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Background: Low back pain (LBP) is a common musculoskeletal condition and, globally, a leading cause of years lived with disability. It leads to reduced social participation, impaired quality of life, and direct and indirect costs due to work incapacity. A coordinated approach focusing on psychosocial risk factors, active reeducation, and the early use of tools to maintain employment, may be effective for improving prognosis of patients with LBP. Primary care professionals and multidisciplinary teams, who see patients in the early stages of LBP may be in the best position to implement such a coordinated approach. We designed this study to assess a coordinated multi-faceted strategy in primary care for patients with subacute or recurrent acute LBP.

Methods: The CO.LOMB study was designed as a multicentric, cluster-randomized, controlled study. Patients aged 18–60 years, with subacute or recurrent acute LBP are eligible. Patients also need to be employed (but can be on sick leave) with access to occupational health services. The clusters of GPs will be randomized (1:1) to either the Coordinated-care group or the Usual-care group. Patients will be assigned the group allocated to their GP. The healthcare professionals (GPs and associated physiotherapists) allocated to the Coordinated-care group will perform a 2-session study training. The following interventions are planned in the Coordinated-care group: exploration and management of psychosocial factors, active reeducation with a physiotherapist, the implementing of tools to maintain employment, and a reinforced cooperation between primary healthcare professionals. The primary objective is to assess the benefit of coordinated primary care to reduce disability in LBP patients at 12 months after enrollment: measure using the validated French version of the Roland Morris Disability Questionnaire. Secondary objectives include the evaluation of pain, work status, and quality of life at various time points. The study plans to enroll 500 patients in 20 GP clusters. Patients will be followed up for 12months.

Discussion: This study will evaluate the benefit of a coordinated multi-faceted strategy in primary care for patients with LBP. Notably whether this approach will alleviate the associated disability, attenuate pain, and promote the maintenance or return to work.

Clinical Trial Registration: NCT04826757.
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GRAPHICAL ABSTRACT
  



Background

Low back pain (LBP) is a common musculoskeletal condition. Worldwide, in 2019, 568.4 million suffered from LBP, with an estimated age-standardized point prevalence of 6972.5 per 100,000 people (7.0%) (1). In Western Europe, the estimated age-standardized point prevalence was 9445.4 per 100,000 people (9.4%) (1). Even more concerning, globally in 2017, LBP was the leading cause of years lived with disability (2).

LBP can be classified according to its duration: acute (pain lasting less than 4 weeks), subacute (pain lasting between 4 and 12 weeks), and chronic (when pain has been present for more than 12 weeks). For most people, LBP improves noticeably during the first 4–6 weeks (3). After this period, LBP improves at a slower rate. At 1 year, many patients still experience low to moderate levels of pain and disability (3). Chronic or recurrent LBP is characterized by functional disability but is also accompanied by psychosocial problems, including anxiety, depression, reduced social participation, eroded family relationships, impaired quality of life, and either temporary or extended work incapacity (4–6). There are direct healthcare costs associated with LBP treatment (4, 5, 7, 8), but also, substantial indirect costs, particularly those related to prolonged work incapacity.

The traditional biomechanical approach of prescribing rest and pain medication are often ineffective (9). The biopsychosocial model for LBP emphasizes the importance of psychosocial risk factors, including psychological, psychiatric, occupational, and social factors. These factors significantly impact LBP and increase the risk for chronic LBP (10). This LBP model suggests that optimal management may be a coordinated multi-faceted strategy targeting different types of risk factors and involving various healthcare professionals.

Most patients with LBP consult general practitioners (GPs) and physiotherapists. Indeed, a French study found that 77% of patients with LBP consulted GPs and 30% underwent physiotherapy (11). Furthermore, occupational healthcare professionals in coordination with GPs play a key role in maintaining employment in these patients (12). In France, all employed workers as well as some self-employed workers have access to an occupational physician (OP) or an occupational nurse, depending on the location of their company. Comprehensive and coordinated care are critical components of primary care, with GPs playing a central role.

In this study we aim to assess the benefit of a coordinated multi-faceted primary care strategy for reducing disability, compared to usual care, in patients, aged between 18 and 60 years, with subacute or recurrent acute LBP.



Method/design


Study design

The CO.LOMB study was designed as a multicentric, cluster-randomized, controlled study. The clusters corresponded to at least 4 GPs practicing in the same geographic area (most often within the same multidisciplinary team). The clusters of GPs identified are located in 4 geographic regions: each attached to a University Department of General Practice (Angers, Nantes, Rennes, and Nice). The clusters will be randomized to either coordinated primary healthcare (the Coordinated-care group) or usual care (the Usual-care group).



Study population

All patients, presenting with LBP at the practices of GPs participating in the study, will be considered for study participation. The eligibility criteria for the study are as follows:


Inclusion criteria

Patients need to meet the following criteria to participate in the study:

1. Patients aged between 18 and 60 years old.

2. Patients consulting a GP with LBP, defined as a pain situated between the 12th rib and the gluteal cleft. The LBP must be either:

• Subacute LBP, defined as back pain lasting between 4 and 12 weeks and preceded by at least 30 days without back pain.

• Acute recurrent LBP, defined as back pain lasting for less than 4 weeks and preceded by at least 30 days without back pain. The patients must have consulted a healthcare provider for LBP within the previous 12 months.

3. Patients must be employed (but can be on temporary sick leave) at enrollment.

4. Patients must have access to occupational health services (working for a company that either has its own OP or a company using shared occupational health services).

5. Patients must provide signed consent to participate in the study.

6. Patients must be registered with a social security scheme.



Non-inclusion criteria

Patients meeting any of the following criteria will not be eligible for the study:

1. Patients with a specific LBP, including LBP due to fractures, infections, osteoporosis, inflammatory diseases, or tumors (with confirmed diagnosis or highly suspected, resulting in specific and/or urgent treatment).

2. Patients with LBP with pain irradiating below the knee.

3. Patients for whom active reeducation is contraindicated.

4. Patients performing follow-up for their LBP with a GP not participating in the study.

5. Patients performing reeducation with a physiotherapist not participating in the study and who are unwilling to change physiotherapist (Interventional group only).

6. Patients planning to leave the study territory within the 12 months following study enrollment.

7. Patient planning to retire within the 12 months following study enrollment.

8. Pregnant, breastfeeding, or parturient women.

9. Patients undergoing psychiatric care under duress.

10. Patients admitted into a social or healthcare center for a reason other than for research.

11. Patients unable to read and write in French.

12. Persons deprived of their liberty by judicial or administrative decision.

13. Adult patients under legal protection measure (guardianship).

14. Persons unable to provide consent.




Randomization

GPs will be cluster randomized for the study. The clusters of GPs will be randomized, in a 1:1 ratio, to either the Coordinated-care or the Usual-care group. The randomization will be stratified by the geographical region related to the University Department of General Practice (Angers, Nantes, Rennes, and Nice). The study plans to enroll 20 GP clusters distributed as follows: 10 clusters for the Department of General Medicine attached to Angers (5:5), 4 for each of those attached to Nantes (2:2) and Rennes (2:2), and 2 for that attached to Nice (1:1). The randomization of the clusters for the Department of General Medicine attached to Angers (10 clusters) will also be stratified by the time of study initiation, since the synchronous initiation of the clusters in Angers is not feasible. The randomization will be performed by the Biostatistical Department of the University Hospital Center (“CHU”) at Angers. All patients followed up in the same cluster will be allocated the same group as their GP.



Interventions

Prior to the study, all healthcare professionals (GPs and associated physiotherapists) in the clusters allocated to the Coordinated-care group will undergo a 2-session training for the study interventions. The training sessions will be performed within each of the 10 clusters. Each training will be comprised of two sessions separated by a 2-to-4-week time interval. The first 90-min training session will focus on three blocks: the factors that may influence the evolution and treatment of LBP, the French recommendations that promote active LBP management with therapeutic education (13), and the tools available for maintaining employment in patients with LBP. This first session will be performed autonomously by GPs and physiotherapists, guided by a video. The professionals will be asked to produce a written summary of their exchanges on each block. During the 2–4-week interval between the training sessions, the GPs and physiotherapists will be invited to complete auto-observation questionnaires concerning any patients with LBP that consult them. The second session will consist of a three-and-half-hour in-person training, at each cluster’s location, by the clinical training team: made up of the same doctor and physiotherapist. In addition, the clinical training team will systematically invite a local OP to this second session. The session will combine formal presentations related to each interventional component (psychosocial factors in LBP, active exercise reeducation program for patients with LBP, and the tools to maintain employment). The training session will also include several periods of time for the health care professionals to exchange their clinical experiences, and to propose ways to evolve their practices to incorporate the elements associated with the study intervention. During the session there will be a final sequence focusing on interprofessional collaboration, during which the healthcare professionals will decide on the modalities for collaboration to be implemented in the study.

The aim of the training will be for the healthcare professional to appropriate the concepts, tools, and interventions applied during the study. During the training, healthcare professionals will also discuss various aspects of healthcare including care providers, resources offered in the region, as well as potential barriers to collaboration, and how to overcome these barriers.

Healthcare professionals in clusters allocated Usual-care received no study-specific clinical training.

The primary care interventional components in the Coordinated-care group will be as follows:

• Exploration and management of psychosocial factors

Healthcare professionals (GPs and physiotherapists) will be asked to explore, during their consultations, various psychosocial factors, including individual psychological, psychiatric, cognitive-behavioral, family factors (usually named as “yellow flags”), socio-economic factors (usually named as “blue flags”), and socio-occupational factors (usually named as “black flags”). The factors impacting the transition from acute to chronic LBP and the appropriate clinical care will be discussed in detail during the training (4, 10, 14, 15). Furthermore, eligible patients, allocated to the Coordinated-care group will be systematic given the French social security brochure, “I suffer from LBP: what is it and what should I do?” (translated from the French: “Je souffre de lombalgie: de quoi s’agit-il et que faire?”) by their GP (16). The brochure will help to educate the patient concerning the evolution of LBP and to eliminate false beliefs.

During the study, the GP will continue to follow the patients according to the patients’ individual needs and preferences, as assessed by the patients and their GP. The general recommendation will be to perform regular follow-up visits (for example weekly or every 2 weeks, at least during the early phase of medical care, and especially in the case of sick leave) until LBP-related complaints have been resolved. No specific frequency for the consultations will be imposed by the protocol since the overmedicalization of LBP is known to promote the development of chronic LBP (17). In particular, the duration of disability is known to increase with the number of healthcare consultations, with referrals to specialists, and performing early diagnostic imagery (18).

• Active exercise reeducation program

Patients in the Coordinated-care group will have access to individual reeducation by a physiotherapist trained for the study. The reeducation will be composed of an intensive exercise rehabilitation program. The program comprises of up to 15 sessions of 1 h, 2–3 times per week and included therapeutic education. This approach is commonly recommended for treating LBP (19), but not frequently implemented (due to limited availability of physiotherapists and/or costs for patients). In clinical trials evaluating the efficacy of these programs, these programs usually last between 8 and 31 h. Depending on the physiotherapist’s assessments during the program and the patient’s needs and preferences, the program can be stopped before the 15th session or can be extended with maintenance therapy sessions.

• Use of tools to maintain employment

GPs and physiotherapists in the Coordinated-care group will be trained during the study to use the tools to maintain employment and will be encouraged to implement these tools early during LBP management to prevent prolonged incapacity at work, extended sick leave or even job loss.

GPs and physiotherapists will be asked to systematically inquire about the occupational situation of their patients throughout the study to better appreciate the evolution of the patient’s situation and to adapt the clinical strategy.

The following recommendations and tools, for maintaining employment will be proposed:

✓ GPs and physiotherapists will be requested to systematically refer their patients to either their OP or an occupational nurse (depending on the healthcare organization and the resources available) within 15 days after enrollment.

✓ GPs and physiotherapists will be asked to encourage their patients to return to work as early as possible, considering their clinical and occupational situation. Also, health professionals should favor short periods of sick leave, of 1–2 weeks (particularly during the early stages of LBP), instead of long periods. Also, patients will be systematically proposed an appointment with their GP before returning to work.

✓ GPs and physiotherapists will be requested to use the tools to help maintain employment available in France in all relevant situations (12). During the study training, GPs will be trained to use the 3 main tools: a visit with the OP before returning to work after a sick leave (referred to as the “pre-return-to-work visit”), a progressive return to work based on part-time work for therapeutic reasons (referred to as “therapeutic part-time work”), and the “recognition of handicapped worker status.” These tools will be discussed in detail, including their usefulness, their limitations, and how to implement them in practice, considering local resources and the healthcare organization.

• Increased cooperation among healthcare professionals for a coordinated care for patients

The cooperation between healthcare professionals within a cluster, allocated the study interventions, will be initiated during the study training as an explicit component of the intervention. The cooperation will be facilitated by the proximity of healthcare professionals in the study. At the portion of the training session dedicated to the collaboration between healthcare professionals, time will be allocated for the professionals to discuss obstacles, opportunities for and modalities to collaborate. The use of tools available locally, but underused, including shared information systems and multidisciplinary meetings, will be encouraged for patients included in the study. The GPs will be instructed, with permission from the patient, to provide the physiotherapists not only with the prescription but also the relevant clinical information at the start of treatment. The physiotherapists will be instructed to provide the GP with a final report including an assessment of the patient’s condition once the patient completed the reeducation program. Also, when justified by the patient’s clinical situation, communication between GPs and physiotherapists will be encouraged throughout the reeducation program. Furthermore, the healthcare professionals will be encouraged to correspond or initiate communication with all healthcare professional implicated in the patient’s treatment and return to work, even those not participating in the study. Finally, the following 3 templates for letters will be provided by the research team: a reference letter template from the GP to the physiotherapist, a final report template from the physiotherapist to the GP at the end of reeducation program, and a template from the GP to the OP or occupational nurse. Professionals in the clusters allocated to the Coordinated-care group will be instructed to locally adapt these templates as required and/or to use their own templates.

This multi-faceted study intervention was designed as a coordinated and comprehensive biopsychosocial healthcare strategy. The intervention is fundamentally patient centered: adapted to the needs and preferences of each patient. The healthcare professionals must evaluate the pertinence of each part of intervention according to the patient’s specific situation, and to incorporate the patient’s preferences in the treatment decision, following a shared decision approach. The patient will remain free to accept or not, or to delay, any proposed part of intervention without being excluded from the study.

Patients in clusters allocated usual care are treated according to the GP’s usual practice.

To avoid creating a feeling of injustice in healthcare professionals allocated the non-intervention group and to motivate them to actively participate in the study, the 2-session training will be offered to physicians and physiotherapists of these clusters after the end of the study.



Primary objective and outcome

The primary objective is to assess the benefit of coordinated care for reducing disability, compared to usual care, in patients, aged between 18 and 60 years, consulting for subacute or recurrent acute LBP. The primary objective will be measured using the validated French version of the Roland Morris Disability Questionnaire (RMDQ) (20–22). The questionnaire comprises 24 questions and is scored from 0 (without disability) to 24 (with maximum disability). The primary outcome measure is the proportion of patients that has an improvement (lower score) of at least 4 points at 12 months after enrollment.



Secondary objectives and outcomes

The benefit of coordinated primary care, in terms of patients’ clinical improvement and employment status will also be assessed using the following secondary outcome measures:

1. The proportion of patients that have improved RMDQ scores by at least 4 points, relative to baseline, at 3 and 6 months after enrollment.

2. The evolution of the RMDQ scores measured at baseline and then at 3, 6, and 12 months after enrollment.

3. The proportion of patients that improved by at least 2 points on the numerical pain scale, relative to baseline, at 3, 6, and 12 months after enrollment. The numerical pain scale is widely used and validated by the French Health Authority (“Haute Autorité de Santé”) (23). The scale is assessed from 0 (no pain) to 10 (maximum pain). In the literature an improvement of 1.5 points is considered to the minimum improvement to be of clinical significance (24).

4. The evolution of the numerical pain scale scores measured at baseline and then at 3, 6, and 12 months after enrollment.

5. The proportion of patients that are “actively employed,” defined as being employed and being at work (not on sick leave), at 3, 6, and 12 months after enrollment. Patients on sick leave will not be considered as being actively employed.

6. The number of days of sick leave during the 12 months after enrollment.

7. The proportion of patients considered as having “improved overall.” Patients will be considered to have “improved overall” if they have improved their RMDQ scores by at least 4 points, improved their numerical pain scale by at least 2 points, and are actively employed. The outcome will be measured at 3, 6, and 12 months after enrollment.

8. The change in the physical and mental quality of life of patients during the study measured using the Short-form 12 (SF-12). The SF-12 consists of physical and mental dimensions. Each dimension has 4 categories measure between 0 and a maximum value of 100. The higher the score the better the quality of life. The SF-12 is extensively used with a validated French version (25, 26). The SF-12 will be measured at baseline and at 3, 6, and 12 months after enrollment.

9. The changes in the anxiety and depression scores of the Hospital Anxiety and Depression Scale (HAS). The HAS comprises 14 items: 7 for anxiety and 7 for depression (27). Each item is scored from 0 to 3. The HAS provides anxiety and depression scores ranging from 0 to 21. The study will use the validated French version and will be completed by patients at baseline and at 3 and 12 months (28).

The benefit of coordinated primary care, in terms of the beliefs, feelings, and satisfaction of patients and healthcare professionals will also be assessed using the following secondary outcome measures:

1. The changes in the occupational and physical scores of the Fear Avoidance Beliefs Questionnaire (FABQ). The self-administered FABQ evaluates the patient’s fears and beliefs surrounding LBP (29). The validated French version of the FABQ was used during the study (30). The FABQ comprises 16 items divided into two dimensions: the physical (items 1–6) and the occupational (items 7–16). Each item is scored from “0” (completely disagree with the statement) to “6” (completely agree with the statement). Thus, the maximum score is 36 for the physical dimension and 60 for the occupational dimension. The FABQ will be completed by patients at baseline, and at 3 and 12 months.

2. The change in the Patient-Centered Coordination by a Care Team (PCCCT) questionnaire. The PCCCT instrument measures the quality of primary care from the patient’s perspective. The questionnaire is composed of 14 items each scored from 0 to 3 (31). The overall score will range from 0 (worst coordination) to 42 (best coordination). The PCCCT questionnaire will be completed by patients at baseline and at 3 and 12 months.

3. The change in the GPs’ satisfaction with the healthcare provided for their patients’ LBP.

4. The change in the physiotherapists’ satisfaction (only in the Coordinated-care group) with the healthcare provided for their patients’ LBP.

The GPs’ and physiotherapists’ satisfaction will be measured, on a scale from 0 (not satisfied) to 10 (completely satisfied), at the following timepoints: when the cluster is initiated, at 6 months after the 5th patient is included in each cluster, and at the end of the follow up of the last patient in each cluster. The GPs’ satisfaction will be compared between the study groups.

The level of implementation of coordinated primary care (the study intervention) will be assessed using the following secondary outcome measures:

1. The number of healthcare professionals, in the interventional group, that performed both training sessions.

2. The change in the attitudes and beliefs of physiotherapists (only in the Coordinated-care group) toward LBP. This will be measured using the Pain Attitude and Belief Score (PABS) (32). This instrument assesses treatment orientations (either biomechanical or biopsychosocial). The PABS comprises 36 items: 10 in the biomechanical and 9 in the biopsychosocial dimension. Each item is score using a 6-point Likert scale: 1 (disagree) to 6 (totally agree). This data will be collected when the cluster is initiated, at 6 months after the 5th patient is included in each cluster, and at the end of the follow up of the last patient in each cluster.

3. The change in the attitudes and beliefs of GPs (in both study groups) toward LBP. This will be measured using the biomechanical and biopsychosocial dimensions of the PABS. The GPs will complete the instrument when the cluster is initiated, at 6 months after the 5th patient is included in each cluster, and at the end of the follow up of the last patient in each cluster.

4. The numbers and modes of communication (letters, emails, facsimiles, and telephone calls), in both study groups, between GPs and other healthcare professionals (whether or not they are participating in the study) implicated in the patients’ management.

5. Number of consultations/visits/examinations for patients, in both study groups, according to the type of healthcare professional (GPs, physiotherapists, OP or occupational nurse, rheumatologists, other medical specialists, other paramedical healthcare professionals, osteopaths, emergency room visits, imagery, and other examinations), whether or not the healthcare professionals are participating in the study.



Data collection

The schedule for collecting patient data is shown in Table 1 and that for collecting healthcare professional data in Table 2.



TABLE 1 Schedule for collecting patient data.
[image: Table1]



TABLE 2 Schedule for collecting healthcare professional data.
[image: Table2]

At baseline, all data will be collected using a paper version of the case report form. After baseline, all participants (patients, GPs, and physiotherapists) will collect data either via the internet (electronic case report form) or using a paper version, at their discretion.


Patients’ data

The baseline visit for patients is the only study-specific visit required by the protocol (Table 1). After the enrollment of patients during GP consultations, patients’ data will be collected using self-administered questionnaires completed at home. The patients will be invited by the study coordination team to complete the questionnaires during a period from 7 days before to 21 days after each evaluation endpoint. Reminders will be sent during this period in cases of non-completion. The patients will complete the standardized instruments, as well as questions concerning their LBP management and employment (including their employment status, sick leave, and/or the assistance provide to maintain active employment) since the last evaluation performed. Patients will provide data at 3, 6, and 12 months after enrollment.

During the study, data will also be collected from GPs whenever a participant consults them during the planned 12 months of follow up. The following data will be collected:

• The number of consultations/visits/examinations performed by healthcare professionals (including other GPs, physiotherapists, and OP), since the previous evaluation.

• The number and modes of communication between GPs and other healthcare professionals since the previous evaluation, including which healthcare professional initiated the exchange.

• Employment data, including details concerning sick leave.

Finally, at 12 months after enrollment of each patient, the data collected during follow up will be updated so that all information required for analyses have been provided.



Professionals’ data

At initiation of the clusters, sociodemographic and healthcare practice data will be collected from all GPs and only physiotherapists in the interventional group (Table 2). Furthermore, all GPs and only physiotherapists in the interventional group will assess their satisfaction with the healthcare provided for their patients’ LBP and complete the PABS at initiation of their cluster, at 6 months after the 5th patient is included in their cluster, and at the end of the follow up of the last patient in their cluster.




Sample size

To calculate the sample size required for the study we hypothesize that 50% of patients in the control group (Usual-care group) and 70% of those in the interventional group (Coordinated-care group) will have a significantly reduced disability at 12 months after being enrolled (3, 33). Considering a cluster randomized study with the following statistical characteristics:

• A power of 80%.

• A type 1 error (α-risk) of 0.05.

• A mean cluster size of 25 patients.

• A coefficient of variation in the cluster size of 0.2.

• An intraclass correlation coefficient of 0.03.

• An attrition rate of 20%.

To show a difference of 20% between the study groups (70% vs. 50%) the study needs to include 10 clusters of 25 patients in each study group. Therefore, a total of 20 clusters of 25 patients: 500 patients are required for the study. The sample size was calculated using Stata (Stata 13.1 software, package clustersamplsi).

This sample size is realistic considering that GPs on average perform 2,500 consultations per year in patients aged between 18 and 60 years (34). Among these 1 of every 200 consultations concerns subacute LBP (35). Therefore, on average 12–13 patients per year with subacute LBP consult each GP in France. The number of consultations for recurrent acute LBP is more difficult to estimate but is about as frequent as those for subacute LBP. The planned patient enrollment period is 24 months for any given cluster. Each cluster will consist of at least 4 GPs. Therefore, the study target of recruiting 25 patients per cluster is feasible. The total planned enrollment period is 36 months, comprising an initial 12-month period during which the clusters will be initiated followed by a 24-month patient enrollment period.

The “Lasagna law,” suggests that previsions of recruitment are generally optimistic for various reasons, including but not limiting to inclusion criteria (36). Therefore, in our study, to anticipate the risk of lower than expected and/or differential recruitment levels between the control and interventional groups, we developed various strategies to support patient recruitment. These include communication strategies, that were adapted according to the study group and according to each GPs recruitment activity. Moreover, the recruitment status and other study information will be communicated to GPs via newsletters and an online platform. The study team will also maintain contact will all GPs throughout the study to ensure that they remain motivated and that they recruit patients.

The coefficient of variation in the cluster size was set at 0.02. This corresponds with a mean cluster size of 25 patients, and an interquartile range of 20–30 patients. The intraclass correlation coefficient of 0.03 is conservative. Indeed, the median intraclass correlation coefficient considering the various outcome measures, including disability, have been estimated in primary care to be 0.01, with an interquartile range of 0–0.032 (37).

If patients are lost to follow-up, the GP will make all attempts to contact the patients and ensure follow-up. Patients lost to follow-up will not be replaced.



Statistics

Quantitative data will be presented as means with standard deviations and will be compared using Mann–Whitney tests. Qualitative data will be presented as numbers with percentages and compared using Fisher’s exact tests.

For the primary objective, the proportion of patients that have an improved (lower score) of at least 4 points, in the RMDQ, at 12 months after enrollment will be compared in the study groups. The analysis will be performed using a multilevel logistic mixed model that will allow the clustering effect to be considered as random.

Similarly, the secondary outcome measures with binary outcomes compared between the study groups (e.g., the proportion of patients that improved by at least 2 points on the numerical pain scale at 12 months) will be analyzed by multilevel logistic mixed regression models.

Secondary outcome measures assessing changes in a quantitative parameter over time (e.g., the evolution of the RMDQ scores measured at baseline and then at 3, 6, and 12 months after enrollment) will be analyzed using linear multilevel mixed regression models. The individual effect will be included in the cluster effect. Time will be considered as qualitative variables with a varying number of modalities, e.g., 4 modalities for outcomes assessed at baseline, and then at 3, 6, and 12 months, and 3 modalities for outcomes assessed at baseline, and then at 3 and 6 months. The effect of the intervention will be evaluated by including an interaction between the variables for time and for the study group. The effect of the intervention will be assessed at each time point. The increased alpha-risk, due to multiple analyses, will be accounted for using the Bonferroni correction.

For these various multilevel models, the variance–covariance matrices will be considered as unstructured. Missing data will be treated using a set of 10 multiple imputations based on chained equations (38, 39). The analyses will be performed bilaterally with the alpha-risk set at 5%, except in cases where the Bonferroni correction was used. The data will be analyzed on an intent-to-treat basis. Thus, all patients with data will be included in the analysis unless they specifically indicate that they do not want their data analyzed.




Discussion

Our study assesses a multi-faceted coordinated patient-centered strategy for treating LBP that incorporates the 4 main factors identified in the literature:

1. The management of psychosocial risk factors (10, 14).

2. Active exercise reeducation program (40, 41).

3. Tools for maintaining employment (12).

4. Reinforced cooperation between primary healthcare professionals.

These factors are supposed to be clinically relevant for reducing the risk of persistent incapacity and extended sick leave and/or job loss in people presenting with LBP. At the chronic LBP stage, the benefits of strategies based on these factors remain modest and are often short-lived. The literature suggests that implementing these strategies at an earlier stage, when LBP is subacute or acute recurrent, may be more effective in reducing the risk of chronic incapacity. Thus, strategies need to be implemented in primary care (and not in the hospital setting) where early symptoms of LBP are managed. Furthermore, primary healthcare workers have the required competence to implement these strategies. Although, at present, there is not sufficient data to confirm this hypothesis. The French (13) and International recommendations (42–44) for treating patients with a risk of chronic LBP incorporate the 4 factors mentioned above. However, these recommendations are often based on expert consensus and not on evidence-based research. To date, the results of implementing strategies in primary care, only based on certain factors, have proved to be disappointing (45–48). We hypothesize that only the simultaneous implementation of strategies based on these 4 factors will significantly reduce the risk of chronic incapacity considered to be clinically relevant.

We decided to limit our study eligibility to adults younger than 60 years old. Indeed, the etiology of LBP varies with age. In adults younger than 60, the cause of LBP is mostly general and unspecific, becoming more specific with age. Beyond 70, the specific origin of LBP becomes clinically significant (33). Moreover, a critical portion of our study concerns the occupational impact of LBP. This impact becomes more difficult and/or less relevant to assess in patients older than 60 years because of the high probability of them being unemployed or retired.

GPs in the interventional group may preferentially include patients with severe LBP instead of enrolling all eligible patients if they consider the intervention to be better than usual care, and that this improved care may benefit patients with severe LBP more than patients with less severe LBP. This phenomenon may also occur in the control group, where GPs may be reluctant to suggest study participation because of the protocol’s constraints, to patients with non-severe LBP. We have examined this issue and will address this by providing continuous support for GPs during the study. Where a significant difference between groups in terms of patient’s LBP status at baseline is observed, we planned to adjust analyses to limit the impact of this bias on the results.

Most studies that have assessed the clinical evolution of LBP have used either pain, incapacity, and/or returning to work to measure the effectiveness of interventions (33, 49). However, from a patient’s perspective, reduced LBP is mainly comprised of three dimensions: attenuated pain, improved functional capacity, and combined with an acceptable quality of life, which includes the capacity to work (24). In our study, we chose perceived disability, considered by patients to be of utmost importance, as our primary outcome measure. However, we have included several secondary outcome measures, including measures to assess pain, quality of life, and the patients’ occupational status—other important facets of LBP.

Currently, in France, primary healthcare professionals, working in the same geographical region, are encouraged to group together in multidisciplinary practices. Our study is consistent with this evolution of primary healthcare, evaluating a coordinated strategy composed of a multidisciplinary team. Moreover, our study allows healthcare professionals in each region to form networks that hopefully will persist after the study has been completed. Consequently, we will cluster randomized GPs in the same region to promote local cooperation among professionals.

It has been reported that patient’s and healthcare provider’s expectations, based on previous experiences and representations, are associated with prognosis of patients with nonspecific LBP (50–52). Regarding patients, we believe that our randomized study design will limit the confusion bias from the heterogeneity in baseline patients’ expectations. Similarly, concerning healthcare providers, we expect that the randomized study design will equally distribute the healthcare providers’ expectations between the study groups at baseline. In addition, our study has been designed to evaluate whether the intervention will significantly change beliefs in healthcare provider’s, allocated to the Coordinated care group. This will be measured using the PABS (53). If required, an adjustment according to baseline levels has been planned.

In our study, the study intervention does not allow either the patients or providers to be completely blinded to the study group. Indeed, the study intervention involves not only specific actions from the GP but also informed patient participation, as an active partner in their care. We have done our best to limit information about the alternative group. For example, we created two different patients’ information and consent letters: one for each group. The information provided to patients has been adapted to the group allocated. In addition, the flow of information between groups are unlikely since GPs and their patients allocated the same cluster share the same geographical area, which differs to that of other clusters.

As in most clinical trials, our study may be affected by the “Hawthorne effect” or “trial effect” (54, 55). This effect concerns the changing of behavior due to study participation and the feeling of being observed. This may affect GPs in the control group, performing more careful treatment than usual, but may also occur in GPs allocated to the intervention group, with them having higher expectations and increased motivation. Therefore, it is difficult to estimate how, and to what extent, this effect could bias the study results.

This study will provide valuable data concerning the management of LBP in primary care in France. Overall, it will allow us to evaluate the benefit of a coordinated approach to LBP management, from the patients’ perspective, among other outcomes: to alleviate the associated disability, attenuate the pain, and to promote the return to work in patients suffering from subacute or recurrent acute LBP.



Future directions and clinical implications

Our study design is pragmatic and based on current healthcare practices in French primary care. Consequently, our results will have a high potential for transferability. They may support early collaboration between GPs, physiotherapists, and OPs for treating patients with subacute or recurrent acute LBP in primary care. More largely, they may also advocate for reinforcing interdisciplinary collaborative practices around patients having musculoskeletal disorders, pain syndromes, or other types of chronic conditions.



Trial status

On the 5th of May 2023, 19 clusters have been initiated with the approval to include patients: 41 patients have been enrolled.



Ethics statement

The CO.LOMB study was conducted in accordance with the guidelines of the Declaration of Helsinki, and respecting French and European regulations, including the European General Data Protection Regulation and the requirements of the French “Commission Nationale de l’Informatique et des Libertés”. The study has been approved by an independent French ethics committee, the “CPP Ile de France XI” (Study number 20.01298.067400-MS02). All participants provided written informed consent before participating in the study.



Author contributions

AR-R, CyB, EP-S, AP, MP, and CéB: study concept and design. AR-R, SC, TB, MG, MP, and CéB: acquisition of data. AR-R and MP: drafting of the manuscript. AR-R, EP-S, SC, TB, JV, and CéB: critical revision of the manuscript for important intellectual content. AR-R, CyB, SC, TB, EP-S, and CéB: obtaining funding. AL: administrative, technical, or material support. AR-R: supervision. CyB and JV: clinical training. All authors contributed to the article and approved the submitted version.



Funding

This study is funded by a grant called PREPS (“Research Program on Performance of Healthcare Systems”) from the French Ministry of Health (PREPS-18-0407).



Acknowledgments

The authors are indebted to all the study partners including health care providers (mainly general practitioners and physiotherapists), medical students and patients. The authors also warmly thank Trevor Stanbury for her helpful language review of the manuscript. This article (English correction and formatting of the manuscript) was supported by the French network of University Hospitals HUGO (Hôpitaux Universitaires du Grand Ouest).



Conflict of interest

The authors declare that the research was conducted in the absence of any commercial or financial relationships that could be construed as a potential conflict of interest.



Publisher’s note

All claims expressed in this article are solely those of the authors and do not necessarily represent those of their affiliated organizations, or those of the publisher, the editors and the reviewers. Any product that may be evaluated in this article, or claim that may be made by its manufacturer, is not guaranteed or endorsed by the publisher.



References

 1. Chen,S, Chen,M, Wu,X, Lin,S, Tao,C, Cao,H , et al. Global, regional and national burden of low back pain 1990-2019: a systematic analysis of the global burden of disease study 2019. J Orthop Translat. (2022) 32:49–58. doi: 10.1016/j.jot.2021.07.005 

 2. Wu,A, March,L, Zheng,X, Huang,J, Wang,X, Zhao,J , et al. Global low back pain prevalence and years lived with disability from 1990 to 2017: estimates from the global burden of disease study 2017. Ann Transl Med. (2020) 8:299. doi: 10.21037/atm.2020.02.175 

 3. Da Menezes Costa,LC, Maher,CG, Hancock,MJ, JH,MA, Herbert,RD, and Costa,LO. The prognosis of acute and persistent low-back pain: a meta-analysis. CMAJ. (2012) 184:E613–24. doi: 10.1503/cmaj.111271

 4. Bouton,C, Bègue,C, Petit,A, Fouquet,N, Py,T, Huez,J-F , et al. Managing a patient with low back pain in general practice. exercer. (2018) 139:28–37.

 5. Dagenais,S, Caro,J, and Haldeman,S. A systematic review of low back pain cost of illness studies in the United States and internationally. Spine J. (2008) 8:8–20. doi: 10.1016/j.spinee.2007.10.005 

 6. Hartvigsen,J, Hancock,MJ, Kongsted,A, Louw,Q, Ferreira,ML, Genevay,S , et al. What low back pain is and why we need to pay attention. Lancet. (2018) 391:2356–67. doi: 10.1016/S0140-6736(18)30480-X 

 7. Baumeister,H, Knecht,A, and Hutter,N. Direct and indirect costs in persons with chronic back pain and comorbid mental disorders--a systematic review. J Psychosom Res. (2012) 73:79–85. doi: 10.1016/j.jpsychores.2012.05.008 

 8. Zemedikun,DT, Kigozi,J, Wynne-Jones,G, Guariglia,A, and Roberts,T. Methodological considerations in the assessment of direct and indirect costs of back pain: a systematic scoping review. PLoS One. (2021) 16:e0251406. doi: 10.1371/journal.pone.0251406 

 9. van Tulder,MW, Koes,B, and Malmivaara,A. Outcome of non-invasive treatment modalities on back pain: an evidence-based review. Eur Spine J. (2006) 15:S64–81. doi: 10.1007/s00586-005-1048-6

 10. Truchon,M. Determinants of chronic disability related to low back pain: towards an integrative biopsychosocial model. Disabil Rehabil. (2001) 23:758–67. doi: 10.1080/09638280110061744 

 11. Plenet,A, Gourmelen,J, Chastang,JF, Ozguler,A, Lanoe,JL, and Leclerc,A. Seeking care for lower back pain in the French population aged from 30 to 69: the results of the 2002-2003 Decennale Sante survey. Ann Phys Rehabil Med. (2010) 53:224–231, 231–238. doi: 10.1016/j.rehab.2010.03.006 

 12. Petit,A. Le médecin du travail: rôle pivot pour préserver le maintien dans l’emploi. Le Concours médical. (2014):136(N°9).

 13. Haute Autorité de Santé HAS. Prise en charge du patient présentant une lombalgie commune. Saint-Denis La Plaine: Recommandation de Bonne Pratique (2019).

 14. Ramond-Roquin,A, Bouton,C, Begue,C, Petit,A, Roquelaure,Y, and Huez,JF. Psychosocial risk factors, interventions, and comorbidity in patients with non-specific low Back pain in primary care: need for comprehensive and patient-centered care. Front Med (Lausanne). (2015) 2:73. doi: 10.3389/fmed.2015.00073

 15. Ramond,A, Bouton,C, Richard,I, Roquelaure,Y, Baufreton,C, Legrand,E , et al. Psychosocial risk factors for chronic low back pain in primary care--a systematic review. Fam Pract. (2011) 28:12–21. doi: 10.1093/fampra/cmq072 

 16. l’Assurance Maladie. Je souffre de lombalgie: de quoi s’agit-il et que faire? (2017).

 17. Petit,A. Interaction entre les parcours de soins et les parcours professionnels des lombalgiques: Rôle de la coordination des acteurs de soins et de la prévention. Médecine humaine et pathologie. Université d’Angers, (2015).

 18. Mahmud,MA, Webster,BS, Courtney,TK, Matz,S, Tacci,JA, and Christiani,DC. Clinical management and the duration of disability for work-related low back pain. J Occup Environ Med. (2000) 42:1178–87. doi: 10.1097/00043764-200012000-00012 

 19. Hayden,JA, van Tulder,MW, Malmivaara,A, and Koes,BW. Exercise therapy for treatment of non-specific low back pain. Cochrane Database Syst Rev. (2005) 2011:CD000335. doi: 10.1002/14651858.CD000335.pub2 

 20. Roland,M, and Morris,R. A study of the natural history of back pain. Part I: development of a reliable and sensitive measure of disability in low-back pain. Spine (Phila Pa 1976). (1983) 8:141–4. doi: 10.1097/00007632-198303000-00004

 21. Zerkak,D, Metivier,JC, Fouquet,B, and Beaudreuil,J. Validation of a French version of Roland-Morris questionnaire in chronic low back pain patients. Ann Phys Rehabil Med. (2013) 56:613–20. doi: 10.1016/j.rehab.2013.08.006 

 22. Coste,J, Le Parc,JM, Berge,E, Delecoeuillerie,G, and Paolaggi,JB. French validation of a disability rating scale for the evaluation of low back pain (EIFEL questionnaire). Rev Rhum Ed Fr. (1993) 60:335–41.

 23. Haute autorité de santé. Liste des échelles acceptées pour mesurer la douleur. Campagne IQSS 2023 (2023). Available at: https://www.has-sante.fr/upload/docs/application/pdf/2023-03/iqss_2023_-_liste_des_echelles_acceptees_pour_mesurer_la_douleur.pdf (Accessed May 26, 2023).

 24. Hush,JM, Refshauge,K, Sullivan,G, De Souza,L, Maher,CG, and McAuley,JH. Recovery: what does this mean to patients with low back pain? Arthritis Rheum. (2009) 61:124–31. doi: 10.1002/art.24162 

 25. Ware,J Jr, Kosinski,M, and Keller,SD. A 12-item short-form health survey: construction of scales and preliminary tests of reliability and validity. Med Care. (1996) 34:220–33. doi: 10.1097/00005650-199603000-00003

 26. Gandek,B, Ware,JE, Aaronson,NK, Apolone,G, Bjorner,JB, Brazier,JE , et al. Cross-validation of item selection and scoring for the SF-12 health survey in nine countries: results from the IQOLA project. International quality of life assessment. J Clin Epidemiol. (1998) 51:1171–8. doi: 10.1016/S0895-4356(98)00109-7 

 27. Zigmond,AS, and Snaith,RP. The hospital anxiety and depression scale. Acta Psychiatr Scand. (1983) 67:361–70. doi: 10.1111/j.1600-0447.1983.tb09716.x

 28. Lepine,JP, Godchau,M, and Brun,P. Anxiety and depression in inpatients. Lancet. (1985) 2:1425–6. doi: 10.1016/S0140-6736(85)92589-9 

 29. Waddell,G, Newton,M, Henderson,I, Somerville,D, and Main,CJ. A fear-avoidance beliefs questionnaire (FABQ) and the role of fear-avoidance beliefs in chronic low back pain and disability. Pain. (1993) 52:157–68. doi: 10.1016/0304-3959(93)90127-B 

 30. Chaory,K, Fayad,F, Rannou,F, Lefevre-Colau,MM, Fermanian,J, Revel,M , et al. Validation of the French version of the fear avoidance belief questionnaire. Spine (Phila Pa 1976). (2004) 29:908–13. doi: 10.1097/00007632-200404150-00018

 31. Ramond-Roquin,A, Stewart,M, Ryan,BL, Richards,M, Sussman,J, Brown,JB , et al. The ‘patient-centered coordination by a care team’ questionnaire achieves satisfactory validity and reliability. J Interprof Care. (2019) 33:558–69. doi: 10.1080/13561820.2018.1554633 

 32. Houben,RM, Ostelo,RW, Vlaeyen,JW, Wolters,PM, Peters,M, and Stomp-van den Berg,SG. Health care providers' orientations towards common low back pain predict perceived harmfulness of physical activities and recommendations regarding return to normal activity. Eur J Pain. (2005) 9:173–83. doi: 10.1016/j.ejpain.2004.05.002 

 33. Henschke,N, Maher,CG, Refshauge,KM, Herbert,RD, Cumming,RG, Bleasel,J , et al. Prognosis in patients with recent onset low back pain in Australian primary care: inception cohort study. BMJ. (2008) 337:a171. doi: 10.1136/bmj.a171 

 34. Letrilliart,L, Supper,I, Schuers,M, Darmon,D, Boulet,P, Favre,M , et al. ECOGEN: étude des Éléments de la COnsultation en médecine GENérale. excercer. (2014) 25:148–57.

 35. Martin-Cassereau,C. These: Profil des adultes consultant pour lombalgie commune: étude observationnelle basée sur l'activité de 35 médecins généralistes. Angers: Université Angers (2012).

 36. Gorringe,JAL. Initial preparation for clinical trials In: EL Harris and JD Fitzgerald, editors. The principles and practice of clinical trials. Edingurgh: E&S Livingstone (1970).

 37. Adams,G, Gulliford,MC, Ukoumunne,OC, Eldridge,S, Chinn,S, and Campbell,MJ. Patterns of intra-cluster correlation from primary care research to inform study design and analysis. J Clin Epidemiol. (2004) 57:785–94. doi: 10.1016/j.jclinepi.2003.12.013 

 38. White,IR, Royston,P, and Wood,AM. Multiple imputation using chained equations: issues and guidance for practice. Stat Med. (2011) 30:377–99. doi: 10.1002/sim.4067 

 39. Raghunathan,TE, Lepkowski,JM, Hoewyk,JV, and Solenberger,PW. A multivariate technique for multiply imputing missing values using a sequence of regression models. Surv Methodol. (2001) 27:85–95.

 40. Hayden,JA, Ellis,J, Ogilvie,R, Malmivaara,A, and van Tulder,MW. Exercise therapy for chronic low back pain. Cochrane Database Syst Rev. (2021) 2021:CD009790. doi: 10.1002/14651858.CD009790.pub2

 41. Karlsson,M, Bergenheim,A, Larsson,MEH, Nordeman,L, van Tulder,M, and Bernhardsson,S. Effects of exercise therapy in patients with acute low back pain: a systematic review of systematic reviews. Syst Rev. (2020) 9:182. doi: 10.1186/s13643-020-01412-8 

 42. Traeger,A, Buchbinder,R, Harris,I, and Maher,C. Diagnosis and management of low-back pain in primary care. CMAJ. (2017) 189:E1386–95. doi: 10.1503/cmaj.170527 

 43. Bailly,F, Trouvin,AP, Bercier,S, Dadoun,S, Deneuville,JP, Faguer,R , et al. Clinical guidelines and care pathway for management of low back pain with or without radicular pain. Joint Bone Spine. (2021) 88:105227. doi: 10.1016/j.jbspin.2021.105227

 44. Krenn,C, Horvath,K, Jeitler,K, Zipp,C, Siebenhofer-Kroitzsch,A, and Semlitsch,T. Management of non-specific low back pain in primary care - a systematic overview of recommendations from international evidence-based guidelines. Prim Health Care Res Dev. (2020) 21:e64. doi: 10.1017/S1463423620000626 

 45. van der Windt,D, Hay,E, Jellema,P, and Main,C. Psychosocial interventions for low back pain in primary care: lessons learned from recent trials. Spine (Phila Pa 1976). (2008) 33:81–9. doi: 10.1097/BRS.0b013e31815e39f9

 46. Jellema,P, van der Windt,DA, van der Horst,HE, Twisk,JW, Stalman,WA, and Bouter,LM. Should treatment of (sub)acute low back pain be aimed at psychosocial prognostic factors? Cluster randomised clinical trial in general practice. BMJ. (2005) 331:84. doi: 10.1136/bmj.38495.686736.E0 

 47. van Tulder,M, Malmivaara,A, Hayden,J, and Koes,B. Statistical significance versus clinical importance: trials on exercise therapy for chronic low back pain as example. Spine (Phila Pa 1976). (2007) 32:1785–90. doi: 10.1097/BRS.0b013e3180b9ef49

 48. van der Roer,N, van Tulder,M, Barendse,J, Knol,D, van Mechelen,W, and de Vet,H. Intensive group training protocol versus guideline physiotherapy for patients with chronic low back pain: a randomised controlled trial. Eur Spine J. (2008) 17:1193–200. doi: 10.1007/s00586-008-0718-6 

 49. Kamper,SJ, Stanton,TR, Williams,CM, Maher,CG, and Hush,JM. How is recovery from low back pain measured? A systematic review of the literature. Eur Spine J. (2011) 20:9–18. doi: 10.1007/s00586-010-1477-8 

 50. Darlow,B, Fullen,BM, Dean,S, Hurley,DA, Baxter,GD, and Dowell,A. The association between health care professional attitudes and beliefs and the attitudes and beliefs, clinical management, and outcomes of patients with low back pain: a systematic review. Eur J Pain. (2012) 16:3–17. doi: 10.1016/j.ejpain.2011.06.006 

 51. Ballestra,E, Battaglino,A, Cotella,D, Rossettini,G, Sanchez-Romero,EA, and Villafane,JH. Do patients’ expectations influence conservative treatment in chronic low Back pain? A Narrat Rev Retos. (2022) 46:395–403. doi: 10.47197/retos.v46.93950

 52. Hayden,JA, Wilson,MN, Riley,RD, Iles,R, Pincus,T, and Ogilvie,R. Individual recovery expectations and prognosis of outcomes in non-specific low back pain: prognostic factor review. Cochrane Database Syst Rev. (2019) 2019:CD011284. doi: 10.1002/14651858.CD011284.pub2

 53. Petit,A, Begue,C, Richard,I, and Roquelaure,Y. Factors influencing physiotherapists' attitudes and beliefs toward chronic low back pain: impact of a care network belonging. Physiother Theory Pract. (2019) 35:437–43. doi: 10.1080/09593985.2018.1444119 

 54. Braunholtz,DA, Edwards,SJ, and Lilford,RJ. Are randomized clinical trials good for us (in the short term)? Evidence for a ‘trial effect’. J Clin Epidemiol. (2001) 54:217–24. doi: 10.1016/S0895-4356(00)00305-X 

 55. Bouzalmate-Hajjaj,A, Massó Guijarro,P, Khan,KS, Bueno-Cavanillas,A, and Cano-Ibáñez,N. Benefits of participation in clinical trials: an umbrella review. Int J Environ Res Public Health. (2022) 19:15368. doi: 10.3390/ijerph192215368 



OPS/images/fmed-10-1156482gr0001.jpg
e s, e .
o

T
R St e st
e 1 s o

v

i

i eag
| e g s vty s






OPS/xhtml/Nav.xhtml




Contents





		Cover



		Effectiveness of coordinated care to reduce the risk of prolonged disability among patients suffering from subacute or recurrent acute low back pain in primary care: protocol of the CO.LOMB cluster-randomized, controlled study



		Background



		Method/design



		Study design



		Study population



		Inclusion criteria



		Non-inclusion criteria









		Randomization



		Interventions



		Primary objective and outcome



		Secondary objectives and outcomes



		Data collection



		Patients’ data



		Professionals’ data









		Sample size



		Statistics









		Discussion



		Future directions and clinical implications



		Trial status



		Ethics statement



		Author contributions



		Funding



		Acknowledgments



		Conflict of interest



		Publisher’s note



		References



















OPS/images/fmed-10-1156482-t001.jpg
Study procedures Study time points

Baseline 3 months 6 months* 12 months®

Delay allowed (days) —7to +21 —7to +21 —7to +21

Verification of eligibility

Providing study information and obtaining signed informed consent X
Sociodemographic data

Medical history (LBP and concomitant conditions)

Details concerning LBP

PR

Work and employment data (including sick leave)

X X

Roland Morris Disability Questionnaire (RMDQ) X
Numerical pain scale (scored from 0 to 10) X
Short-form 12 (measure of the physical and mental qualty of life) X

Fear Avoidance Belief Questionnaire (FABQ)

Hospital Anxiety and Depression Scale (HADS)

PR R ]

Patient-Centered Coordination of Care Team (PCCCT) questionnaire

PR R ]
R R ]

Nordic musculoskeletal questionnaire

LBP,low back pai
*A medical visit will not be required for these study time points, since patients’ data will be collected using self-administered questionnaires completed at home.






OPS/images/fmed-10-1156482-t002.jpg
Study procedures

At cluster
initiation

Sociodemographic and details concerning their healthcare practices will be collected X
from all GPs and only physiotherapiss in the Coordinated.-care group

“The number of healtheare professionals that underwent study training (Coordinated- X
care group only)

Study time points

At 6 months after
the 5th patients is
enrolled in the
cluster

At the end of
follow up of the
last patient in the
cluster

X X

GPS satisfaction with healthcare provided for their patients’ LBP (score from 0 to10) X

Pain Attitude and Belief Score (PABS) X

X X

Physiotherapists'satisfaction with healthcare provided for their patients' LBP (score X
from 0 to10)

Pain Attitude and Belief Score (PABS) X

LBP: low back pain.





OPS/images/cover.jpg
, frontiers | Frontiers in Medicine

Eeff ctiveness of coordinated care
to reduce the risk of prolonged
disability among patients sueff ring
from subacute or recurrent acute
low back pain in primary care:
protocol of the CO.LOMB
cluster-randomized, controlled
study












OPS/images/crossmark.jpg
(®) Check for updates







OPS/images/logo.jpg
’ frontiers Frontiers in Medicine






