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Background

Low back pain (LBP) is a common disabling and expensive disorder. In 1998 treating this cost the
NHS £1632M.[1] NICE guidelines for the early management of chronic non-specific LBP recommend
that clinicians consider offering patients with chronic LBP a course of one of a range of different
therapies (acupuncture, exercise, manual therapy), depending on the patient’s preference.[2] These
therapies yield modest beneficial effects at a modest cost. The clinical effects and the cost-
effectiveness of these different treatments are of a similar magnitude, so there is no clear basis for
preferring any one of these treatments for use in the NHS.[2] However, it is likely that some patients
will obtain more benefit from one type of treatment rather than another. An understanding of the
factors which inform patient choice and decision-making will help patients make the best decision
for them. This will help maximise the uptake and effectiveness of these treatments.

Informed patient choice improves health and patient centred outcomes and is central to ‘Creating a
Patient Led NHS’ and the NHS Constitution.[3-5] A patient-centred approach using shared decision-
making (SDM), involves the patient and healthcare professional discussing treatment options and
agreeing a management plan.[6,7] This approach is widely advocated but its use in practice is
challenging.[8] SDM involves adopting a patient-centred approach; taking patient expectations,
preferences, concerns and ideas into account. In contrast, informed decision-making presents
patients with relevant information and options without the healthcare professional expressing a
preference. This ‘informed model’ gives patients autonomy but fails to take into account the shared
interaction.[9] We prefer to call this patient-practitioner interaction ‘informed shared decision
making’ (ISDM). The quality of patient-practitioner interactions may be crucially important in
improving back pain outcomes.[10]

Coaching to support patients making decisions is effective in aiding patients’ knowledge, information
recall, and participation in decision making.[5] Decision aids are ‘interventions designed to help
people make specific and deliberate choices among options by providing information about the
options and outcomes relevant to a person’s health status’.[5] These provide information to
facilitate patients’ involvement in the decision making process. Patient expectations and
preferences also play a role in decision-making and may affect outcomes. Patients with a higher
expectation of recovery have reported higher functional improvement.[11] Within randomised
controlled trials (RCTs) those randomised to their preferred treatment gain more benefit.[12] One
RCT of LBP treatment found that those who expected better outcomes with treatment gained more
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benefit than those who did not, another one failed to show that expectations affected
outcome.[13,14] Patient preferences may also affect treatment adherence.[15]

Patients want a patient-centred approach to decision-making incorporating communication,
partnership and health promotion.[16] Problems arise because guidelines make assumptions about
peoples’ preferences. Clinicians do not always involve patients in decision-making; possibly because
they feel ill trained to do so.[17] Despite this, GPs have positive views about SDM and can gain the
skills required to implement SDM in practice.[18,19] An RCT of this approach did not find significant
differences in patient-based outcomes.[20] There are very few studies of physiotherapists’ beliefs
about the treatment of back pain.[21]

Building on previous work, we want to test the hypothesis that an ISDM model, used at first contact
with physiotherapy services, can improve outcomes for patients with LBP. This proposal focuses on
exploring the process of decision making, developing a manualised decision support package (DSP),
training physiotherapy staff in its use, and testing its effect on patient satisfaction.

A cluster randomised control trial testing the hypothesis that improved ISDM improves clinical
outcomes and the cost-effective use of healthcare resources is beyond what is practical with the
RfPB funding and unlikely to be funded without good quality feasibility data. If we can show
improved satisfaction with treatment in this pilot it will form the basis for a future application for a
definitive RCT with clinical and cost-effectiveness as its outcomes.

Research Objectives
The overall aim of this project is to develop and test a Decision Support Package (DSP) to help

patients seeking care for back pain to make better, more informed choices, about their treatment.
In this pilot study we will:
1:- Developing an understanding of the factors which inform choice and decision-making.
2:- Using this information we will develop a manual, and training package, to help health
professionals with the informed shared decision-making process.
3:- We will test this intervention in a pilot RCT to measure the effects on patient satisfaction.

Primary outcome measure:
We will use satisfaction with treatment at three months using a five-point Likert Scale (very satisfied
to very dissatisfied) as our primary outcome.

At baseline and three months we will collect:
Pain duration

Work & benefit status

Treatment preferences

LBP-related disability

LBP & disability over the preceding month
Health-related quality of life

Health utility

Anxiety and depression

Self-efficacy for people with chronic pain
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Fear avoidance beliefs

Methods

This proposal starts from the NICE chronic Low Back Pain (LBP) guidelines which advise offering a
course of manual therapy, exercise therapy, or acupuncture.[2] They advise that choice of course of
therapy should be informed by patient preferences. We anticipate that, following implementation of
the NICE guidelines, these therapies should be routinely available. In practical terms, the point of
decision-making is likely to be at first assessment within a physiotherapy department. Our focus is
on decision making in this consultation.

Recruitment

We will identify participants from those seeking treatment from the physiotherapy service at
Coventry PCT. We will include patients referred by other primary and secondary care professionals
and self-referrals.

Table 1: Inclusion/exclusion criteria

Inclusion criteria Exclusion criteria
People seeking treatment for non specific LBP Severe psychiatric disorder
Ages 218 Severe personality disorders
fluent spoken and written English A terminal or critical illness
Possible serious spinal pathology (e.g. tumour,
sepsis or fracture)

We will develop, and test, a complex intervention within the MRC framework for complex
interventions.[22] The final intervention will be a decision support package for patients with LBP.

1) UNDERSTANDING WHAT IS NEEDED

A) Information and evidence for decision making
NICE have reviewed the evidence for the treatment decisions. The information about the treatments
and evidence in our DSP will be based on this guidance, the BeST data and any subsequent high
quality RCTs.

B) Literature review
We have not found any published DSPs for LBP. However, decision aids have been developed for
other conditions.[5,23-25] We will systematically seek studies of decision aids for treatments, for
benign disorders, with multiple moderately effective treatment options. We will extract data about
the components of these interventions and the mechanisms by which they are thought to act. For
example, for a decision aid about natural health products at menopause, it was found women were
influenced by other people’s opinion and cost.[26] We will also systematically identify qualitative
studies of people with chronic back pain that include accounts of why they chose different therapies.
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C) Secondary analysis of interview data
We have interview data from people living with back pain undertaken to investigate change over
time when living with back pain. We will re-analyse these data to identify influences on treatment
decisions.

D) Patients’ perspective
Informed by A-C we will develop an initial screening questionnaire to explore current patient

preferences and to identify people interested in participating in our focus groups. We will approach
around 100 people seeking care from the physiotherapy department for LBP. Interested respondents
will provide a sampling frame for our focus groups. Our purposive sampling with be informed by age,
duration and severity of LBP, previous treatments, and satisfaction with current treatment.

We will run two focus groups to develop a broad understanding of the factors that inform choice
and decision making among patients with back pain in which we will explore:

¢ how patients make decisions and choices about treatments for their back pain

¢ what information patients would like to help them make more informed choices

e what patients think of the existing material on offer to them.

E) Physiotherapists’ and experts’ perspective
To develop a broad understanding of therapists’, and experts’, views and experiences of informed

shared decision making for LBP treatments, we will:
a) recruit physiotherapists who regularly provide first contact care for low back pain from a
neighbouring PCT to a nominal group a formal consensus method using statistical
aggregation.[27]
b) undertake a Delphi study with ‘experts’ in the experience of LBP such as patient group
leaders, expert patients, advocacy group activists, and ‘experts’ in decision support &
decision aids.

Analysis of qualitative data
Qualitative data will be analysed by the researcher in collaboration with other members of the
research team using the FRAMEWORK method to identify key concepts and themes.[28]

2) DESIGNING AND DEVELOPING THE INTERVENTION
Using the data from part one, we will design a DSP to help patients make better informed choices.

This work will be carried out in collaboration with physiotherapists, patients, and experts in the field
of decision support and decision aids. At this time it is difficult to predict the exact nature of the DSP
— this will depend on the findings from part one. However, we anticipate that there will be: an
information package that summarises the nature of each intervention; a rationale for the
interventions and what is known about their effectiveness and cost-effectiveness. This will be
suitable for use by both patients and therapists. We anticipate a training programme for
physiotherapist to improve their knowledge of the treatment options and their skills in ISDM. The
DSP will be designed to be easily implementable into routine NHS care.

Visual images maybe useful in the DSP therefore we will ask a select number of patients receiving
the different treatments supported in our DSP to have their photograph taken during the treatment
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session. We will provide patients with a patient information leaflet explaining the use of the
photographs and ask them to sign a consent form if they wish to take part.

3) OPTIMISING THE DSP
We will randomly allocate half of the physiotherapists to deliver the intervention. In the early phase

we will ask physiotherapists to test the intervention in an uncontrolled manner allowing us to test
practicality and feasibility in the clinical environment. We will assess this by direct observation of the
consultation process and focus groups with patients and physiotherapists. This will allow us to
optimise the intervention before starting the pilot RCT.

4) PILOT RCT
Coventry PCT physiotherapy service sees 300 new LBP referrals a month, with many patients seen

within four weeks of initial referral. The service uses a paper free referral system making it the
patients’ responsibility to call the ‘Back Pain Hotline’ and book an appointment following advice
from their GP. A rapid assessment of potential participants is needed to ensure service quality is not
affected.

a) At the first point of contact with the physiotherapy service, the hotline staff will make the
patient an appointment. The physiotherapy department will send each participant an
invitation letter, patient information sheet, consent form, reply slip and pre paid envelope
by first class post. In the invitation letter participants will be advised to complete and return
the reply slip if they do not wish to participate. Potential participants will be advised the
research team will contact them, to discuss the study and answer any questions, if no
response is received within seven days from when the invitation pack was sent to them
asking them if they want to participate and to ask them to return the baseline questionnaire.
We believe this is ample time for the potential participants to read the information provided
to them before completing and posting their baseline questionnaire and signed consent
forms. The approaches will be made from the physiotherapy clinic to ensure that no patient
specific data leaves the PCT. We have used a similar approach successfully, and without
complaints from those approached, in a population survey where a poor response rate was
anticipated.[29]

Participants who meet the inclusion criteria and send back a completed baseline questionnaire and
consent form will be included in the trial.

b) Upon receipt of the completed consent form and baseline questionnaire, an eligibility form
will be completed for every potential participant. The participants’ details for those who
meet the inclusion criteria will be communicated to the research team member based at the
physiotherapy department. Participant allocation to the study arms will be via cluster
randomisation by therapist. Those who have an appointment with a physiotherapist
randomised to the intervention arm will receive the Decision Support Package two weeks
before their initial appointment.
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c) Participants will attend a one to one assessment by a physiotherapist, either usual care or
DSP enhanced. They will be informed of the treatments on offer. The patient will have the
opportunity to discuss and choose their treatment.

d) After the consultation the patient will be sent a brief questionnaire addressing their
satisfaction with the decision-making process. They will return this by post to the study
team.

e) The participants will then complete their course of treatments in the usual manner. We
anticipate that all of these treatments will be complete within three months. We will send
follow-up questionnaires, including questions on satisfaction with treatment, and standard
back pain outcome measures by post, three months after randomisation.

f) Recruited participants follow-up

We will send postal reminders after two and four weeks, and if necessary, we collect a minimum
data set by phone from non-responders. As the recruitment team will have the participants contact
details, a letter will be sent two weeks from their follow-up due date, asking them to return the
follow-up questionnaire, if not received a week after it has been posted to them. We will collect core
outcome measures via telephone if participant is not able to return the form back to the Clinical
Trials Unit. This will help reduce loss to follow-up by utilising an established and effective system
that utilises reminders by letter/or telephone contact.

Allocation concealment and protection from bias

Physiotherapy randomisation: We will randomise half the physiotherapists to be intervention
therapists and half to be control therapists. Physiotherapists’ randomisation was carried out by
statisticians not otherwise connected to the study. We will seek to minimise the risk of
contamination by asking the intervention therapists not to share the material with the control
therapists. Any contamination will reduce any apparent treatment effect.

Participant treatment allocation: Patients will then be cluster randomised by physiotherapists. The
patients will be allocated to the study arm their consulting physiotherapist has been randomised to.
Once the consent form and baseline questionnaire is received, an eligibility form will be completed
to ensure which patients meet the inclusion criteria for the study, and those who do, their trial
numbers will be communicated to the Principal Investigator at the physiotherapy department. When
completing the eligibility form, the study team based at Warwick Clinical Trials Unit will not know
which physiotherapist the eligible patient will be seeing therefore not know the patients’ allocation
arm. The hotline staff members, responsible for making initial assessment appointment for the
patients and sending the invitation packs to the potential participants, will be blind to which arm the
physiotherapists has been randomised to. Patient allocation to physiotherapist will be random too.
To ensure of this, at random time points of the recruitment period, the hotline staff members will be
asked by the study team if they were aware which physiotherapist is in which arm.
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The study team except for the statistician will remain blind to treatment allocation until after the
statistical analyses are complete.

Outcome measures

Our package of outcome measures is based on those we have used successfully in two previous large
scale community based trials of LBP treatments and are in line with international recommendations.
[30,31]

Baseline data
e Demographic data - age, gender and ethnicity
e Pain site, symptoms, frequency and duration [32]
e  Work & benefit status
e Treatment preferences

Primary outcome measure:

We will use satisfaction with treatment at three months using a five-point Likert Scale (very satisfied
to very dissatisfied) as our primary outcome. We have used this question in previous back pain trials.
It is an amended version of the standardised and recommended single-item question.[33]

A study of this size is unlikely to show a change in clinical outcomes. Satisfaction with treatment is a
useful outcome measure that is likely to be more sensitive to change than clinical outcomes. If, in
this pilot, we can generate some evidence that we can improve satisfaction we will have a
justification for proceeding to a trial to improve clinical outcomes.

Secondary outcome measures:

e Roland Morris Disability Questionnaire (RMDQ) [34] - The leading measure of LBP-related
disability in primary care trials.

e Modified Von Korff [35] - A measure of LBP & disability over the preceding month.

e SF-12 - A generic measure of health-related quality of life. [36]

e EuroQol [37] - A generic measure of health utility that is designed for use in RCTs.

e Hospital Anxiety and Depression Scale (HADS) [38] - An established and validated self rating
instrument for anxiety and depression.

e Pain Self-Efficacy Questionnaire (PSEQ) [39] - An established measure self-efficacy for people
with chronic pain.

e Fear Avoidance Beliefs Questionnaire (FABQ) [40] - The physical sub-scale of FABQ measures
attitude to movement in back pain.

e Compliance - we will measure compliance from the physiotherapy department’s attendance
records.

Immediate follow-up

The immediate follow-up assessment will focus on satisfaction with the decision making process. We
will use the ‘Satisfaction with Decision Scale’.[41] This is a tool used to measure satisfaction with the
health care decision. The scale has been adapted and applied to other conditions. [42]
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Three-month follow-up

For this pilot RCT we will do a single follow-up after three months; when treatment will be complete
and maximum benefit from treatment is expected. In addition to measuring satisfaction and
repeating baseline measures we will collect data on health service use and health transition.[43] We
have collected this data in two previous trials. [30,31]

Once the participant’s three months follow-up has been received by the IMPACT-LBP research team,
a sub-sample of approximately 40 participants, selected on the basis of outcomes and demographic
profile will be invited to consider referral to an additional interview study — the EPIC study which is
investigating experiences of the treatment, perceived outcomes and the relevance of measures used
in IMPACT-LBP.

Exploring Perceptions of Important Change (EPIC) study protocol

The IMPACT research team will develop a profile of participants who return three month follow up
guestionnaires. The profile will include basic demographics and concordance status — that is a
reflection of the match between participant’s scores on the Roland Morris questionnaire and the
Health Transition Question. Participants will be described as concordant where both measures
indicate deterioration or improvement, discordant 1, where the Roland Morris indicates
improvement and the response to the Health Transition Question indicates deterioration and
discordant 2 where the Roland Morris indicates deterioration and the Health Transition Score
indicates improvement. The profile will be used to allocate participants to the EPIC study sampling
frame and determine eligibility for the study. IMPACT participants whose profile makes them eligible
for EPIC will be sent a follow-up pack including the EPIC study participant information leaflet, and an
invitation letter requesting the participant to consider taking part in an interview. Permission to
share contact details and outcome measure scores with the EPIC team will also be sought. No
further action will be taken where permission is withheld. Where permission is given contact details
and outcome measure scores will be provided to the EPIC researcher based at Queen Mary,
University of London. The EPIC researcher will contact the potential participant, provide more
information as necessary and as appropriate arrange a convenient time to meet. Formal informed
consent to interview participation will be obtained prior to data collection. During the interview,
which will last around one hour, the participant will be asked about changes in their back pain, what
changes were most important to them, to what extent the outcome measures captured information
about these aspects, and where they felt the outcome measures could be improved. A full protocol
for this study and the related documents has been submitted to South East Coast- Brighton and
Sussex Research Ethics Committee for ethical consideration; REC reference number 11/L0/1190.

Sample size

In BeST the difference in satisfaction with treatment at three months was 23.6% compared to 54.3%
for control and treatment arm, respectively.[30] Assuming satisfaction is 50% in the control group
(similar to the treatment arm in BeST) then to show a similar additional improvement to 75% with
80% power at 5% significance level needs data on 58 participants in each group.

However, we need to adjust for clustering design effect due to the change in study design. By
adjusting for cluster randomisation and taking into consideration the number of clusters (number of
physiotherapist recruited into the study=11), the cluster size (number of patients per
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physiotherapist) at 3 months follow-up where the primary outcome measure of satisfaction with
decision-making process is collected would need to be 21-22 patients per physiotherapist. [45]
Taking into account the 20% loss to follow-up by 3months follow-up time point, the cluster size at
baseline needs to be 26-28 patients per physiotherapist therefore a minimum of 286-308
participants. We would like to recruit a minimum of 300 participants.

With the current number of new referral a month at the Coventry and Warwickshire Hospital
Physiotherapy department, the recruitment period is anticipated to be a minimum period of three
months, assuming 30% of the new referral each month express interest in taking part in the study.

Statistical analysis

Descriptive summary statistics for demographic and baseline data will be provided. The
dichotomised responses on the five point Likert scale to the treatment satisfaction question will be
analysed by means of a generalised linear mixed model with logit link, fixed effects for intervention
and baseline pain severity, and random physiotherapist effects. The estimated intervention effect
(odds ratio) will be reported with 95% confidence interval and p-value testing the null hypothesis of
no intervention effect. Continuous outcomes will be reported as difference in change from baseline
with its 95% confidence interval.

Health economics

We will estimate the mean cost of the intervention and other back pain-related NHS services and
participants’ out of pocket expenses over the three-month study period. We will collect information
on the cost of training for the physiotherapists in the DSP group: including the cost of the tutors’
time to prepare and deliver the training, the cost of participants’ time, travel costs and materials.
Therapy cost will be collected from PCT records. The three month follow-up questionnaire will
include questions about use of medication (prescribed and over-the-counter), GP attendances,
inpatient stays, outpatient consultations, and visits to other therapists (NHS and private). Healthcare
cost will be estimated using unit costs from the NHS tariff and standard references texts.[44]

The difference in mean costs and the difference in mean QALYs will be estimated with 95%
confidence intervals, allowing for the effects of treatment, baseline pain severity, and treating
physiotherapist. These estimates will help us to assess the potential benefits of conducting a
definitive trial and economic evaluation. For example, if the DSP is associated with greater
healthcare costs and no apparent improvement in health outcomes over this initial three-month
period, it is unlikely that further research would be worthwhile, particularly if there is also no clear
evidence of a strong patient preference for use of the DSP. However, if cost savings and/or health
improvements are observed, it is possible that DSP may be a cost-effective intervention and further
research would be warranted.
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Study Flow Chart - RCT

Patient calls the ‘Back Pain
Hotline’ to book an appointment

A 4

and pre paid envelope by first class

Appointment made and participant sent an invitation letter, patient
information leaflet, consent form, baseline questionnaire, reply slip

If no response received within seven
days, participant will be called from the
physiotherapy department to discuss the [ guestionnaire return

study and answer any guestions.

A 4

If consent form and baseline

participant included if eligible

Patient cluster randomised by physiotherapist who will have been
randomised to either ‘Control’ or ‘Intervention and DSP training’

If no response received
within seven days,
participant will be sent
postal reminder 2 weeks
from follow-up due date/
phonecall to collect core <

A 4

Patient attends appointment

A 4

Post consultation questionnaire
sent to patient in the post

A 4

Three month questionnaire
sent to patient in the post

outcomes

\ 4

A 4

Patient returns consent form

Patient identified for interview study via EPIC
sampling framework whether deteriorated,
remained stable or improved and invitation

pack sent participate in EPIC study

ARUK funded researcher contacts

Patient is interviewed by

to ARUK funded EPIC > patient by phone to arrange > ARUK funded EPIC
researcher c/o Warwick interview researcher
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