the participants initial and second visit 
(2-week period), and asking participants 
to rate compliance with home program 
using the Brief Adherence Rating Scale 
at 3-, 6-, 9-, and 12-month follow-ups.

Credibility/expectancy regarding treat-
ment will be measured with a  credibility/
expectancy questionnaire modified from 
Devilly and Brokovec.29 This question-
naire will provide information on the 
participant’s beliefs about the interven-
tion received. The credibility/expectancy 
scores will be collected at the 3-month 
follow-up assessment.

Adverse Events and Use of    
Co-interventions
Adverse events will be considered to 
be any health problems or complaint 
reported by the participants during the 
study. Adverse events will be collect-
ed by self-report at the 3-month and 
12-month follow-up assessments af-
ter randomization. Data on use of any 
 intervention for treatment or prevention 
of LBP, apart from the study program, 
will be collected at all follow-up assess-
ments (3, 6, 9, and 12 months).

Physical Therapist Training and 
Treatment Fidelity
We will work with a small number of 
physical therapist clinicians (eg, 8-10), 
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who have undertaken, at least, training 
in the McKenzie Method of  Mechanical 
Diagnosis and Therapy, Parts A and 
B, or are fully credentialed in the Mc-
Kenzie method, around metropolitan 
 Sydney. All study physical therapists 
will be trained in the study intervention 
procedures in a single session lasting 
approximately 1 hour. H.A.C. will be 
responsible for ensuring that clinicians 
are adequately trained to deliver the in-
tervention and for assessing compliance 
with the study procedures. She will be 
in regular contact with the participat-
ing clinicians, to discuss any issues in 
delivering the intervention and provide 
reminders of the study procedures. She 
will attend some sessions to directly 
observe the fidelity of the intervention 
being delivered. Physical therapists will 
complete standardized assessment and 
prevention strategy notes for each ses-
sion that will be collected by research-
ers after the participants’ final sessions.

Data Analysis, Monitoring, and 
Auditing
Sample size calculation. The sample  
size was calculated for the primary 
outcome using PASS statistical 
software (NCSS Statistical Software, 
Kaysville, Utah), as described by 
Lakatos.30 For a 2-sided log rank 
test with an alpha value of 0.05 we 
calculated that a sample size of 198 
participants per group will provide 
80% power to detect a 40% relative 
reduction in recurrence rates between 
the treatment group and the control 
group. These calculations are based 
upon 30% recurrence in 1 year in 
the control group. Higher rates of 
recurrence typically reported in the 
literature would increase power. Our 
sample size calculations are based 
on an 18-month accrual period and 
12-month follow-up period. We have 
conservatively allowed for 1% loss 
to follow-up, and 1% treatment non-
adherence per month in both groups.

Data integrity and analysis. All 
study data will be entered into an 
electronic database as soon as possible 
after being collected. Access to the 
data obtained in this research will be 
restricted to the researchers involved 
in the collection and analysis of the 

data. Participant confidentiality will 
be maintained through secure data 
storage, during and after the study. 
Data will be carefully monitored for 
any errors. We will use descriptive 
analyses to identify outliers and 
potential errors. All data being entered 
manually will be double entered by a 
second researcher and checked for any 
data discrepancy.

Data will be analyzed by a statisti-
cian who is masked to group status. 
The primary analyses comparing the 
groups will follow the intention-to-treat 
 principle.31 For the primary outcome, 
a P value of <.05 will be considered 
 statistically significant. For the second-
ary outcomes, a P value of <.01 will be 
considered significant.

For the primary outcome analysis, 
we will assess difference in survival 
curves (days from randomization to 
first self-reported recurrence of activ-
ity-limiting LBP) using the log-rank 
statistic. Cox-regression will be used 
to assess the effect of treatment group 
on hazard ratios. We have stratified 
for the only known predictor of recur-
rence (previous recurrence).13 We will 
treat prognostic  factors for LBP32,33 as 
potential confounders and, if these 
are unbalanced despite randomiza-
tion, we will include them as covar-
iates in the analysis. The proportion-
al hazards  assumption will be tested 
using the time- dependent  covariate 
method.

For the secondary outcomes of days 
from randomization to first self- 
reported recurrence of either an 
 episode of  nonspecific LBP or an 
 episode of LBP leading to care seeking, 
a survival  analysis analogous to that of 
the primary outcome will be conduct-
ed. To investigate whether the inter-
vention will have an influence on the 
impact of back pain over a 1-year peri-
od, we intend to use repeated-measures 
linear models; however, given that this 
is a new  measure, we will explore the 
data distribution before making a final 
decision.

A secondary analysis will assess 
the presence of a limited number 

of  baseline variables as modifiers 
of treatment effects. Variables to be 
 investigated include age, body mass 
index, number of previous episodes, 
sitting time, perceived risk of recur-
rence, and frequency of exposure to 
heavy loads and awkward positions.

Ethics Approval
Ethical approval was obtained from 
Macquarie University Human Re-
search Ethics Committee in April 
2016 (ref. no. 5201600187). The study 
will be conducted in accordance with 
the National Statement on Ethical 
Conduct in Human Research 2007.34 
Compliance with these standards pro-
vides assurance that the rights, safety 
and well-being of trial participants 
are respected. The study protocol 
will be implemented and reported 
in line with the SPIRIT statement.35 
Also, the completed clinical trial and 
its results will be reported  according 
to CONSORT36,37 and  TIDieR38 guide-
lines. Study  results will be dissemi-
nated at research  conferences and as 
published articles in peer-reviewed 
journals. 

Role of the Funding Source
This trial is funded by the International 
Mechanical Diagnosis and Therapy Re-
search Foundation – USA. The funders 
will have no role in this study other 
than to provide  funding.

Discussion
Potential Impact and 
Significance of the Study
Back pain places an enormous burden 
on individuals and society as demon-
strated by the recent Global Burden 
of Disease Study reports.2,3 Much of 
this burden is due to the recurrent 
nature of LBP. The great majority of 
trials in the back pain field evaluate 
treatment rather than prevention. A 
recent  systematic review investigating 
all interventions for prevention of LBP 
found low- quality evidence supporting 
exercise as a strategy for preventing 
future back pain episodes. The lack 
of high-quality back pain prevention 
research limits the ability to provide 
clinicians and patients with strong 
 recommendations about effective 
 prevention approaches.
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To our knowledge, this study will be 
one of only a few high–quality, large 
trials evaluating secondary prevention 
of recurrent LBP and the first evaluat-
ing the McKenzie method-based self- 
management approach, which aims 
to teach participants simple exercise 
 focused on balancing mechanical forces 
or positions used during typical daily 
activities and improving mobility. The 
identification of a cost-effective method 
to prevent recurrences of LBP would be 
a major breakthrough and could make 
an enormous contribution to global 
health. If this self- management ap-
proach is found to be  effective against 
recurrence of LBP, our research will 
have the potential to help prevent pain 
and disability for millions of people 
worldwide.

Strengths and Weaknesses of the 
Study
This trial was prospectively registered 
with the Australian and New Zealand 
Clinical Trial Registry, and the sample 
size was preplanned to provide ro-
bust evidence. We will use a stratified, 
blocked randomization process, con-
cealed allocation, masked assessments, 
and an intention-to-treat analysis. 
 Experienced physical therapists trained 
by the research team in the study pro-
cess will be conducting the McKenzie 
method–based intervention, and the 
quality of the intervention will be mon-
itored. Due to the nature of the inter-
ventions, it is not possible to mask the 
therapists and participants to the treat-
ment allocation, but outcome assessors 
and statisticians will be masked.

Recruitment for clinical studies is 
 typically difficult, but, we have designed 
the study to make this process as easy 
as possible. We will be recruiting partic-
ipants for this study primarily through 
community advertisements, and also 
through primary care clinicians as need-
ed. The role for the recruiting clinicians 
will be simply, as they need only pass on 
the study information to appropriate pa-
tients. The time commitment for patients 
will be relatively small, and all follow-up 
assessments will be done remotely. 
However, if we do struggle with these 2 
recruitment strategies, we will increase 
the number of recruiting  clinicians and 

investigate barriers to  recruitment from 
all perspectives.

Contribution to the Physical 
Therapy Profession
High-quality evidence about prevention 
of LBP is very important for physical 
therapy, given that LBP and the associ-
ated recurrences are the most  common 
condition presenting to musculoskeletal 
physical therapists. If we find  evidence 
for the effectiveness of the McKenzie 
method–based self-management pro-
gram, then this has the potential to 
 influence the physical therapist man-
agement of many patients who could 
be provided with this program when 
they recover from an episode of LBP. 
Physical therapists could offer this pro-
gram to people in the community who 
are not currently seeking care but who 
have recurrent episodes of LBP. The 
skills and training of physical therapists 
make them the ideal professionals to 
deliver evidence-based interventions 
for prevention of LBP.
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