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Background

About 20-30% of the Danish population suffer from chronic nhon-malignant pain (CNMP), making CNMP a
serious health issue. Pharmacological treatment of CNMP is often experienced by patients as being
insufficient. The ability of opioids to cause drug dependency and worsen the pain with long-term use,
together with growing opioid consumption in many world countries, including Denmark, calls for proper
alternatives to treating CNMP.

Many health professionals highlight non-pharmacological multimodal treatment as the central treatment of
CNMP. Current evidence suggests that the bio-psychosocial approach delivered by multidisciplinary teams is
the most effective and potentially cost-effective in the treatment of CNMP. However, there is still no evidence
supporting the most optimal CNMP-treatment composition, i.e. amount and duration; as well as, the
effectiveness of treatment components in different patient subgroups. This lack of evidence is prompting new
studies to identify differential effects of evidence-based CNMP-treatment.

An increased understanding of the role of neural sensitization processes in CNMP and brain plasticity has
suggested a potential reversibility of the negative side-effects of CNMP on patients’ lives and highlighted that
a holistic lifestyle approach should be included in the treatment of CNMP. Changing lifestyle, in combination
with cognitive behavioral therapy, has beneficial effects on metabolic health and physical activity in high risk
groups, i.e. obese health care workers. Lifestyle changes and supervised exercises improve pain and quality
of life (QoL) in patients with osteoarthritis, with maintained effect at 1-year follow-up. Improvements in
lifestyle in CNMP-patients are considered to be as relevant as in other chronic non-communicable diseases,
i.e. hypertension, diabetes, stroke and obesity. However, the effectiveness of a lifestyle approach as part of
a bio-psychosocial treatment of CNMP has not yet been thoroughly investigated.

The occupational therapy (OT) program Lifestyle Redesign® (The University of Southern California, USA)
has demonstrated effectiveness in changing the lifestyle of adults, through a holistic, system-based
approach. Several studies have confirmed that Lifestyle Redesign® is also successful in improving QoL,
physical and social functioning, and self-efficacy in adults; as well as, being cost-effective in older adults. A
retrospective cohort study on Lifestyle Redesign® for CNMP proposed further investigations of the method,
using better control of bias and comparison to controls not receiving the OT component. Thus, there is a
need to investigate whether the lifestyle-oriented OT approach, as part of multidisciplinary rehabilitation,
would improve quality of life and overall health in adults with CNMP.

Aim

The aim of this randomized control trial (RCT) is to investigate the effectiveness of a lifestyle-oriented OT
intervention, which will be added to a current multimodal treatment for adults with CNMP. The improvements
in QoL, occupational performance and participation, pain self-efficacy and lifestyle parameters are expected
to reach significant levels at 52-weeks from baseline, as the primary endpoint of the study. The
improvements are also expected to be seen at the intervention discharge, approximately 4.5 months from
baseline.
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Method

The two-armed randomized controlled trial will enroll 228 patients (1:1 allocation ratio) referred to the
Multidisciplinary Pain Center (MPC) on a regular basis (by family physician, etc.) and who fulfill the eligibility
criteria below. Additionally, 20 participants will be enrolled in a feasibility study to inform the design and
conduct of the RCT.

Inclusion criteria: age = 18<65yo, CNMP-diagnose present = 3 months at admission.

Exclusion criteria: acute/ sub-acute pain; cancer-related pain; instable medicine intake over the past four
weeks; daily opioid intake >30 mg; headaches/migraines; currently diagnosed depression; current substance
misuse; severe psychiatric diagnosis; poor Danish speaking skills, or if they are participating in other CNMP-
treatment programs. Severe psychiatric diagnoses are defined as, a mental iliness involving distortion in
thinking and perception that leads to significant social and occupational dysfunction, e.g. schizophrenia and
schizotypal, delusional, schizoaffective or psychotic disorders, or psychosis (coded as F20-F29 in ICD-10
2016, Chapter V).

The experimental group will receive the OT lifestyle-oriented intervention as an added treatment modality to
the regular treatment. The intervention will be initiated after the participants have been through the
preparatory psychoeducation course, parallel with the individual treatment part at the MPC. The intervention
will take place over a 12-week period and will consist of 4-group-sessions lasting 2-hours each and 3-
individual-sessions lasting 1-hour each, these 7-sessions will be conducted by occupational therapists. The
groups will include a maximum of 6 participants. The participants will have contact with an occupational
therapist at least every other week, either individually or in-group. Group sessions will include information
and discussion on topics linked to meaningful occupations, healthy eating and daily physical activity in
relation to chronic pain. The participants will be inspired to practice value-based choice on an everyday
basis, in terms of revision and changing prioritized health behavior and habits. Skills training in Activities of
Daily Living and homework will be provided to prompt a healthier lifestyle and help a smoother
transformation of the new knowledge to the home-environment. The individual sessions will be planned in
cooperation with every individual patient according to their actual needs, including an opportunity for home-
visits, in terms of in-home ergonomics and use of assistive devices. Concerned individual demands may
allow a maximum of 2 additional individual OT sessions, which can be provided on agreement. The
intervention plan will be presented in the intervention manual developed for the study. Cooperation with the
multidisciplinary team at the MPC and inter-sectoral units will be provided according to the patient’s needs
and on interdisciplinary basis. Subsequently, the intervention group will continue with the regular treatment.
The control group will receive the regular multimodal treatment at MPC, without the OT component.
Differences in self-reported health-related QoL (scored by EQ-5D-5L Index) will be the primary outcome for
the study. The patients will evaluate their subjective health state in domains Mobility, Self-care, Usual
activities, Pain/ Discomfort and Anxiety/ Depression on a 5-point Likert scale from 1= having no problems,
having slight problems, having moderate problems, having severe problems and 5= being unable to
do/having extreme problems. The outcome measure will allow a later cost-effectiveness analysis.

With the aim to investigate in A. impact of OT on quality of life through improved occupational performance
and participation, and B. healthier lifestyle, the additional effects of the intervention which will be evaluated:
A. Self-reported Occupational Performance and satisfaction (COPM), observed Motor and Process Skills
(AMPS), self-reported Occupational balance (OBQ) and Pain Self-efficacy (PSEQ) to investigate meaningful
everyday activities, participation and coping capacity;

B. Physical wake-time activity (actigraphy units); BMI (weight and height scale), waist circumference
(measuring tape), and blood pressure (sphygmomanometer) will be measured by verified methods, to
evaluate lifestyle-associated conditions and risks.

Controlled Cuff Pressure Algometry (CCPA) will be used in the study as a standardized QST method is
applicable to various chronic pain conditions and able to identify general pain sensibility in an individual,
based on deep tissue somatosensory pain response. To minimize the assessment load, other QST methods
will not be used in the trial.

For adverse effects (AE) will date of occurrence, duration and potential consequences be assessed.
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Project status
Feasibility study including 20 patients is in process. Results will be available in October 2019.
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