Individualised Placement and Support (IPS) for people unemployed with chronic pain: a feasibility study
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ABSTRACT 
[bookmark: _Toc29894089][bookmark: _Toc20321948]BACKGROUND: Chronic pain is a common cause of health-related incapacity for work in the UK. Individualised Placement and Support (IPS) is a systematic approach to rehabilitation with emphasis on early funded work placement. It is effective in helping people with severe mental illness to gain employment but has not been tested for chronic pain. 
OBJECTIVE: To inform the design of a definitive randomised controlled trial to assess the effectiveness of IPS for people unemployed due to chronic pain. 
METHODS: A mixed methods feasibility study comprising qualitative interviews and focus groups with key stakeholders, alongside a pilot trial. 
STUDY PARTICIPANTS: Health care professionals from primary care (PCPs), Employment Support Workers (ESWs), employers, clients who participated in an IPS programme, individuals aged 18-64 years with chronic pain unemployed for at least three months. 
INTERVENTION: An IPS programme integrated with a personalised, responsive pain management plan, backed up by communication with the GP and rapid access to community-based pain services. 
OUTCOME(S): Stakeholder views about a trial and methods of recruitment. The feasibility and acceptability of the IPS intervention, study processes (including methods to recruit participants from primary care, training and support needs of the ESWs to integrate with pain services, acceptability of randomisation, Treatment As Usual (TAU) comparator) and scoping of outcome measures for a definitive trial.  
RESULTS:  All stakeholders viewed a trial as feasible and important and saw the relevance of employment interventions in this group. Using all suggested methods, recruitment was feasible through primary care but slow and resource-intensive. Recruitment through pain services was more efficient. Fifty people with chronic pain were recruited (37 from primary care and 13 from pain services). Randomisation was acceptable: 22 were allocated to IPS and 28 to TAU. TAU was found acceptable. Retention of TAU participants was acceptable throughout 12-months. However, follow-up of IPS recipients using postal questionnaires proved challenging, especially when the participant started paid work, and new approaches would be needed for a trial. Clients, ESWs, PCPs and employers contributed to manualisation of the intervention. 
HARMS: No adverse events were reported. 
CONCLUSION: A definitive trial is not feasible if recruitment is through primary care until employment status is collected systematically or linkage of employment and healthcare databases is possible. The trial may be possible through pain services but clients may differ. Retention of participants proved challenging and methods for achieving this would need to be developed.  The intervention has been manualised. 
 
TRIAL REGISTRATION: ISRCTN Number 30094062; Date of Registration 01/12/2016 
FUNDING:The National Institute of Health Research (NIHR) Health Technology Assessment programme 15/108/02 
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PLAIN ENGLISH SUMMARY
[bookmark: _Toc20321950]Chronic pain is a common cause of disability and unemployment. Individualised Placement and Support (IPS), is a package of care which aims to rehabilitate people and get them back into paid employment. It is effective for people with severe mental health conditions, but no-one knows it is works for patients with chronic pain. This research aimed to determine the feasibility of a future randomised trial to test whether IPS improves quality of life or other health outcomes in this group.

We conducted in-depth interviews with patients, doctors, nurses, employment support workers and employers, as well as a small-scale pilot trial.  All the groups interviewed supported the value of the intervention and the pilot trial. The Patient Advisory group helped review trial documentation and produced a standardised Treatment As Usual (TAU) booklet for comparison with IPS.  
 
However, despite experimenting with a range of methods, recruiting patients proved challenging, particularly in GP surgeries, where employment status is not recorded systematically. More efficient recruitment was achieved through pain services. Overall, we recruited and randomised 50 participants, 22 of whom received IPS and 28 TAU. There were no adverse events and both groups found their “intervention” acceptable. Returned questionnaires were completed well by all participants but we experienced significant levels of non-returns particularly amongst those receiving the IPS, possibly related to starting work.  
 
Overall, we believe that a trial would not be feasible recruiting though GP surgeries but  may be feasible via pain services. Challenges would be: complex clients; retention over 12 months in both arms; integrating IPS with pain services and ensuring that the intervention was delivered as intended across multiple sites. The full report comments on how such challenges might be addressed. 
Word count: 280
[bookmark: _Toc29894094]SCIENTIFIC SUMMARY
Background 
Chronic pain is common and significantly impacts quality of life. There have been calls in the UK for improved services for chronic pain patients, particularly regarding employment.  As many as 40% of people attending UK pain clinics were incapacitated for work. 
Individual Placement and Support (IPS) is an evidence-based model of vocational rehabilitation with emphasis on an early supported work placement that has been shown to be effective and cost-effective at increasing rates of employment amongst people with severe mental health conditions. 
Given the high burden of worklessness in chronic pain, and the evidence around the effectiveness of IPS, we investigated the feasibility of undertaking a randomised controlled trial (RCT) of IPS investigating its impact on quality of life amongst people unemployed with chronic pain.
[bookmark: _Toc29894096]Objectives: To develop the knowledge and understanding required to inform a future definitive individually randomised controlled trial (RCT) to assess the clinical and cost-effectiveness of IPS for people unemployed with chronic pain, who wish to work.
Specifically:
[bookmark: _Toc29894097]Recruitment/retention:  
a. Can patients unemployed with chronic pain be identified in primary care? 
b. Would sufficient numbers of eligible participants consent to take part in a trial? 
c. What rates of drop-out occur during follow-up? 
d. How acceptable would such patients find randomisation? 
e. What are the barriers to patients’ and healthcare providers’ participation in a future RCT?
f. What would be the risk of “contamination”? 
[bookmark: _Toc29894098]Intervention: 
g. In practice, what is needed to manualise IPS for chronic pain patients and does IPS need to be adapted? 
h. What training/support is needed for ESWs to integrate with pain services? 
i. How feasible is it that this complex intervention can be delivered within the NHS?
[bookmark: _Toc29894099]Comparator: 
j. What is Treatment As Usual (TAU)? 
[bookmark: _Toc29894100]Outcomes: 
k. What should be the primary outcome measure in a definitive trial?
l. In addition to competitive employment outcomes, which previous trials of IPS for severe mental health conditions have shown improved: 
i. What do patients think are the important outcome measures? 
ii. What do employers think?
m. What is the distribution of the outcome measures to calculate power for the trial? 
[bookmark: _Toc29894101]Methods
We carried out mixed-methods research in six complementary work packages (WPs): 
[bookmark: _Toc29894102]WP 1: To understand barriers and facilitators to participation in a trial of IPS 
Method: Qualitative interviews with people with long-term health conditions who took part in the Solent Jobs Programme (SJP) IPS programme 
Setting: City Council employment offices
Participants: People unemployed >2 years with a long-term health condition who had received IPS through the SJP
Outcomes: Insight into IPS participation and views about trial participation and recruitment
[bookmark: _Toc29894103]WP 2: To understand barriers, facilitators and training needs of ESWs for a pilot IPS trial 
Method: Qualitative interviews 
Setting: City Council employment offices
Participants: ESWs who were delivering IPS as part of the SJP 
Outcomes: Information about delivering IPS locally and insight into educational needs for working with chronic pain patients. Views about a future trial.
[bookmark: _Toc29894104]WP 3: To seek the views of healthcare professionals in primary care (PCPs) about the feasibility and resource implications of the identification of individuals with chronic pain and hosting recruitment and acceptability of a trial.
Method: Focus groups with PCPs in Southampton 	and Portsmouth
Setting: GP surgeries
Participants: PCPs involved directly with the care of patients with chronic pain
Outcomes: Views about a pilot trial, ideas about identification of people with chronic pain who are unemployed from their practice, insights about the intervention and proposed TAU
[bookmark: _Toc29894105]WP 4: Pilot Study (InSTEP pilot trial): To conduct a primary-care based pilot trial 
Method:  Pilot longitudinal study (InSTEP) recruiting people unemployed >3 months with chronic pain and randomising to the active IPS intervention or TAU. Follow-up at 3-, 6- and 12-months by postal questionnaire.
Setting: Primary care and community pain services
Participants: People unemployed > 3 months with chronic pain who wish to return to work
IPS intervention: An IPS programme integrated with a personalised pain management plan formed in partnership with a pain OT. ESWs also assessed motivation, barriers to and readiness for work and then supported people according to local standardised IPS protocols. If clients were assessed as not yet ready for work, ESWs were able to use a range of services and skills to develop clients’ work readiness before moving them into the job placement. Based upon client choice and once work ready, ESWs provided ongoing support and mentoring with the employer and employee as required for at least 6 months. 
Control intervention: Treatment As Usual (TAU): TAU consisted of an appointment with the study coordinator (a healthcare professional with no training in vocational rehabilitation) to take the participant through a TAU booklet. These booklets were bespoke, created for each of the two Cities and provided easy-to-use guidance about how to self-manage pain and obtain access to local employment services. They were designed with and by our PPI group who helped to make them accessible and user-friendly.
Outcomes:  Rates of identification of eligible participants; recruitment and retention rates; acceptability of randomisation and TAU; questionnaire data completeness; acceptability of questions on topics including pain, employment and financial circumstances; risk of contamination. 
[bookmark: _Toc29894106]WP 5: To evaluate the experiences of key stakeholders involved in the InSTEP pilot trial.
Method: Focus groups and interviews with participants, ESWs, PCPs involved in WP4; analysis of qualitative feedback from postal questionnaires and analysis of interviews with employers who offered work placements.
Setting: City Council employment offices, GP surgeries, community pain services
Participants: ESWs, PCPs and pain services involved with recruiting to the InSTEP pilot; participants in the InSTEP trial and employers offering placements within the trial
Outcomes: Barriers and facilitators of a future trial. Understand the needs of ESWs specific to working with people with chronic pain. 
[bookmark: _Toc29894107]WP 6: To manualise the IPS intervention and define a protocol for a future trial
Setting: City Council employment offices, GP surgeries, community pain services
Participants: Trial management group; ESWs; pain team; 
Outcomes: Manualised IPS for chronic pain

[bookmark: _Toc29894108]Results 
[bookmark: _Toc29894109]WPs 1 -3
All stakeholders viewed the trial as feasible and were supportive of its importance and relevance. The TAU booklet was endorsed, along with its proposed method of delivery. All stakeholders were enthusiastic about the proposed intervention. ESWs indicated that training about chronic pain would be helpful.
Recruitment: PCPs thought that recruitment through primary care was possible and defined methodologies to be trialled as follows: Read code searching based on codes for prescriptions and chronic pain leading to mailshot; opportunistic during appointments; targeted recruitment based on PCPs knowledge; posters in surgeries; hand searching patients’ records. Clients proffered different views about GPs involvement: one felt more likely to participate if their GP recommended it, whilst another felt that they would be unhappy if their GP suggested an employment intervention. Clients also indicated that their GPs do not know their employment status. 
Intervention: Clients viewed it as excellent that the IPS would be offered much earlier after becoming unemployed (the existing SJP required that they be unemployed >2 years before being offered IPS). Clients also emphasised the importance of the relationship with the ESW for success of the intervention. They recognised though that ESWs were already over-stretched with their current client numbers.

[bookmark: _Toc29894110]WP4 pilot trial (InSTEP): 
We estimated that 4 practices would be needed to recruit a maximum of 80 pilot study patients. In fact, to recruit the final total of 50 subjects, we involved 9 general practices (serving an estimated 200,000 people) and then, with the agreement of the TSC, broadened our strategy to allow recruitment from community-based pain services. We trialled all of the approaches suggested in WPs1-3 to understand (a) which was most effective and (b) which was most efficient. 
Recruitment: Read code searches were easy to carry out but yielded high numbers of ineligible participants and non-responders so proved very inefficient (26 recruited from 1017 packs sent). Hand searching notes was time-consuming and resource-intensive but yielded 6 eligible participants, all of whom were recruited. Opportunistic recruitment during the consultation was also slow but efficient, yielding 5 eligible participants who consented to participate. Given the challenges recruiting, our study timelines were affected and we found ourselves nearing the end of the time over which IPS was available. Thus, we widened recruitment to identify eligible people through community pain services opportunistically during consultations. This referral route yielded the highest rates of eligible participants who consented to take part (n=13). In total, 50 people were recruited.
Randomisation: Given the limited availability of the IPS intervention caused by slow recruitment, we initially randomised everybody but we subsequently allocated as many of the earlier recruits as possible to IPS until it was no longer available and allocated the remainder to TAU. However, in all cases, the participants were recruited to an RCT and gave written informed consent for randomisation. Nobody expressed dissatisfaction with randomisation or their allocation. In total, 22 subjects received IPS and 28 TAU. TAU was acceptable to participants and they expressed satisfaction with the booklet and its purpose/aims.
Response rates and retention: At 3- and 6-months, excellent rates of return were achieved for follow-up questionnaires amongst TAU participants. Rates dropped somewhat amongst this group however at 12-months. Two of the 22 IPS participants obtained employment rapidly, but only by moving out of the area and withdrew from follow-up. An additional 4/22 failed to return any of the follow-up questionnaires, despite engaging with IPS. Even with a system of reminders and an incentive payment for returning questionnaires, insufficient rates of return were achieved in the IPS arm. It appeared that return rates dropped once the individual obtained employment.   
Contamination: Some participants from the same GP practice were allocated to each arm of the trial to investigate the risk of contamination. Although numbers were small, the risk of contamination was assessed to be low as PCPs confirmed that they did not hear about the intervention or TAU from any of their patients.
Outcome measures: The questionnaires, despite being quite lengthy, were well completed by those who returned them. Self-efficacy for work appears promising for use as a primary outcome in a definitive trial.

[bookmark: _Toc29894111]WP5: 
Recruitment: PCPs reported that it was straightforward running Read code searches and mailing out trial information. Unfortunately, however, the searches yielded large numbers of ineligible participants some of whom telephoned the practice to complain. ESWs reported frustration at how slow recruitment had been through primary care and reflected that recruitment was smoother through pain services, not least because every consultation in pain services specifically asked about employment. The ESWs did however reflect that the participants recruited though primary care tended to be nearer to their last job and simpler to assist on the RTW journey whilst those recruited though pain services had more complex needs and were more challenging to re-engage with work. The ESWs perceived that some practices were more enthusiastic then others and that more engagement and recognition of the importance of working for health had increased recruitment rates engaging more suitable patients.
Outputs: ESWs were very positive about the trial and working with people with chronic pain. They reported that the initial training about chronic pain was helpful. ESWs and the pain OT valued the joint consultations and found them helpful in understanding chronic pain and the limitations it imposed on working. Where identified, they enjoyed having people with more recent unemployment and found that this enabled them, in some cases, to help re-engagement with work quite easily. In contrast, some participants were initially a long way from a placement and needed time to build confidence and develop rapport with the ESW in order to facilitate work readiness before a placement could even be contemplated. Participants’ needs were often complex and the fluctuations of chronic pain were particularly difficult to accommodate in paid work settings. The trial had correctly identified people who were motivated to and wanted to RTW but ESWs thought that some participants had rather unrealistic expectations as they had considerable barriers to working. They reported that it took more than one meeting with most participants to fully assess their needs and aspirations. Pain services were supportive of the trial and intervention but would have liked more rapid progress with integration of the IPS service within their setting.

Employers were extremely positive about IPS work placements. They described the health benefits to their employee and that employees had become valued members of their team. Employers described benefits to their organisation of employing IPS clients. Follow-up support by the EWS was valued by them and their employee. The employers showed themselves very willing to offer flexibility to accommodate the needs of the employee. One employer reflected that it was nice to “give back to the community”.

[bookmark: _Toc29894112]WP6:
From the records of the pain OT and the ESWs, as well as the qualitative outputs, IPS has been manualised for a trial.

Conclusion:
All stakeholders whom we engaged thought that a trial was relevant, needed and important. A future trial would not be feasible recruiting through primary care until employment status is routinely collected as part of the healthcare record or linkage of health and employment databases is facilitated. A trial could be set within pain services and recruit the numbers required but (a) not all patients with chronic pain are seen in pain services, (b) when they are seen, it is not usually over long-term follow-up and (c) those referred to such services may be more complex and further from the workplace, providing greater challenges in re-engaging them in paid work and retaining them for follow-up. 

Existing IPS services can be easily adapted for people with chronic pain but (a) ESWs need prior training about chronic pain and (b) combining at least one consultation with ESWs and pain expertise is helpful to all parties. Integration of the employment support with the pain management is beneficial in yielding the best work and health outcomes for patients but is challenging to achieve given the current organisation of such services. 

For a successful trial, more work is needed to retain participants through follow-up, particularly if they obtain work. It may be that additional contact is needed at 9-months or that text messages or e-mails could be used but our results suggest that, if people find work, their time and energy for questionnaires is diminished.

Paid competitive employment is the prime goal of IPS but is not the key outcome for patients. Self-efficacy for work would appear to show promise as a principal outcome measure.
Trial registration: ISRCTN Number 30094062; Date of Registration 01/12/2016
Funding: This project was funded by the National Institute of Health Research (NIHR) Health Technology Assessment programme 15/108/02
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[bookmark: _Toc29894113]CHAPTER 1. INTRODUCTION
[bookmark: _Toc20321952][bookmark: _Toc29894114]Scientific background and rationale for the research
[bookmark: _Toc20321955]Chronic pain is that which troubles a person all or most of the time over months/years and is defined as pain that persists beyond the normal period of healing, usually taken as three months, with a six-month cut-off used for research purposes. It is a major public health problem associated with mental illness, job loss, impaired function and poor quality of life. Epidemiological studies suggest that 31% of men and 37% of women have chronic pain at any point in time and that prevalence increases with age.1 Chronic pain is more common and more severe among those with poorer socioeconomic status. Mental illness, including depression and anxiety, is significantly increased among people with chronic pain, with prevalence rates as high as 70% among those with more severe pain. Between 20-27% of people of working age with chronic pain are unable to participate in their usual activities, including work, due to their pain.2 Healthcare costs associated with chronic pain are high: it has been estimated that chronic pain patients consult their GP up to five times more frequently than others, with almost 5 million GP appointments annually.3 The costs of chronic back pain, for example, have been estimated at £12.3 billion/year.4 In addition to direct medical costs, it has been estimated that as much as 48-88% of the total cost burden of chronic pain can be attributed to indirect costs arising from restricted productivity, sick leave, disability benefits and other aspects of work disability.5 Importantly, three out of the top ten conditions that impact productivity are painful disorders (back/neck pain, other chronic pain and arthritic conditions).1 In a national audit, as many as 40% of people attending UK pain clinics were prevented from working (paid or voluntary) by pain.5
Prolonged unemployment, for any reason, causes additional health problems.6 Those who lose their job suffer from worse mental health,7 poorer life expectancy,8 attend healthcare consultations more frequently with physical symptoms and report higher levels of pain.9 Moreover, these effects transfer to the next generation such that the children of unemployed people also have poorer mental health and themselves experience higher rates of unemployment.10  Taken together, these findings illustrate the potential public health impact of rehabilitating people with chronic pain back into work.
There have been calls in the UK for improved services for chronic pain. For example, chronic pain was a focus of the Chief Medical Officer's Annual Report 2008,2 emphasising the need for improved holistic pain services, and the Royal College of General Practitioners named chronic pain a clinical priority area in 2011-14.11 A particular area of need highlighted by patient representative groups12 was the poor availability of information and support from healthcare professionals regarding employment.
Chronic pain is one of the major causes of health-related incapacity for work in the UK, with marked impact on the individual, their family, healthcare providers and society. There is little evidence showing effectiveness of traditional ‘train and place’ rehabilitation interventions for chronic pain patients in the UK, partly because return to work is rarely the principal outcome. The results of one published study suggested that occupational rehabilitation can be integrated with pain management programmes producing a 38% return to work rate at 6 months,13 and showed that those already unemployed need a different approach from that used for those currently in work. 
People unemployed with chronic pain have a number of compounding problems which include: diminished self-esteem and confidence; progressive loss of fitness and stamina through inactivity; outdated vocational skills; lack of suitable, sustainable employment opportunities; poor availability of “tailored” job-seeking and occupational advice and potential prejudice from employers against people with poor sickness records. These problems exactly parallel those faced by people with severe mental illnesses in whom rates of unemployment as high as 95% have been reported.14 Amongst people with severe mental illness, the traditional ‘train and place’ model of rehabilitation has been shown to have little success with many patients only obtaining employment in sheltered workshops. Being in paid work, as compared with being in supported work, is associated with higher self-esteem and higher levels of hope/optimism among people with mental illness, and is clearly the outcome of choice.15 Therefore, a new approach was developed in the USA in which the emphasis was on direct job placements, plus support to patient and employer, the so-called ‘place-and-train’ model. The model of ‘place-and-train’ that has been researched most intensively is Individualised Placement and Support (IPS).13,16-23 IPS is a systematic approach to helping people with severe mental illness obtain competitive employment. It involves allocation of carefully trained vocational advisers to people who wish to return to work and equipping them with skills and health support as required. It relies upon 8 principles: (i) It aims towards competitive employment; (ii) It is open to all those who want to work; (iii) It tries to find jobs consistent with people's preferences; (iv) It works quickly; (v) It brings employment specialists into clinical teams; (vi) Employment specialists develop relationships with employers based upon a person's work preferences; (vii) It provides time unlimited, individualised support for the person and their employer; (viii) Benefits counselling is included.13 Although originally developed and tested in the US, IPS has since been shown to be effective in European countries,16 despite very different systems of welfare and job markets. It has been shown to translate to mental health patients in the UK,16,23 provided that it is implemented effectively23 and a high rate of adherence to the fidelity principles is achieved.24 Pooled data from a 2012 systematic review suggest that up to 47% of those unemployed due to severe mental illness can be returned to meaningful employment using IPS in Europe.23
Given its success for severe mental illness, IPS might work for chronic pain patients who suffer similar disability, social isolation and rates of unemployment and also have high levels of psychological comorbidity. Indeed, in an uncontrolled pilot study performed by members of our research team, IPS was offered through Remploy to 17 patients attending the local pain clinic. The results showed excellent employment rates and high rates of patient satisfaction with a social return on investment of £6.64 for every £1 invested.25 However, long-term funding for this service could not be secured after the pilot study due to lack of evidence from RCTs and insufficient data on cost-effectiveness to justify its widespread adoption.
IPS programmes are already being offered patchily in the UK by private sector and local-authority schemes. Given that IPS was manualised for a different patient group, providers will be approaching adaptation in different ways, particularly in relation to integration with pain management services. Whilst IPS is in the main a set of practical interventions in support of people seeking work, it may be that some people in pain are not ready for behavioural change, in terms of psychological and / or systemic factors. In this respect, IPS may be supported by well-evidenced psychological interventions which centre around engaging people in the process of change. Two such interventions are motivational interviewing26 and values-based work (which is described in the context of contextual cognitive behavioural therapy).27 The research process allows for the development of the IPS intervention to include those components which are associated with cognitive and behavioural change and establish a basis for integration of pain management.
It is important that IPS be evaluated for chronic pain patients and that the validity of the fidelity principles for people with chronic pain be explored, given that high levels of adherence to these principles is associated with better outcomes in severe mental illness. Crucially, a high-quality clinical and cost effectiveness analysis is needed if we are to justify the widespread adoption of this approach in this prevalent group of patients.
This research aimed to test the feasibility of adopting IPS for people unemployed with chronic pain, to lay the groundwork for a definitive randomised controlled trial.
[bookmark: _Toc29894115]Patient and Public Involvement 
Prior to submission of our funding application, 20 public/patient representatives participated in three workshops to review and inform our proposal. Participants were male and female, aged 20-86 years and all were diagnosed with chronic pain conditions.  They included individuals who were: currently working; retired from professional/managerial work; not working on the grounds of ill health; and currently signed off sick from work; in addition to those actively seeking work/voluntary work.  The PPI representatives were involved in the development of the final protocol and commented on the plain English summary. 

A further two workshops were held, including 8 public/patient representatives, during the first phase of the research (alongside WPs 1-3). These groups reviewed all aspects of WPs1-4 and commented on all patient-facing documentation, including the invitation letter, patient information leaflets, consent form and questionnaires. They iteratively helped the research management team to develop and improve procedures for recruitment and to devise the TAU booklet. With their proactive support, the TAU booklets were designed to be patient-friendly and informative, with up-to-date information about local services for pain and employment (see below).

At the end of the study, two further PPI groups were held, involving 6 people with chronic pain (including people who were: employed; unemployed; retired through ill-health; and retired not for health reasons) in order to reflect on the study findings, lessons learned and recommendations for future development work. 
[bookmark: _Toc29894116][bookmark: _Toc20321956]Lay co-applicant
Our application included a lay co-applicant, who was a former local small business employer as well as adviser to local health charities. He proved invaluable throughout the process of the research, from original application to this report. He provided continuity by attending the Trial Management group meetings and participating as a lay representative to the Trial Steering Committee.
[bookmark: _Toc29894117]Data collection tools
During this research, we piloted the use of questionnaires at baseline and follow-up which were developed from a range of potentially suitable validated tools for evaluating an employment intervention on pain, function and quality of life. Their acceptability was evaluated qualitatively and quantitatively, and, based on our findings, they will be suitable for adaptation for any future definitive trial. 
[bookmark: _Toc29894118]TAU booklet
[bookmark: _Toc20321962]Together with our PPI representatives, we developed and piloted a TAU booklet which was found highly acceptable by participants and the ethics committee. Although specific to the location of this research, these would make a good prototype to be adapted for any larger scale trial. 
[bookmark: _Toc29894119]CHAPTER 2. TRIAL DESIGN AND METHODS
[bookmark: _Toc29894120]Objectives:
The specific objectives were to answer questions in the following areas:
[bookmark: _Toc29894121]Recruitment/retention: 
a. Can patients unemployed with chronic pain be identified efficiently from primary care? 
b. Would sufficient numbers of eligible participants consent to take part in a trial? 
c. What rates of drop out might occur during follow-up? 
d. How acceptable would such patients find randomisation? 
e. What are the barriers to patients’ and healthcare providers’ participation in a future RCT (practical, financial, motivational)? 
f. What would be the risk of “contamination” if individual-level randomisation were used? 
[bookmark: _Toc29894122]Intervention: 
g. In practice, what is needed to manualise IPS for chronic pain patients? 
h. What adaptations are needed? 
i. How do the fidelity principles perform and can they be translated across to IPS for chronic pain patients? 
j. What training/support is needed for ESWs to integrate with pain services? 
k. How feasible is it that this complex intervention can be delivered within the NHS?
[bookmark: _Toc29894123]Comparator: 
l. What is treatment as usual? 
m. What information should be in a booklet provided to ‘control’ subjects?
[bookmark: _Toc29894124]Outcomes: 
n. What should be the primary outcome measure in a definitive trial (employment, health-related or economic)?
o. In addition to competitive employment outcomes, which in trials of IPS for severe mental health conditions, have consistently been improved: 
i. What do patients think are the important outcome measures? 
ii. What do employers think?
p. What is the distribution of the relevant outcome measures to calculate power for the trial? 

The research was carried out over 39-months led by a multidisciplinary team (including expertise in chronic pain management, delivering a programme of IPS, epidemiology, occupational medicine, research methods, primary care, public health, health economics, qualitative psychological research and local employment circumstances). The research involved mixed methods and comprised six work packages (WPs), which aimed to pave the way for a definitive randomised controlled trial of IPS by addressing the following objectives:

[bookmark: _Toc29894125]Work Package 1
Qualitative work with a group of individuals with long-term health conditions and at least 24 months’ unemployment and who had recently engaged with IPS (as part of the 2-year funded “Solent Jobs Programme” (SJP) in the cities of Southampton and Portsmouth).  We aimed to: understand their views about participating in research (specifically in a trial involving IPS); whether they thought people would wish and/or be able to take part in a trial; and their individual experience of undertaking the IPS programme.
[bookmark: _Toc29894126]Work Package 2 
Qualitative research with local employment support workers (ESWs) who were delivering IPS as part of the local SJP and gain insight into their experiences of IPS. Additionally, we enquired about their knowledge of, and attitudes to, people with chronic pain and their specific learning needs to implement IPS tailored to such individuals.
[bookmark: _Toc29894127]Work Package 3  
Undertook focus groups with PCPs to understand their views about a trial of IPS for people with chronic pain and gain their insight as to how to develop recruitment strategies to identify people who are unemployed and have chronic pain within primary care. Furthermore, we sought their views about the acceptability of a trial of this nature and what the most important relevant outcome measures would be, and asked them to comment on the development of study materials (Treatment As Usual [TAU] booklet) for WP4.
[bookmark: _Toc29894128]Work Package 4
A pilot primary care-based longitudinal study (Individualised Support To Employment Participation InSTEP trial)  to develop the RCT protocol in a small sample of individuals in order to: test methods of recruitment, evaluate the acceptability of procedures for consent and randomisation to the IPS intervention or the TAU; develop and ultimately manualise IPS for people with chronic pain by developing training for ESWs, creating shared documentation and integrating pain management planning by a pain specialist in conjunction with the ESWs; measure adherence to the study protocol and rates of attrition with follow-up of all participants at 3-, 6- and 12-months with postal questionnaires; evaluate the acceptability of questionnaires in terms of whether participants can and do complete them as intended; and inform the choice of primary outcome measures (competitive employment, quality of life; health and health economics) for a definitive trial. In doing this, we aimed to assess any unforeseen impact upon the NHS from trying to place chronic pain patients back into employment, to gain an indication of the success levels and what should be measured in a definitive trial so as to ensure that a more efficient, cost-effective trial to fully test the intervention might be ultimately conducted. 
[bookmark: _Toc29894129]Work Package 5
Qualitative work in order to evaluate the experience and views of all stakeholders (ESWs, participants, employers and PCPs) during the pilot trial and to identify barriers to a definitive trial. From the participants, we wished to assess their motivation for participation, their perceptions of the benefits that they experienced and how those benefits might best be captured as outcome measures, and also, to seek their views about participation in any future trial and any perceived barriers. From the ESWs, we wished to seek views about the IPS service, about integration with pain services, and about important outcome measures and to understand what further training needs they perceived in order to work with chronic pain patients and to facilitate integration of IPS with pain management planning.  From employers, we wished to understand opinions about the IPS service, providing a placement, employing someone with chronic pain and what they regarded as important outcome measures.
For PCPs, we wished to evaluate the ease and success of identification and referral of people with chronic pain from primary care and also their capacity to develop effective health plans to support these individuals. We explored the risks of contamination and any barriers to being involved with a trial. We also asked PCPs for suggestions to refine and optimise the protocol for a future trial.	
[bookmark: _Toc29894130]Work Package 6 
To manualise the IPS intervention for chronic pain patients and review fidelity principles, in addition to refinement of the study protocol for a definitive trial.

[bookmark: _Toc20321964][bookmark: _Toc29894131]Ethical approval and research governance
Ethics approval to conduct WPs 1-3 was granted by the University of Southampton Faculty of Medicine Ethics Committee on 19/12/2016 (IRAS ID 215081) and Health Research Authority approval was given on 11/01/2017(REC ref 17/HRA/0035).  Approval to conduct WPs 4-6 was granted by South Central-Hampshire Area Research Ethics Committee on 22/09/2017 (IRAS ID 226125) and HRA approval was given on 09/10/2017 (REC ref 17/SC/0398). 

[bookmark: _Toc29894132]Methods WPs1-3
Common methodological elements
In these WPs, qualitative interviews were carried out by one of two trained (female) interviewers who were research assistants in psychology and prior qualitative research experience. All participants gave written, informed consent to be interviewed, for the interview to be recorded and transcribed and for the analysis of their comments. All were made aware that their comments were confidential and would be non-attributable. In each WP, the interviewers followed a semi- structured topic guide (Table 1) to allow participants to tell the story of their own experiences28,29.  Neither interviewer had any prior relationship with any of the participants.  Questions and prompts were developed in advance to aid the interviewer, but the topic guide was intentionally flexible to allow for natural discussion throughout the process. Interviews were recorded and field notes were made by the interviewer during and immediately after data collection.  
Table 1 – Summary of interview topics for WPs 1-3
	Clients
	Employment Support Workers
	Healthcare Professionals

	· Experience of IPS
· Views of research on IPS
· Views on participation in a research trial
· Outcomes of IPS
	· Experience of IPS
· Views of research on IPS
· Recruitment to a research trial
· Integration with pain services
· Outcomes of IPS
· Barriers to participation in a trial
	· Research on IPS
· Recruitment through primary care
· Outcomes of IPS
· Integration of IPS with pain services
· Control intervention



[bookmark: _Toc29894133]Data analysis: Recorded interviews were transcribed verbatim by the interviewers and all text was entered into NVivo qualitative data analysis software version 11 for analysis30 . The data were analysed thematically independently by both researchers as an iterative proces alongside data collection:31 
· All the data were coded inductively by both researchers;
· codes were examined for patterns and refined;
· relationships and refined patterns between initial codes were identified and themes were developed into higher-level categories following discussion between both researchers;
· themes were described with representative data which supported each theme. This methodology enabled thorough exploration and detailed description of clients’ views.32,33 Quotes were selected from the arising themes to best describe the findings, with non-identifiable ID numbers allocated to participants. The study findings were reported according to the consolidated criteria for reporting qualitative studies (COREQ). 34 

Participants and Recruitment to WPs 1-3
WP1: A sample of people with chronic health conditions (including pain) who had been unemployed for at least 24 months and therefore recruited for and attended the Solent Jobs Programme (SJP) IPS intervention in the cities of Portsmouth and Southampton in the preceding 12 months. 

Clients who were potentially eligible to take part were identified by the ESWs and managers of the IPS service in the City Councils.  We provided the ESWs with a participant information sheet which explained the nature and purpose of our research. The leaflet explained that we were seeking willing volunteers to take part in qualitative research, what was required of participants, that their expressed views would be confidential, anonymised and non-attributable, and that they could withdraw their consent at any time.  Individuals who expressed interest in participating were asked to give consent for their contact information to be passed to the qualitative researchers. Potential participants were then contacted by telephone by the researchers to arrange an interview.  Interviews were conducted at a time to suit the clients and they were offered the choice of an interview by telephone or face-to-face arranged in their local job centre.  It was explained to each client that the interviewer was independent from the IPS programme and that they were part of a research team investigating whether high-quality employment services could be of benefit to people who were unemployed and affected by long-term health conditions.  Clients were assured that their comments would be strictly confidential and no one from the SJP IPS programme would be present during the interview.  Travel expenses incurred by the clients were remunerated and participants were sent a high street shopping voucher after their interview to thank them for their assistance.
WP2: Employment Support Workers (ESWs) currently working in the Solent Jobs Programme (SJP) IPS intervention in the cities of Portsmouth and Southampton. 
All eight ESWs involved in the SJP IPS intervention in the cities of Portsmouth and Southampton were eligible to participate.  Eligible individuals were given a written information sheet by their managers explaining the purpose of the study and emphasising that participation was voluntary and that comments would be confidential, anonymised and non-attributable, and that they could withdraw their consent at any time.  Semi-structured interviews were arranged at the convenience of the ESW at their place of work and travel expenses incurred by ESWs were remunerated. Written, informed consent to participate, record their interview and for the analysis of their views, was obtained.

WP3: Qualitative focus groups with members of the primary healthcare team who were familiar with chronic pain patients (PCPs). Primary healthcare providers (PCPs) were contacted via the local Clinical Research Network (CRN) who advertised the study to research-active general practices.  Practices that expressed interest in the study were then provided with written information about the purpose of the study and what was required.  Any member of the practice team involved in the care of chronic pain patients was eligible to participate. 

Practices that expressed interest were contacted by a member of the research team by telephone to explain what was involved in the research and, if agreeable, a suitable time was arranged to conduct a focus group within the practice premises. Focus groups were chosen in order to facilitate interaction between participants and enable them to bounce ideas off each other35 and also for convenience in order to minimise the total clinical time of the PCPs taken by the research. It was emphasised that all expressed views would be confidential, anonymised and non-attributable, and that they could withdraw their consent at any time. Written, informed consent to participate, for recording and for the analysis of their views, was obtained from all PCPs prior to the start of the focus group.  Participating general practices were remunerated so that they could backfill the time required.  

Results WPs1-3: 
Data collection for all three WPs took place in 2017. The following section describes those who participated:

WP1: Participants in SJP IPS: In 2017, approximately 50 people per month were referred to the SJP IPS programme, of whom just under half agreed to participate.  A total of 20 potential clients were identified and registered their interest to participate in our qualitative research.  However, 5 proved uncontactable by telephone to arrange an interview and six failed to attend at the time agreed.  Ultimately, a total of nine clients were interviewed. In each case, the interviews lasted a maximum of 45 minutes. 

WP2: ESWs: All ESWs at the two SJP IPS sites in Portsmouth and Southampton were given written information about the research. Six ESWs expressed interest in participating. However, due to work commitments, one was unable to do so. A total of five interviews were conducted, none of which took longer than 45 minutes. 

WP3: Healthcare professionals in primary care: A total of 11 PCPs from two GP practices took part in two focus groups.  The PCPs included: 4 general practitioners; an advanced nurse practitioner; 3 practice nurses; a health care assistant; a practice manager; and a medicines manager.  Focus groups were arranged to make the groups as inclusive and accessible as possible and lasted a maximum of one hour.

Themes identified:
 Quotes have been selected from the arising themes to best describe the findings, with non-identifiable ID numbers allocated. The results are presented under the key themes:

Undertaking a research trial involving IPS:
The PCPs were extremely positive about the idea of a trial of an employment intervention for people unemployed with chronic pain:
“I think the intentions are brilliant.” (PCP1). 
Likewise, all ESWs were very positive about the SJP IPS programme and enthusiastic about research to show its benefits. They were keen to share success stories and highlight the benefits of the intervention that they had observed.
PCPs stated that they had observed patients who were trying to return to work and find employment, and that such individuals would be interested and engaged in a trial. However, they voiced concern that some individuals might not wish to return to work and that differences in motivation might prove problematic in terms of study trial recruitment:
“And it's the individuals, there are some people who actually like to work as we would like to see that, but there are those who just wanna get the money and the money is just easier if you are just sitting on your backside sometimes.” (PCP1).
PCPs expressed concern that some patients may not want to seek employment, and it would be important to identify and measure motivation as part of the study.
One client saw the benefit of conducting the proposed research trial but similarly expressed concerns about the purpose and how that purpose would be communicated e.g. about the wording of the information sheet which stated the research aim was to “improve the health of people who are unemployed through long-term health problems”. She felt this could be considered derogatory, feeling that she was not “unemployed” but “unable to work”. At the end of the interview, she voiced apprehensions about the future research being used to force individuals to work even if they were unable to do so: 
“I think this is a really interesting study. I think that, it's important, but I also think in the wrong hands, it could be used to be malicious and force people with pain into work.” (C5).
Overall, clients were very positive about the SJP IPS programme in which they were engaged.  However, we found that they had difficulty in discussing a potential research trial as distinct from their own personal experiences of their IPS programme.  Even after clarification, some clients found the concept of a research trial difficult to understand and their answers were inherently linked to their individual experience of IPS.  For example, clients seemed anxious that recruitment to a trial would mean an increased workload for their ESWs, who, they perceived, already had limited time available without them being further burdened by new clients in a research trial:
“I mean at the end of the day they've got 25-30, erm, clients, and you've only got four advisors maybe five advisors. And to be totally honest, they are also doing more interviews at the job centre in [location] and [location] and that to get more people on this course. So you are limited to the amount of time you can have with them.” (C2).

Recruitment to a randomised controlled trial of IPS
One client expressed concern about recruitment in healthcare settings: 
“I don't think... if I got a letter like that from my GP, I think I would just shove it in the bin. Or I would.. I wouldn't be very happy.” (C5).
In contrast, other clients felt this method of recruitment could be a positive way to identify people who might benefit from the intervention. 
“That sounds like a good idea, because in a way when I was put on my antidepressants the doctor who gave me the antidepressants and telling me what to do, he told me that I needed to be part of a support programme, you are not gonna be able to do this alone, you’ve got your church, you’ve got your wife but you are gonna need more than that. You need someone to steer you in the right direction, which I have done and I continue to do.” (C4). 
One of the core precepts of IPS is that participation is voluntary and dictated by client choice. Even so, our interviewees appeared confused about whether or not their enrolment in the SJP IPS programme was voluntary or mandatory. Although the ESWs explained at the outset that the programme was completely voluntary, some clients stated that they did not feel they had a choice about participation, particularly if they were referred by the job centre (which was the case for the SJP programme but would not be the case in the planned pilot study). This uncertainty about their freedom of choice regarding employment services was particularly unhelpful when trying to elicit their engagement with employment-related research and when explaining the voluntary nature of research participation: 
“Even the advisors say it's "voluntary" it's not voluntary... when you go to see the advisor at the job centre they said "you're on the work activity group, you must be doing something" so they put you on [IPS programme]. And then when you come here, they say it's all voluntary. But it's not voluntary; the job centre put you on this course for a reason.” (C3).
Clients also commented upon the large volume of paperwork that arose from participation in the programme and evaluations of the IPS (evaluations of the SJP and unrelated to the current research) and that the need for this was not apparently explained to them. One client did not understand the purpose of the volume and content of questions asked in evaluations: 
“Yeah it's like these [consent forms and information sheets]. Tick this thing on the computer. Tick, tick, tick. One question was did you have school dinners as a child? Yeah what's that about?” (C3). 
One ESW hypothesised that individuals recruited in different settings may differ from the clients who were currently being offered IPS: 
“the referral would be different, it would be interesting to see those clients coming from a doctor’s surgery that are told to speak to someone, ‘cause their mentality might be different, to people that are in the process of referrals coming often from the job centre” (ESW5).
PCPs discussed recruiting eligible patients from healthcare settings. They felt it would be possible to undertake database searches, using the Read codes. Read codes are the standard clinical terminology system used in general practice in the UK.36 They provide a hierarchical clinical coding system for the purpose of reporting, research, decision-making, and to allow data to be shared reliably between different computer systems, and have been used previously for chronic pain.37 However, the PCPs recognised that currently no Read code for unemployment exists so that the searches would identify patients with pain and certified sickness absence, but not unemployment. PCPs suggested that Read codes for chronic pain conditions could be used in conjunction with medication codes (e.g. opioid or gabapentinoids) to identify potential participants.
PCPs also believed they could personally identify individuals who would benefit from the programme based on regular contact through primary care services.

About the nature of the IPS intervention
ESWs were in agreement with offering IPS after only 3 months of unemployment, which they thought would be particularly beneficial. The clients made the same point, suggesting that the sooner after losing their job someone could enter the programme, the better it would be:
 “Because everybody needs that helping hand, if you think about it, if somebody’s just come out of work, for 3 months and they’ve got nothing, that’s where they’re starting to lose the point, ‘I’m unemployed, I’m signing on, I’ve gotta do this, I’ve gotta do that… you know where do I go next?’ We don’t want that person to go 3 months after that, 6 months unemployed and still going nowhere, they need to be somewhere where they get the support, yeah I totally agree with that.” (C4). 
Likewise, the PCPs emphasised the importance of early intervention after unemployment:
 “I think the sooner you can get someone back to work, the better.” (PCP4).
The ESWs felt the IPS should continue to be available for longer than a year since the process of preparing someone for work and securing employment could be lengthy. Clients likewise reported that it could take time to get someone ready for employment and into the workplace.  
The pivotal role of their individual ESW in successful IPS was emphasised by the clients and in their view, this relationship was crucial in finding clients suitable employment. On the other hand, some clients described a lack of continuity in the programme and felt they had not developed a relationship with a single ESW, having met multiple different ones, which had negatively affected their experience of the programme. 
“I've just been moved from one advisor to another advisor, to a new one” (C2). 
Clients reported that ESWs asked about their potential needs and barriers to create an individualised plan. One client recalled that the specific details of her condition had not been considered, but rather a very general discussion of her disability and illness: 
“So, for people with chronic pain, or anybody with mental health, or, you know, or anything that's specific, I think what would improve this service is having an advisor who specialised in that condition. Or in a couple of things. It's having that understanding, it bridges that gap.” (C5). 
It seemed to the clients that personalised advice and a holistic approach were key features of the IPS intervention. Likewise, ESWs discussed the importance of tailoring IPS to each individual client. This they usually seemed to achieve based on discussion with clients, with limited knowledge about the impact and management of specific conditions:
 “you should have advisers that have training around chronic pain and there should be a fully comprehensive directory of signposting people” (ESW4). 
Clients were aware of the existence of other employment interventions available for unemployed people. However, IPS was felt to be the best approach for patients with chronic pain, as other employment interventions were seen as not appropriate for individuals with complex issues:
 “the other programme, they understood my problems but they didn’t do anything about it” (C4). 

The “control” intervention was brought up by the PCPs. They reviewed the draft TAU booklet which would be provided to all subjects. They reviewed the booklet positively, and in particular highlighted the vernacular language used throughout, and the reader-friendly style in which it addressed commonly-asked questions without overwhelming the reader with excessive information:
 “I think it’s very useful, I think it will help people…I think patients will find it quite useful.” (PCP8). 
PCPs reported willingness to randomise patients to both the IPS and control interventions. One PCP explained that in previous studies, participants had been unhappy if they had been randomised to a control group, and felt that it would be important to explain the benefit of both interventions:
 “I tend to... not sell it if it's a non-intervention or control, but actually saying... you are actually really important in this study as well. They are part of it and they are helping. If we get to the actually nitty gritty and we are actually recruiting patients, then they've got that far, and we've talked about it, and we've consented them, then hopefully they are still on board.” (PCP4).  

Outcomes to be assessed in a future trial
Participants appreciated that the outcome of the programme would be entry to employment, although they indicated that a client may well not have found employment within the relatively short length of the proposed intervention (6-12 months). At the time of interview, none of the clients on the SJP IPS programme had secured paid employment, but all were keen to discuss the progress they had made. They highlighted the skills they had gained from the programme that made them qualified for employment, with “job readiness” seen as a potential outcome for a future study:
“I feel a lot better about starting now, I don’t expect anything to happen until I’ve been here a few months or so, one thing at a time, I need some solid ground to stand on” (C7).
Some clients also described a boost in their confidence since starting the programme and reported that they were being more active in daily life:
“it gets me out of the house and that you know what I mean, well… I’m out and about every day.” (C6). 
ESWs recognised that the likely principal outcome of IPS would be entry to employment. However, they also recognised the probability that clients may not yet have secured employment by the end of the intervention. ESWs were keen to talk about the success stories of the IPS programme, notably client improvement in several quality of life domains.  
The ESWs highlighted the skills that clients had acquired from the programme which had enabled them to consider a work placement in the future.  “Job readiness” was therefore proposed as a potential outcome for a future study. The importance of building clients’ confidence was also noted:
 “The knee jerk reaction, which throws up the barriers in the first place. So you've got to get those down. And by doing that, when people talk about it, when you are chatting with the client and I'll say "but if you are doing that, why don't you take it. it's the same thing but you are on a different." and they go "ohhh right". Erm, so you are getting those kind of barriers down. At the same time as doing that, cos you actually understand, it builds their confidence. And "maybe I could do that, maybe I could plan” (ESW3). 
Similar to the ESWs, PCPs speculated about the importance of the intervention in building clients’ confidence. Participants also discussed changing clients’ attitudes and views about work. 
 PCPs postulated a number of benefits of employment for individuals with chronic pain. For example, they suggested that employment could increase physical activity which in turn might reduce pain levels. Additionally, they highlighted the link between chronic pain and mental health, stating that improving social interaction and sense of achievement through work could improve depression. It was thought that employment could improve patients’ overall quality of life:
“So then at least these sort of work based programmes are starting to tackle that, helping people to get out of the house regularly, introducing some sort of ‘maybe I could do something’, a degree of hopefulness, where there is a degree of hopelessness” (PCP8).

A summary of all the barriers and facilitators to a future trial of IPS for people unemployed with chronic pain that were identified from WPs 1-3 is shown in Table 2. 
Table 2: Barriers and Facilitators to a Future Trial of Individual Placement and Support recruiting in primary care as identified by the key stakeholders: Clients, Employment Support Workers and Primary Care Healthcare teams
	
	BARRIERS
	FACILITATORS

	Doing a trial
	Clients: Is it voluntary to take part, or compulsory?
	All: This is a good thing to test. It is important.


	Recruitment to a trial
	Clients: Recruitment might be challenging in primary care as our GPs do not know that we are employed /not employed
Clients: I would not be happy if my GP wrote to me about a job intervention
PCPs: There is a risk of sending a lot of letters to people with chronic pain who currently are IN WORK

	Clients: Lots of opportunities to find unemployed people with chronic pain: Job Centre, from other employment programmes, chronic pain services, Physiotherapists, Rheumatologists, Support groups, Community groups, Libraries
Clients: I would be more likely to consider this if my GP recommended it for me
PCPs: We can find people using Read code searches of the primary care database. Although no code for “unemployed”, we can use chronic pain and medications e.g. opioids
PCPs: We know who these patients are personally
ESWs: Recruiting from places other than the Job centres might bring in people who are different and perhaps better motivated 


	Acceptability of the intervention
	Clients: It needs to be clear that it is a choice to go on the programme that it is not mandatory and that you are not being “forced” into work by anybody
ESWs: Clients need to be motivated to want to work for this intervention to be possible
ESWs: Clients sometimes need more than 12 months support to be ready to apply for competitive employment
	Clients: A trial offering this support earlier after you have lost your job would be likely to be much better for people before they have lost confidence etc.

	Delivering the intervention
	Clients: ESWs would need extra training in chronic pain 
ESWs: We would need to know more about chronic pain and chronic pain services and management to do this

	Clients: The relationship with the ESW is crucial for this and it works best when you have continuity and build a relationship

	Process
	Clients: There is a lot of paperwork already involved in IPS assessments
	

	Acceptability of the TAU
	
	All: The booklet provided for “Treatment as Usual” is brilliant. 
PCPs: I think it would be very helpful and would be happy to recommend patients if they could have this OR the treatment

	Outcomes that are important
	PCPs: Motivation to work will be an in important factor determining outcome
	Clients: Although your main reason for attending is to get a job, you get so much more out of it e.g. confidence, increased social interaction
PCPs: The benefits will include less pain, more exercise, less depression, better quality of life, not just a job
ESWs: The clients develop over time; they are not all “ready” for a job at the same stage but you see them benefitting in other ways to begin with. “Readiness for work” could be an important outcome.




[bookmark: _Toc29894151]Discussion WPs1-3
In general, all three groups were enthusiastic about the proposal of a future trial of IPS for people unemployed with chronic pain. Compared with other employment interventions, both clients and ESWs favoured the choice of IPS because of its personalised approach. Everybody thought that employment could pose future health benefits. Clients and ESWs felt that they would need additional training to enable them to provide IPS for people with chronic pain. It was viewed as important that motivation to work was measured and that clients should feel that they have the choice to participate only if they wished to. The importance of a longer-term relationship with the ESW was emphasised by clients, something previously reported from another qualitative study undertaken amongst mental health IPS patients in an RCT.38 Early intervention shortly after unemployment was thought to be key. Likewise, it was considered important that the duration of intervention could be flexible as not everybody will achieve employment within a fixed time. Finally, although employment rates were an essential outcome, the parties all identified a number of other relevant and important outcomes that could be modified by this intervention, including confidence, mental health, increased physical activity and quality of life. 

The opportunity for the current research arose from the existing SJP- funded pilot of IPS available through local job centres for anyone who was unemployed ≥2 years with a long-term health condition. Therefore, the clients had all experienced very long-term unemployment. It is insightful and interesting that clients pointed to the importance of offering IPS early after unemployment and were extremely positive that the InSTEP pilot study would recruit after just 3 months’ unemployment. Re-employment rates are known to be considerably lower after prolonged unemployment, due to a complex array of factors including physical and mental health impacts, loss of confidence and self-efficacy, de-skilling, and financial dependence on welfare benefits.38-43 There may also be a strong selection effect – those best able to return to work will tend to do so sooner. It is important in planning any trial to consider how to best time the intervention to provide the greatest benefit. The views expressed by our interviewees reinforce our own view that consideration needs to be given to timing of the IPS in relation to duration of unemployment, particularly given that the Norwegian trial is recruiting pain patients with >2 years’ unemployment.44  

Clients were positive about the relevance and importance of a future trial including unemployed individuals with chronic pain. However, we encountered challenges framing research in this field to clients who struggled to comment on a hypothetical trial without referencing it to their own IPS engagement. In particular, we found that recent SJP clients were uncertain as to how voluntary was the nature of their engagement in the IPS programme, and this appeared to lead to further confusion when the concept of research was introduced. Our findings highlighted that trial participants may need additional support and explanation of the purpose of the research and their rights to give, or withhold, consent to participate and withdraw their consent at any time.  Clients appeared to feel that they were compelled to engage in the IPS programme because without having complied, they perceived that they would be at risk of compromising their welfare benefit payments. Perhaps because of cultural differences, or differences in national health and welfare systems, no such problems were reported in the recent Norwegian pilot study44. In developing a UK trial, researchers will need to be sensitive to this complexity and make every effort to ensure that participants have understood the voluntary nature of participation in IPS and research about IPS. This issue will also need careful consideration in defining the content of the patient information leaflet and will need taking into account in a situation in which IPS is not widely available, deciding whether it is ethical to offer IPS only to those who give consent to take part in the trial. 

A key challenge identified was the lack of employment status information in existing UK healthcare databases or the lack of availability of linkage between healthcare and employment databases.  They saw this as having important implications in terms of future trial design: a lower level of recruitment and higher attrition than might be observed in a different population and the need to consider specific strategies to enable ongoing participation both with the IPS intervention and with the research trial.  It should be borne in mind that the views of the PCPs were elicited from two GP practices which volunteered to take part.  There is, thus, the possibility that the views expressed by the PCPs were generally more positive about our research aims than those of a wider sample of PCPs.
The study highlighted an important challenge for a future definitive trial in terms of obtaining and maintaining engagement with this client group. To try to maximise participation, a choice of face-to-face or telephone interviews was offered. Despite this, we found that a number of those who had agreed to participate were unavailable at the agreed time/place. Individuals with chronic pain frequently have complex problems including low self-efficacy, poor organisational or health literacy, unpredictable symptoms and comorbid conditions such as depression and anxiety45. It was interesting that the PCPs also alluded to potential difficulties in undertaking research with this population, because of their complex problems including low self-efficacy, poor organisational or health literacy, unpredictable symptoms and comorbid conditions such as depression and anxiety.45  These issues however, are very similar amongst people with severe mental health conditions, for whom IPS has shown excellent efficacy. Thus, design of any trial will need to take account of these issues, perhaps predicting a lower level of recruitment and a poorer rate of retention than that seen in other client groups.  The design should also consider specific strategies to enable ongoing participation both with regard to the intervention and the research. Interestingly however, such challenges may not differ markedly from those reported in a trial of IPS for people with serious mental illness.46 

The findings do need to be considered alongside some limitations. Firstly, although care was taken not to provide too detailed an explanation about the research aims to the ESWs who identified possible client participants.  However, it is possible that clients who agreed to take part in WP1 differed from other clients and may have been more positively disposed to research and derived more benefit from the SJP IPS intervention compared with those who declined an interview.  Unfortunately, the study design did not provide the opportunity to explore the views of those who did not wish to participate. Secondly,  the views of the PCPs were elicited from two GP practices who had volunteered to take part.  There is, thus, the possibility that the views expressed by the PCPs were generally more positive about our research aims than those of a wider sample of PCPs.
In conclusion, WPs 1-3 identified a number of barriers to and facilitators of a future trial of IPS for people unemployed with chronic pain. Their insight fed directly into the design of WP4, the questionnaires at baseline and follow-up and the design of the intervention and the pilot trial.
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Study design: A pilot primary care-based longitudinal study InSTEP (Individualised Support To Employment Participation) testing the feasibility of a randomised controlled trial with follow-up at 3-, 6- and 12-months.

Research question: Amongst people of working age who are unemployed for more than 3 months with chronic pain but wish to work, how feasible is it to undertake an RCT to test the effectiveness and cost-effectiveness of IPS vs control and what should be the outcome for a definitive trial? 

Specifically, we needed to: 
· test methods of recruitment, acceptability of procedures for consent and randomisation to the IPS intervention or the TAU;
·  develop the manualised IPS intervention by establishing a pain management plan by a pain specialist in conjunction with the ESW assessment; 
· measure adherence to the study protocol and rates of attrition with follow-up of all participants at three, six and 12 months with postal questionnaires; 
· to evaluate the acceptability of questionnaires in terms of whether participants can and do complete them as intended; 
· inform the choice of primary outcome measures (competitive employment, health and health economics) for a large scale trial. In doing this, we aimed to assess any unforeseen impact upon the NHS through trying to place chronic pain patients back into employment, to gain an indication of the success levels and what should be measured in a definitive trial so as to ensure that a more efficient, cost effective trial to fully test the intervention might be ultimately conducted. 

Study process: Supported by the CRN, we advertised the research to identify practices willing to recruit for the study. Interested practices were asked to test the different methods of recruitment we had devised from WPs1-3, including: displaying posters for self-referral; Read code searches followed by mailshot to those identified; opportunistic recruitment during appointments; opportunistic screening after hand-searching records. 

All potential participants identified by any strategy were sent a study pack, which had been provided by the research team and comprised: a personalised invitation letter; an information sheet explaining the purpose of the study; a reply slip; and a reply-paid envelope in which to return the reply slip to the study coordinator.  Interested individuals were offered a number of ways by which they might contact the research study coordinator: by telephone, email or by completing and posting a reply slip in the reply-paid envelope. 

Pre-assessment Screening:  All individuals who returned a reply slip were subsequently telephoned by the study coordinator at their convenience.  This provided the opportunity to discuss the study if necessary further and for addressing any questions that the individual might have had.  If agreeable, the study coordinator completed a brief eligibility screening form with the individual over the phone to confirm that they:
· were able to provide written, informed consent
· had not previously been referred to or taken part in the IPS programme via Southampton or Portsmouth City Councils
· had chronic pain (pain continuing for more than three months)
· had completed the diagnostic pathway for their chronic pain
· did not anticipate recovery within the coming 12 months
· wished to return to work

Following satisfactory completion of the screening form, the individual was asked to give verbal consent to randomisation by the study coordinator. If agreeable, the participant was then randomly allocated by computer-generated algorithm (block 1:1) to either the active IPS intervention arm of the study or to the Treatment As Usual (TAU) control arm. 

Finally, the study coordinator informed the participant regarding the next (baseline visit) stage of the study: if randomised to the TAU arm, the research coordinator herself telephoned to make the baseline appointment at their GP practice; or if randomised to the intervention, the local Employment Support Worker (ESW) telephoned them to arrange the baseline appointment at the local City Council premises.  

Treatment As Usual (TAU)/Control arm: There was no evidence-based NHS alternative to IPS available and suitable for use as a “control” for the pilot trial.  However, a number of services are available, provided by the Department for Work and Pensions, local government and the voluntary sector, and individuals may self-refer to these services or can be referred by healthcare professionals but the nature and type of services varies widely by region in the UK.  It is not known what proportion of patients with chronic pain discuss their employment status with their GP or other member of the primary care team.  It is also not known how comprehensively the PCPs keep themselves up to date about the availability of appropriate services in their area.  A significant hindrance for this patient group is that they frequently lack confidence, skills and self-efficacy as a result of their chronic pain and comorbidities, such as depression and anxiety. Therefore, for the pilot trial, NHS treatment as usual was supplemented with a standardised booklet to signpost participants to local employment and healthcare services.  We chose this approach both for ethical reasons and to encourage participation. 
Two booklets were co-designed with our PPI group (one for each City involved). The resultant booklets were professional-looking and informative, tailored to the particular location (i.e. Portsmouth or Southampton) with specific information about local services for pain management and job support, including voluntary and third-sector organisations and health-related advice.  The PPI group suggested that pages should be included for participants to make their own notes and to construct a list of goals that was structured towards ultimately enabling gainful employment.  The booklets also promoted positive messages about self-efficacy and the value of employment in enhancing health/wellbeing.  It was envisaged that the booklet might be an appropriate vehicle to facilitate discussion with their GP about enhancing their health sufficiently for them to return to work using existing services and provide clear guidance about local services that might help them seek employment.  
Participants randomised to “TAU” were contacted and offered an appointment at their convenience with the study coordinator (who had a background as a healthcare professional but had no formal occupational rehabilitation training).  At the appointment, any questions about the research were answered and written, informed consent for participation was then obtained and the baseline questionnaire completed (taking approximately 20 minutes). Subsequently, the study coordinator spent approximately 10 minutes guiding the participant through the booklet and encouraged them to take it home and read it at their leisure. Travel costs incurred were reimbursed. No further appointments were made.

IPS Intervention/Active arm: Participants allocated to the active arm of the study attended a baseline appointment lasting approximately one hour with the Council-employed ESW at the local City Council premises.  The ESW confirmed with the individual that they were willing to participate, addressed any further questions that they might have and then obtained their written, informed consent to take part in the study and in IPS.  The participant was asked to complete the baseline questionnaire (which took approximately 20 minutes) and was also given a copy of the TAU booklet.  The participant was encouraged to take the booklet home and read it at their leisure.  Travel costs incurred by participants were reimbursed.
Adapting IPS for chronic pain patients: Based on the results of WP3, the ESWs were provided with initial training by the specialist pain team before recruitment commenced. The content of this training focussed on: what chronic pain is; how it presents in practice; the types of medication used to manage the pain, and their side effects; and common approaches to enable functioning used by pain experts. 
Furthermore, all participants recruited to the trial and randomised to IPS were seen by their assigned ESW and the community pain OT together for one of their initial appointments. Some standardised integrated documentation was developed, including those domains that both parties usually covered in their initial consultations, and which it was agreed would be shared subsequently with the study team. The focus of these joint appointments was on assessment of the participants’ pain and current pain management strategies, with the possibility of specific counselling and support from the OT, signposting to other relevant services or follow-up by the pain team. The ESWs were invited to integrate as much as possible with the local pain services and attend multi-disciplinary team meetings and follow-up pain service use was available to any participant.
Active arm: IPS: Following local procedures for IPS, and alongside people participating in the SJP, pilot trial participants met with the ESW as frequently as required to support and develop their employment plans. Fundamentally, this process fell into three stages: assessing preparedness for work; preparing for work and finally; choice of and allocation to a competitive paid work placement. 
Questionnaires: Questionnaires were developed for baseline and re-assessment at 3-, 6- and 12-months of the pilot trial. The baseline questionnaire was completed with the support of the ESWs or study coordinator (during attendance at the baseline visit). The three follow-up questionnaires were posted to allow participants to complete and return the form at their leisure.  A reply-paid envelope accompanied the questionnaire.  If no response was received after four weeks, a reminder letter and a further copy of the questionnaire was sent. On receipt of each completed questionnaire, a £10 shopping voucher was sent to the participant to thank them for their assistance.

Analysis: Our analysis focussed on the acceptability of the questionnaire, and the rates of missing data in returned questionnaires and the attrition of participants in both arms. Another aim was to scope the most suitable outcome measures for a definitive trial and define the size of change in order to carry out power calculations. The questionnaires therefore asked about: demographics, past employment history, current employment aims, comorbidities, healthcare utilisation, and health literacy. The validated tools that were included were: Brief Pain Inventory; EQ5D-5L; health care utilisation; return-to-work self-efficacy scale; WEMWBS, Waddell Fear-avoidance beliefs questionnaire; PHQ-9; self-rated health and; Rosenberg Self-Esteem Scale. At follow-up we additionally asked about interviews that participants may have had for jobs and any new employment that they had taken up. 

Data analysis: Descriptive statistics were used to summarise the proportion of people identified in primary care who were eligible for the study; the proportion that agreed to take part; the rates of attrition in each arm of the trial; the rates of satisfactory completion of questionnaires in each arm and the distribution of potential outcome measures through analysis of the questionnaire responses among participants in the control arm, which informed the choice of primary and secondary outcome measures in a future RCT. Time-specific differences in self-efficacy measures between the two trial arms were explored using t-tests. Changes over time were explored using random intercept linear and logistic regression modelling, for continuous and binary outcomes respectively, after adjusting for intervention arm. Analyses were carried out using Stata version 12.  

Changes over time in self-rated health were explored using random intercept logistic regression modelling after adjusting for intervention arm.
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Recruitment: Our original estimate was that 4 practices would be needed to recruit a maximum of 80 pilot study patients. In fact, in order to recruit the final sample, we needed to widen our sampling frame to include nine general practices in Southampton and Portsmouth (covering an estimated 200,000 people).  
We trialled all of the approaches to primary care recruitment suggested in WPs1-3 to understand (a) which was most effective and (b) which was most efficient. Table 3 summarises the outcomes of the approaches we made to patients identified through the different recruitment methods. 


Table 3 Methods of recruitment of patients unemployed with chronic pain through primary care and community-based pain services and their success
	Recruitment method
	Number approached
	Number identified but ineligible
	Recruited

	Database search (GP)
	1017
	31
	26

	Hand-searching records
	6
	0
	6

	Posters in GP surgeries
	Unknown
	2
	0*

	Opportunistic (GP)
	5
	-
	5

	Opportunistic (pain services)
	13
	-
	13

	Total
	
	
	50


*Two patients self-referred having seen the posters but after closure of recruitment
Read code searches: Read code database searches were undertaken by all nine of the participating practices (see Box 1 for details). Once that had been carried out, GPs were asked to review the generated lists in order to exclude anybody who they felt should not be contacted (e.g. because of recent bereavement or terminal illness). After screening, the practice mailed study packs to all those identified to ensure patient privacy and to minimise any concerns a participant may have about disclosure to others.  

 (Chronic) Pain in anybody aged 18-65 years
Exclusions: cancer, palliative, severe enduring mental health condition (as these are eligible for IPS through mental health services), 
Drugs Search strategy:
A prescription over the past 3 years including one or more than one of: tricyclics / gabapentinoids / analgesics 
(Rationale for restriction: chronic pain may have resolved if not active prescription drug users)
Exclude: 
· Acute migraine treatment
· Analgesics: Suboxone/Methadone; Fentanyl >50 mcg; Buprenorphine (transtec) >70 mg; Zomorph >120 mg (on grounds upper limits of safe dosing) 
· Neuropathic pain medications: Ketamine, Sodium valproate (used largely in palliative care), Phenytoin (rarely used in chronic pain patients)	 















Box 1 Read code search strategy

Study information packs were posted by each practice between November 2017 and September 2018. In total, 1017 packs were mailed. In response, 57 patients made contact with the research team after receiving a pack, amongst whom more than half did not meet the eligibility criteria (e.g. retired, already in paid work, no longer had chronic pain). Great interest in the study was shown by those who made contact, however, and frequently disappointment expressed that they were not eligible to participate. In particular, a number of people who made contact with us reported that they were currently working but having difficulties caused by their pain and were keen to have employment support (n=10). Unfortunately, we were not able to offer this type of support within the terms of the current research project. A further five individuals returned a reply slip to the research team, expressing interest, but were not contactable (incorrect contact number were provided or messages left by the study coordinator but no response could be obtained despite multiple attempts).  

Opportunistic recruitment in primary care: Opportunistic screening was carried out through hand-searching of GP records (in one practice) or during GP appointments (at another practice). Using these approaches, those identified were 100% eligible and were all recruited. However, this approach proved to be slow and resource intensive: for example, the hand searching took approximately two weeks of research nurse time to yield the final 6 recruited patients. 

Posters in primary care: Posters advertising the study were displayed in all nine practices involved but yielded only two calls from patients, both of which unfortunately came after recruitment closed. 

Opportunistic recruitment through community pain services: Despite all efforts, recruitment via primary care was proving challenging and very slow and therefore, with the approval of the Trial Steering Committee (TSC), we approached the community pain services in April 2018 to enlist their assistance with recruitment. A targeted face-to-face opportunistic approach was again found to yield a high rate of eligible participants who went on to be successfully recruited (n=13), but these numbers were recruited over a total of 5 months, showing that even with such a personalised approach, the numbers of patients suitable for the trial was relatively small per head of patient attending pain services.

[bookmark: _Toc29894154]Recruitment summary
Ultimately, a total of 50 individuals were successfully recruited to the study using all the different approaches described. Personalised approaches were the most successful and, during the pilot trial, this was achieved most efficiently in community pain services.
Randomisation: Given the delays experienced with recruitment from primary care, block randomisation was compromised by the availability of the IPS intervention only until a fixed time point (until the end of September 2019, so that the final recruit to the active arm was required by September 2018 in order to achieve the 12-month follow-up).  Therefore, after random allocation initially, we subsequently allocated as many of the earlier recruits as possible to IPS until it was no longer available and the remainder were thereafter allocated to TAU. Importantly, all those recruited from one large practice early on (n=13) were randomly allocated 1:1 so that an assessment of the risk of contamination could be made. In all cases, the participants were recruited to an RCT and gave written informed consent to be allocated randomly to either arm. Nobody in either arm expressed dissatisfaction with randomisation or their allocation and nobody dropped out after allocation and before their first appointment. 
Contamination: Although the numbers involved were small, the risk of contamination was assessed to be low, given that study participants viewed their employment as of limited relevance to their healthcare and held the same belief about the interest of their GP. GPs were not directly involved with any aspect of the trial and all trial information (including the TAU booklets) was provided by the study team directly and not distributed directly by practice staff members.  
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Table 4 describes the baseline characteristics of those recruited to the pilot study, overall and by allocation. More women than men were recruited and participants were mostly white Caucasian. A relatively high proportion were single/divorced (n=21/50). The mean age at which participants left school was 16.0 years and approximately half experienced further education or University. A small minority (n=4) had University degrees but more than half (n=30) had vocational qualifications. Interestingly 3 participants had never held a paid job. Of the remainder, all had previously stopped working in a paid job mainly or partly because of their health. When asked to indicate the type of health condition that had led to job loss, responses included chronic pain but comorbid mental health/stress and “other” diagnoses were also described by participants. Comorbidities were well reported by participants and revealed very high levels of anxiety/depression (n=33 “yes” and n=3 “not sure”). Most of those recruited (n=41) were looking for part-time, rather than full-time, work and wanted < 24 hours/week.

Table 4 Baseline Characteristics for all and by allocation in the InSTEP pilot trial
	
	All (N (%))
	IPS (N (%))
	TAU (N (%))

	Sex
	
	
	

	Males
	20 (40%)
	10 (45%)
	10 (36%)

	Females
	30 (60%)
	12 (54%)
	18 (64%)

	Ethnic origin
	
	
	

	White
	46 (92%)
	20 (91%)
	26 (93%)

	Black-Caribbean
	1 (2%)
	1 (5%)
	0

	Black-African
	0
	0
	0

	Black-Other
	1 (2%)
	1 (5%)
	0

	Indian
	2 (4%)
	0
	2 (7%)

	Pakistani
	0
	0
	0

	Bangladeshi
	0
	0
	0

	Chinese
	0
	0
	0

	Marital status
	
	
	

	Married
	27 (54%)
	8 (36%)
	19 (68%)

	Single
	13 (26%)
	10 (45%)
	3 (11%)

	Civil partnership
	0
	0
	0

	Widowed
	0
	0
	0

	Divorced
	8 (16%)
	3 (14%)
	5 (18%)

	Living with a partner
	2 (4%)
	1 (5%)
	1 (4%)

	Age left school 
(2 missing values)
	Mean (SD): 16.0 (1.1)
Median (IQR): 16 (15.5-16)
	Mean (SD): 15.9 (1.3)
Median (IQR): 16 (15-16)
	Mean (SD): 16.1 (1.1)
Median (IQR): 16 (16-16)

	Further education/University
	
	
	

	No
	24 (48%)
	10 (45%)
	14 (50%)

	Yes
	26 (52%)
	12 (55%)
	14 (50%)

	Educational level
	
	
	

	O Levels/GCSEs (or equivalents)
	38 (76%) 
	15 (68%)
	23 (82%)

	A Levels (or equivalents)
	9 (18%)
	3 (14%)
	6 (21%)

	Vocational training certificate(s)
	30 (60%)
	10 (45%)
	20 (71%)

	University degree(s) or HND
	4 (8%)
	2 (9%)
	2 (7%)

	Higher professional qualifications
	4 (8%)
	1 (5%)
	3 (11%)

	Ever in paid job
	
	
	

	No
	2 (4%)
	1 (5%)
	1 (4%)

	Yes
	48 (96%)
	21 (95%)
	27 (96%)

	Time since last in paid work
	
	
	

	Median (IQR) (years)
	3.0 (1.3-5.5)
	2.8 (1.3-4.1)
	3.2 (1.3-16.1)

	Missing
	11
	4
	7

	Leaving job due to health
	
	
	

	No
	3 (6%)
	1 (5%)
	2 (7%)

	Yes, mainly due to health
	34 (68%)
	16 (73%)
	18 (64%)

	Yes, partly due to health
	11 (22%)
	4 (18%)
	7 (25%)

	Missing
	2 (4%)
	1 (5%)
	1 (4%)

	Health-related job loss (type of health problem)
	
	
	

	Chronic pain 
	24 (48%)
	14 (64%)
	10 (36%)

	back, neck, arm, shoulder or leg
	34 (68%)
	13 (59%)
	21 (75%)

	mental health problem or stress
	15 (30%)
	5 (23%)
	10 (36%)

	heart or lungs
	2 (4%)
	1 (5%)
	1 (4%)

	Other
	6 (12%)
	3 (14%)
	3 (11%)

	N/A (No HRJL)
	3 (6%)
	1 (5%)
	2 (7%)

	Future work prospect
	
	
	

	Part-time
	41 (82%)
	17 (77%)
	24 (86%)

	Full-time
	9 (18%)
	5 (23%)
	4 (14%)

	Hours in part-time future job
	
	
	

	0-8
	10 (20%)
	5 (23%)
	5 (18%)

	9-15
	13 (26%)
	4 (18%)
	9 (32%)

	16-24
	13 (26%)
	6 (27%)
	7 (25%)

	>25
	3 (6%)
	2 (9%)
	1 (4%)

	N/A
	9 (18%)
	5 (23%)
	4(14%)

	Missing
	2 (4%)
	-
	2 (7%)

	Co-morbidities reported
	
	
	

	High blood pressure
	No: 36 (72%)
Yes: 9 (18%)
Not sure: 5 (10%)

	Heart problems
	No: 47 (94%)
Yes: 3 (6%)
Not sure: 0 

	Diabetes
	No: 46 (92%)
Yes: 4 (8%)
Not sure: 0

	Kidney disease
	No: 49 (98%)
Yes: 1 (2%)
Not sure: 0

	Previous stroke or “TIA”
	No: 48 (96%)
Yes: 2 (4%)
Not sure: 0

	Arthritis
	No: 27 (54%)
Yes: 19 (38%)
Not sure: 3 (6%)
Missing: 1 (2%)

	Asthma or other lung problems
	No: 37 (74%)
Yes: 12 (24%)
Not sure: 1 (2%)

	Anxiety or depression
	No: 14 (28%)
Yes: 33 (66%)
Not sure: 3 (6%)

	GI or other stomach problems
	No: 37 (74%)
Yes: 10 (20%)
Not sure: 3 (6%)




Although study eligibility allowed for any period of unemployment > 3 months, we recruited people with a wide diversity of periods of unemployment (Table 4). Twenty-eight of the 50 participants had been unemployed < 2 years and therefore would not have been eligible for SJP IPS. The median periods of unemployment were 3.0 years (IQR 1.3-5.5 years) and were quite similar in both arms (2.8 years for IPS and 3.2 for TAU). However, we did find that there were four people with a very long period of unemployment prior to baseline (>20-30 years) and all four of these were allocated to TAU (Figure 1). The reason for this is likely to be the change in recruitment strategy in the last 6 months of the pilot, having opened up recruitment from pain services, in particular because IPS became unavailable in the last 3 months. In exploring changes and distribution of outcome measures over time, this potential allocation bias needs to be borne in mind. In all other characteristics however, the two groups seemed similar.
Figure 1	Duration of unemployment (years) prior to recruitment to InSTEP pilot trial by treatment allocation
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Having identified a possible difference between participants recruited through primary care, as compared with pain services, we explored their baseline characteristics in more detail (Table 5).
Table 5 Comparison of baseline characteristics of those recruited through GP surgeries as compared with those recruited from community pain services
	
	All (N (%))
	Pain services (N (%))
	GP surgeries (N (%))

	Sex
	
	
	

	Males
	19 (40%)
	5 (38%)
	14 (40%)

	Females
	29 (60%)
	8 (62%)
	21 (60%)

	Ethnic origin
	
	
	

	White
	44 (92%)
	9 (69%)
	35 (100%)

	Black-Caribbean
	1 (2%)
	1 (8%)
	0

	Black-African
	0
	0
	0

	Black-Other
	1 (2%)
	1 (8%)
	0

	Indian
	2 (4%)
	2 (15%)
	0

	Pakistani
	0
	0
	0

	Bangladeshi
	0
	0
	0

	Chinese
	0
	0
	0

	Marital status
	
	
	

	Married
	26 (54%)
	4 (31%)
	22 (63%)

	Single
	13 (27%)
	7 (54%)
	6 (17%)

	Civil partnership
	0
	0
	0

	Widowed
	0
	0
	0

	Divorced
	7 (15%)
	2 (15%)
	5 (14%)

	Living with a partner
	2 (4%)
	0 
	2 (6%)

	Age left school 
(2 missing values)
	Mean (SD): 16.0 (1.2)
Median (IQR): 16 (15-16)
	Mean (SD): 16.3 (1.8)
Median (IQR): 16 (16-16)
	Mean (SD): 15.9 (0.8)
Median (IQR): 16 (15-16)

	Further education/University
	
	
	

	No
	23 (48%)
	4 (31%)
	19 (54%)

	Yes
	25 (52%)
	9 (69%)
	16 (46%)

	Educational level
	
	
	

	O Levels/GCSEs (or equivalents)
	36 (75%)
	10 (78%)
	26 (74%)

	A Levels (or equivalents)
	9 (19%)
	2 (15%)
	7 (20%)

	Vocational training certificate(s)
	28 (58%)
	7 (54%)
	21 (60%)

	University degree(s) or HND
	4 (8%)
	2 (15%)
	2 (6%)

	Higher professional qualifications
	4 (8%)
	1 (8%)
	3 (9%)

	Ever in paid job
	
	
	

	No
	2 (4%)
	2 (15%)
	0

	Yes
	46 (96%)
	11 (84%)
	35 (100%)

	Leaving job due to health
	
	
	

	No
	2 (4%)
	2 (15%)
	0

	Yes, mainly due to health
	33 (69%)
	7 (54%)
	26 (74%)

	Yes, partly due to health
	11 (23%)
	2 (15%)
	9 (26%)

	Missing
	2 (4%)
	2 (15%)
	0

	Health-related job loss (type of health problem)
	
	
	

	Chronic pain 
	23 (48%)
	8 (62%)
	15 (43%)

	back, neck, arm, shoulder or leg
	33 (69%)
	5 (38%)
	28 (80%)

	mental health problem or stress
	15 (31%)
	3 (23%)
	12 (34%)

	heart or lungs
	2 (4%)
	0
	2 (6%)

	Other
	6 (13%)
	1 (8%)
	5 (14%)

	Future work prospect
	
	
	

	Part-time
	40 (83%)
	10 (77%)
	30 (86%)

	Full-time
	8 (17%)
	3 (23%)
	5 (14%)

	Hours in part-time future job
	
	
	

	0-8
	10 (21%)
	2 (15%)
	8 (23%)

	9-15
	13 (27%)
	4 (31%)
	9 (26%)

	16-24
	12 (25%)
	2 (15%)
	10 (29%)

	>25
	3 (6%)
	2 (15%)
	1 (3%)

	N/A
	8 (17%)
	3 (23%)
	5 (14%)

	Missing
	2 (4%)
	0
	2 (6%)

	HEALTH LITERACY
	
	
	

	How easy /difficult is it for you to …
	
	
	

	Judge when you need to get a second opinion from another doctor?
	Very easy: 13(27%)      Easy: 17(35%)      Difficult: 13(27%)     
 Very difficult: 3(6%)      Missing: 2(4%)
	Very easy:4(31%)      Easy:3(23%)      Difficult:5(38%)      
Very difficult:1( 8%)      Missing:0( 0%)
	Very easy:9(26%)      Easy:14(40%)      Difficult:8(23%)      
Very difficult:2( 6%)      Missing:2( 6%)

	Use information the doctor gives you to make decisions about your illness?
	Very easy: 16(33%)      Easy: 18(38%)      Difficult: 12(25%)      
Very difficult: 1(2%)      Missing: 1(2%)
	Very easy:4(31%)      Easy:4(31%)      Difficult:5(38%)      
Very difficult:0( 0%)      Missing:0( 0%)
	Very easy:12(34%)      Easy:14(40%)      Difficult:7(20%)      
Very difficult:1( 3%)      Missing:1( 3%)

	Find information on how to manage mental health problems such as stress and depression?
	Very easy: 10(21%)      Easy: 22(46%)      Difficult: 12(25%)      
Very difficult: 2(4%)      Missing: 2(4%)
	Very easy:4(31%)      Easy:3(23%)      Difficult:6(46%)      
Very difficult:0( 0%)      Missing:0( 0%)
	Very easy:6(17%)      Easy:19(54%)      Difficult:6(17%)     
 Very difficult:2( 6%)      Missing:2( 6%)

	Judge if the information on health risks in the media is reliable (e.g. from TV or internet)?
	Very easy: 11(23%)      Easy: 15(31%)      Difficult: 18(38%)      
Very difficult: 3(6%)      Missing: 1(2%)
	Very easy:4(31%)      Easy:3(23%)      Difficult:6(46%)      
Very difficult:0( 0%)      Missing:0( 0%)
	Very easy:7(20%)      Easy:12(34%)      Difficult:12(34%)      
Very difficult:3( 9%)      Missing:1( 3%)

	Find out about activities that are good for your mental well-being (e.g. medication, exercise and walking)?
	Very easy: 14(29%)      Easy: 25(52%)      Difficult: 7(15%)      
Very difficult: 1(2%)      Missing: 1(2%)
	Very easy:4(31%)      Easy:6(46%)      Difficult:3(23%)     
 Very difficult:0( 0%)      Missing:0( 0%)
	Very easy:10(29%)      Easy:19(54%)      Difficult:4(11%)      
Very difficult:1( 3%)      Missing:1( 3%)

	Understand information in the media on how to get healthier (e.g. from the internet, daily or weekly magazines)?
	Very easy: 13(27%)      Easy: 23(48%)      Difficult: 11(23%)      
Very difficult: 0(0%)      Missing: 1(2%)
	Very easy:4(31%)      Easy:6(46%)      Difficult:3(23%)      
Very difficult:0( 0%)      Missing:0( 0%)
	Very easy:9(26%)      Easy:17(49%)      Difficult:8(23%)      
Very difficult:0( 0%)      Missing:1( 3%)

	How often do you need to have someone help you when you read instructions, pamphlets, or other written material from your doctor or pharmacy?
	Never: 22(46%)
Rarely: 8(17%)
Sometimes: 10(21%)
Often: 4(8%)
Always: 3(6%)
Missing: 1(2%)
	Never: 5(38%)
Rarely: 2(15%)
Sometimes: 5(38%)
Often: 0(0%)
Always: 1(8%)
Missing: 0(0%)
	Never: 17(49%)
Rarely: 6(17%)
Sometimes: 5(14%)
Often: 4(11%)
Always: 2(6%)
Missing: 1(3%)

	Score derived from all the above
(3 missing values)
Note: The higher that value is the more difficult it is for the person to understand and use information related to health, illness and medical care
	Mean (SD): 14.2 (4.7)
Median (IQR): 14 (11-18)
	Mean (SD): 14.7 (5.7)
Median (IQR): 17 (8-19)
	Mean (SD): 14.1 (4.3)
Median (IQR): 14 (11-17.5)



We found that those recruited through pain services represented a wider ethnic diversity and were very much more likely to be single (54% vs 17%) but were somewhat more likely to have received further educational opportunities (69% vs 46%). It appeared that those recruited from pain services reported somewhat less health literacy compared with those recruited from GP surgeries.
Participants showed themselves willing to provide a great deal of information about their personal circumstances, dependants, home ownership, finances and welfare benefit dependence (Table 6). Many (19/50) were living alone but 16/46 had children aged < 18 years and the majority (n=44) had dependants outside their household. Only 12 owned their home outright and most reported that they were struggling financially. 30/50 were in receipt of welfare benefits. 41/50 were willing to describe their monthly income. Alcohol abuse was not reported by any participant. 15/50 were current cigarette smokers.

Table 6 Summary of personal circumstances, dependents, home ownership, lifestyle and finances of participants at baseline
	
	Baseline (N=50)

	Adults in household
	1: 19 (38%)
2: 22 (44%)
3: 6 (12%)
5: 3 (6%)

	Children younger than 18 years
	0: 30 (60%)
1: 11 (22%)
2: 5 (10%)
Missing: 4 (8%)

	Participant’s part of the household income
	

	None
	17 (34%)

	Less than a quarter
	12 (25%)

	Between a quarter and a half
	5 (10%)

	Half or more
	16 (32%)

	Financially dependents outside household
	

	Yes
	44 (88%)

	No
	5 (10%)

	Missing
	1 (2%)

	Housing tenure
	

	Owned outright
	12 (24%)

	Mortgaged
	16 (32%)

	Rented
	22 (44%)

	Rent free
	0

	Other
	0

	Managing financially 
	

	Living comfortably
	4 (8%)

	Doing alright
	12 (24%)

	Just about getting by
	13 (26%)

	Finding it difficult
	7 (14%)

	Finding it very difficult
	14 (28%)

	Are there things that you can no longer afford?
	

	No
	5 (10%)

	Few things
	31 (62%)

	Many things
	14 (28%)

	Are there things that friends have and you cannot afford?
	

	No
	8 (16%)

	Few things
	28 (56%)

	Many things
	14 (28%)

	Receipt of benefits
	

	No 
	19 (38%)

	Yes
	30 (60%)

	Missing
	1 (2%)

	Which benefits
	

	Income support 
	2/50

	Invalidity allowance
	0/50

	Family credit
	3/50

	Disability working allowance
	2/50

	Jobseeker’s allowance
	2/50

	Working tax credit
	1/50

	Housing benefit
	9/50

	Employment support allowance
	5/50

	Statutory sick pay
	0/50

	Personal Independence payment
	14/50

	Universal credit
	14/50

	Carers allowance
	1/50

	Other
	0/50

	Weekly money from benefits (median (IQR))
	£188.5 (127-260.5)
Missing: 10

	Total Weekly income
	

	£0-£99
	6 (12%)

	£100-£149
	7 (14%)

	£150-£249
	6 (12%)

	£250-349
	7 (14%)

	£350-£449
	4 (8%)

	£450-£599
	2 (4%)

	£600-£749
	4 (8%)

	£750 or more
	5 (10%)

	Missing
	9 (18%)

	BMI
	

	Underweight
	0

	Normal
	17 (34%)

	Overweight
	16 (32%)

	Obese
	13 (26%)

	Missing
	4 (8%)

	Drinking
	

	Frequency of >6 units if female and >8 units if male on a single occasion
	

	Never
	24 (48%)

	<Monthly
	20 (40%)

	Monthly
	3 (6%)

	Weekly 
	2 (4%)

	Daily 
	0

	Missing
	1 (2%)

	Frequency of failing to do what expected due to drinking
	

	Never
	47 (94%)

	<Monthly
	2 (4%)

	Monthly
	0

	Weekly 
	0

	Daily 
	0

	Missing
	1 (2%)

	Smoking status
	

	Never
	21 (42%)

	Ex
	14 (28%)

	Age when started (years)
	N: 14
Median: 15
IQR: 15-16

	Age when stopped (years)
	N: 14
Median: 32.5
IQR: 23-40

	Current
	15 (30%)

	Age when started (years)
	N: 15
Median: 15
IQR: 14-17



[bookmark: _Toc29894156]Allocation:
TAU Arm: In total, 28 participants were randomised / allocated to the “control” arm. All attended their appointment with the research coordinator, which was arranged at their convenience in their GP surgery. Practices were extremely helpful in identifying a room for these appointments. Participants expressed satisfaction with the appointment and the TAU booklet. No further appointments were arranged thereafter but follow-up questionnaires were mailed as planned at 3-, 6- and 12-months.

IPS Arm: In total, 22 participants were randomised / allocated to the IPS arm. For the purposes of the pilot study, IPS was provided by just two trained ESWs with experience of IPS as part of SJP (one in Portsmouth and the other in Southampton). All 22 allocated to IPS attended their baseline appointments with the ESWs and provided written informed consent to participate in the study. The baseline questionnaire was completed with the support of the ESW where required (taking a maximum of twenty minutes of the appointment). Subsequently, all 22 IPS participants attended an appointment held jointly with the pain specialist (a single pain-trained OT took this role throughout the study) and their ESW early after recruitment, during which their pain, medication and pain management strategies were discussed. A pain management plan was constructed by all three parties in agreement. Participants were found by the pain OT to vary widely in their needs and a range of different interventions were recommended at this appointment. These are summarised later in this report for manualisation of IPS (Table 14, page 81-82). 

The ESWs found that the 22 trial participants also differed considerably in how ready and prepared they were for a work placement. As with all SJP participants, they assessed each individual based on their current needs and worked with them aiming towards readiness for, and acceptance of, a supported work placement during the time available for intervention. The variation has been summarised later in this report for manualisation (Table 14, page 81-82).

Withdrawals: Two participants allocated to IPS found paid work supported by their ESWs very rapidly (before the 3-month questionnaire) but the job opportunity required them to re-locate (in one case out of the UK). In consequence, both withdrew from study follow-up. 

Questionnaire response rates and retention: Questionnaires were mailed out to all remaining 48 participants at 3-, 6- and 12-months, with reminders posted 4 weeks later if appropriate. In total, 5 participants only completed the baseline questionnaire and did not return any follow-up questionnaires. We compared the baseline characteristics of those who failed to return any questionnaires with those who returned at least one of the three questionnaires (Table 7). In particular, we were concerned whether those who had not returned any questionnaires had lower levels of health literacy. The non-responders were mostly men (4/5), white (4/5) and single (4/5). They were more likely than responders to have further education (4/5). According to every parameter of health literacy, they were better off than those who completed at least one postal questionnaire.

Table 7. Comparison of baseline characteristics between non-responders to any follow-up questionnaires (n=5) and those who completed at least one follow-up questionnaire (n=43)
	
	All (N (%))
	Followed up (N (%))
	Drop outs (N (%))

	Sex
	
	
	

	Males
	19 (40%)
	15 (35%)
	4 (80%)

	Females
	29 (60%)
	28 (65%)
	1 (20%)

	Ethnic origin
	
	
	

	White
	44 (92%)
	40 (93%)
	4 (80%)

	Black-Caribbean
	1 (2%)
	0
	1 (20%)

	Black-African
	0
	0
	0

	Black-Other
	1 (2%)
	1 (2%)
	0

	Indian
	2 (4%)
	2 (5%)
	0

	Pakistani
	0
	0
	0

	Bangladeshi
	0
	0
	0

	Chinese
	0
	0
	0

	Marital status
	
	
	

	Married
	26 (54%)
	26 (60%)
	0 

	Single
	13 (27%)
	9 (21%)
	4 (80%)

	Civil partnership
	0
	0
	0

	Widowed
	0
	0
	0

	Divorced
	7 (15%)
	6 (14%)
	1 (20%)

	Living with a partner
	2 (4%)
	2 (5%)
	0

	Age left school 
(2 missing values)
	Mean (SD): 16.0 (1.2)
Median (IQR): 16 (15-16)
	Mean (SD): 16.1 (1.2)
Median (IQR): 16 (16-16)
	Mean (SD): 15.2 (0.8)
Median (IQR): 15 (15-16)

	Further education/University
	
	
	

	No
	23 (48%)
	22 (51%)
	1 (20%)

	Yes
	25 (52%)
	21 (49%)
	4 (80%)

	Educational level
	
	
	

	O Levels/GCSEs (or equivalents)
	36 (75%)
	33 (77%)
	3 (60%)

	A Levels (or equivalents)
	9 (19%)
	8 (19%)
	1 (20%)

	Vocational training certificate(s)
	28 (58%)
	26 (60%)
	2 (40%)

	University degree(s) or HND
	4 (8%)
	3 (7%)
	1 (20%)

	Higher professional qualifications
	4 (8%)
	4 (9%)
	0 (-%)

	Ever in paid job
	
	
	

	No
	2 (4%)
	1 (2%)
	1 (20%)

	Yes
	46 (96%)
	42 (98%)
	4 (80%)

	Leaving job due to health
	
	
	

	No
	2 (4%)
	2 (5%)
	0 (-%)

	Yes, mainly due to health
	33 (69%)
	30 (70%)
	3 (60%)

	Yes, partly due to health
	11 (23%)
	10 (23%)
	1 (20%)

	Missing
	2 (4%)
	1 (2%)
	1 (20%)

	Health-related job loss (type of problem)
	
	
	

	Chronic pain 
	23 (48%)
	21 (49%)
	2 (40%)

	back, neck, arm, shoulder or leg
	33 (69%)
	31 (72%)
	2 (40%)

	mental health problem or stress
	15 (31%)
	14 (33%)
	1 (20%)

	heart or lungs
	2 (4%)
	2 (5%)
	0

	Other
	6 (13%)
	6 (14%)
	0

	N/A (No HRJL)
	2 (4%)
	2 (5%)
	0

	Future work prospect
	
	
	

	Part-time
	40 (83%)
	35 (81%)
	5 (100%)

	Full-time
	8 (17%)
	8 (19%)
	0 (-%)

	Hours in part-time future job
	
	
	

	0-8
	10 (21%)
	8 (19%)
	2 (40%)

	9-15
	13 (27%)
	12 (28%)
	1 (20%)

	16-24
	12 (25%)
	12 (28%)
	0 (-%)

	>25
	3 (6%)
	1 (2%)
	2 (40%)

	N/A
	8 (17%)
	8 (19%)
	0

	Missing
	2 (4%)
	2 (5%)
	0

	HEALTH LITERACY
	
	
	

	How easy /difficult is it for you to …
	
	
	

	Judge when you need to get a second opinion from another doctor?
	Very easy: 13(27%)      Easy: 17(35%)      Difficult: 13(27%)     
 Very difficult: 3(6%)      Missing: 2(4%)
	Very easy: 11(26%)      Easy: 14(33%)      
Difficult: 13(30%)     
 Very difficult: 3(7%)      Missing: 2(5%)
	Very easy: 2(40%)      
Easy: 3(60%)      
Difficult: 0(0%)      
Very difficult: 0(0%)      Missing: 0(0%)

	Use information the doctor gives you to make decisions about your illness?
	Very easy: 16(33%)      Easy: 18(38%)      Difficult: 12(25%)      
Very difficult: 1(2%)      Missing: 1(2%)
	Very easy: 14(33%)      Easy: 15(35%)      
Difficult: 12(28%)      
Very difficult: 1(2%)      Missing: 1(2%)
	Very easy: 2(40%)      
Easy: 3(60%)      
Difficult: 0(0%)     
 Very difficult: 0(0%)      Missing: 0(0%)

	Find information on how to manage mental health problems such as stress and depression?
	Very easy: 10(21%)      Easy: 22(46%)      Difficult: 12(25%)      
Very difficult: 2(4%)      Missing: 2(4%)
	Very easy: 9(21%)      
Easy: 19(44%)      Difficult: 11(26%)      
Very difficult: 2(5%)      Missing: 2(5%)
	Very easy: 1(20%)      
Easy: 3(60%)      
Difficult: 1(20%)      
Very difficult: 0(0%)      Missing: 0(0%)

	Judge if the information on health risks in the media is reliable (e.g. from TV or internet)?
	Very easy: 11(23%)      Easy: 15(31%)      Difficult: 18(38%)      
Very difficult: 3(6%)      Missing: 1(2%)
	Very easy: 9(21%)      
Easy: 13(30%)     
 Difficult: 17(40%)      
Very difficult: 3(7%)      Missing: 1(2%)
	Very easy: 2(40%)      
Easy: 2(40%)      
Difficult: 1(20%)      
Very difficult: 0(0%)      Missing: 0(0%)

	Find out about activities that are good for your mental well-being (e.g. medication, exercise and walking)?
	Very easy: 14(29%)      Easy: 25(52%)      Difficult: 7(15%)      
Very difficult: 1(2%)      Missing: 1(2%)
	Very easy: 13(30%)      Easy: 22(51%)      
Difficult: 6(14%)      
Very difficult: 1(2%)      Missing: 1(2%)
	Very easy: 1(20%)      
Easy: 3(60%)      
Difficult: 1(20%)      
Very difficult: 0(0%)      Missing: 0(0%)

	Understand information in the media on how to get healthier (e.g. from the internet, daily or weekly magazines)?
	Very easy: 13(27%)      Easy: 23(48%)      Difficult: 11(23%)      
Very difficult: 0(0%)      Missing: 1(2%)
	Very easy: 12(28%)      Easy: 20(47%)     
 Difficult: 10(23%)      
Very difficult: 0(0%)      Missing: 1(2%)
	Very easy: 1(20%)     
 Easy: 3(60%)      
Difficult: 1(20%)      
Very difficult: 0(0%)      Missing: 0(0%)

	How often do you need to have someone help you when you read instructions, pamphlets, or other written material from your doctor or pharmacy?
	Never: 22(46%)
Rarely: 8(17%)
Sometimes: 10(21%)
Often: 4(8%)
Always: 3(6%)
Missing: 1(2%)
	Never: 18(42%)
Rarely: 8(19%)
Sometimes: 9(21%)
Often: 4(9%)
Always: 3(7%)
Missing: 1(2%)
	Never: 4(80%)
Rarely: 0
Sometimes: 1(20%)
Often: 0 (-%)
Always: 0 (-%)
Missing: 0 (-%)

	Score derived from all the above
(3 missing values)
Note: The higher that value is the more difficult it is for the person to understand and use information related to health, illness and medical care
	Mean (SD): 14.2 (4.7)
Median (IQR): 14 (11-18)
	Mean (SD): 14.5 (4.7)
Median (IQR): 15.5 (11-18)
	Mean (SD): 12.4 (4.4)
Median (IQR): 13 (10-13)




Response rates by allocation: Four of the participants who failed to return any postal questionnaires were in the IPS arm and one in the TAU arm (Table 7). Overall, 19/28 TAU participants returned all of their questionnaires but only 10 of the 20 remaining participants allocated to IPS (Table8). 

Table 8. Follow up rates to postal questionnaires at 3-, 6- and 12 months (excluding two withdrawals) overall and by treatment allocation
	
	All (N (%))
	IPS (N (%))
	TAU (N (%))

	Baseline
	5 (10%)
	4 (20%)
	1 (4%)

	Baseline + 3 months
	4 (8%)
	2 (10%)
	2 (7%)

	Baseline + 6 months
	2 (4%)
	1 (5%)
	1 (4%)

	Baseline + 3 months + 6 months
	7 (15%)
	3 (15%)
	4 (14%)

	Baseline + 3 months + 12 months
	1 (2%)
	0 (0%)
	1 (4%)

	Baseline + 3 months + 6 months + 12 months
	29 (60%)
	10 (50%)
	19 (68%)


  
3-month response rate (from baseline): 85% (IPS: 75%, TAU: 93%)
6-month response rate (from baseline): 79% (IPS: 70%, TAU: 86%) 
12-month response rate (from baseline): 63% (IPS: 50%, TAU: 71%) 
6-month response rate (from 3mth): 93% (IPS: 93%, TAU: 92%)
12-month response rate (from 3mth): 73% (IPS: 67%, TAU: 77%)
12-month response rate (from 6mth): 79% (IPS: 71%, TAU: 83%) 

In the control arm of the trial, there were no withdrawals and all but one returned at least one of the three follow-up questionnaires. We hypothesised that differential response rates in the two arms might be at least partly because of the nature of the control arm. In the control arm, the study coordinator met with everyone in order to administer the TAU booklet and during this appointment, emphasised the nature of the research and explained the importance of the follow-up questionnaires. In contrast, those participating in the IPS had a number of appointments during which the ESWs were focussed on the intervention and job readiness and it may be that the participation in the research was eclipsed in importance.  Importantly also, the ESWs explained that around 55% of people referred to the SJP dropped out after the assessment visit either because they did not wish to return to work or because they felt unable to commit to the programme. It appeared therefore that our pilot trial participants were more likely to remain engaged with IPS than those people recruited from Job Centres through SJP, possibly suggesting that we were identifying people who had been unemployed a shorter time and who were keen to get back to work, or that having their health assessed alongside was attractive to participants in the InSTEP pilot.
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Completeness of data over the follow-up questionnaires at 3-,6- and 12-months
The questionnaires, despite being quite lengthy (18 sides in total), were well completed by those who returned them (but note absence of returns in IPS arm and in particular at 12 months). Table 9 describes the extent of missing data for key potential outcome measures at each of the four time points. In particular, EQ5D-5L, self-rated health and Brief Pain Inventory pain scores were extremely well-completed by those who returned questionnaires (possibly because the respondents thought them most relevant).



Table 9 Extent of missing data: potential key outcome variables
	Outcome variable
	Domains
	Baseline
(n=50)
	3 months
(n=41)
	6 months
(n=38)
	12 months
(n=30)

	Self-efficacy for work
	
	5
	4
	3
	2

	Self-rated health
	
	1
	0
	0
	0

	Warwick and Edinburgh Mental Wellbeing score
	
	1
	3
	0
	0

	EQ5D-5L
	Mobility
	0
	0
	0
	0

	
	Self-care
	0
	0
	0
	0

	
	Usual activities
	1
	0
	0
	0

	
	Pain/discomfort
	0
	0
	0
	0

	
	Anxiety/depression
	0
	0
	0
	0

	
	Combined score
	1
	0
	0
	0

	
	VAS
	0
	0
	0
	0

	PHQ-9
	
	1
	1
	3
	0

	Rosenberg Self-Esteem Score
	
	0
	2
	0
	2

	Pain interfered with work
	
	1
	1
	3
	0

	BPI pain scores
	Worst
	0
	0
	0
	0

	
	Least
	0
	0
	0
	0

	
	Average
	0
	0
	0
	0



[bookmark: _Toc29894158]Distribution and responsiveness of potential outcome measures
Self-efficacy for return to work (RTW):  Self-efficacy for return to work does not currently have a consensus scoring system and three different approaches have been published.47-49 The scale developed by Brouwer and colleagues was particularly attractive for use in the current research project as it included four items that specifically enquired about pain and return-to-work.49 However, subsequent to publication of this measure, Black and colleagues attempted to incorporate the two pre-existing instruments of Brouwer and Lagerveld (Lagerveld includes items about the social aspects of returning to work) into one new measure,49 which they have validated.50-52 Their final scale (RTW-SE) includes 11 items, 4 of which were derived directly from Brouwer.47 Given this similarity and the potential importance of self-efficacy for RTW as a primary outcome for a definitive trial, we chose to include the questions for measuring both scales. However, the Brouwer scale includes 10 items rated from 1-5 (“not at all certain” to “completely certain”). In contrast, the Black RTW-SE tool uses 11 items, also rated from 1-5 but the responses are: Strongly Agree, Agree, neither Agree or Disagree; Disagree and Strongly Disagree. In order to maximise their utility for our research, we incorporated the additional items from Black’s research but did so by changing the questions and responses so that they could be included alongside the Brouwer items with the same heading and response choices. For example, the question: “If I resumed my work fully tomorrow, I could discuss any limitations I have to my co-workers” with original responses graded “Strongly Agree” to “Strongly Disagree” became instead: “Thinking about starting a new job, how certain are you that you would be able to explain your physical limitations to co-workers?”  with response options: “Not at all certain” through to “Completely certain”. In total, therefore, we asked 17 questions from the two tools. The Brouwer 10 items were analysed as a total score (scaled 0-10) and in three domains: “supervisor” (4 items), “pain” (4 items) and “co-worker” (2 items) each of which were also scaled separately as a score out of 10. The RTW-SE was also analysed as a total scale including the 11 items (scaled 0-10) and also for its three different domains: Work completion beliefs (three items); affective work beliefs (five items); and Work social support beliefs (three items), again each scaled 0-10. In all cases, a low score indicates poorer self-efficacy (Table 10).

Table 10 Return to work self-efficacy domains by treatment allocation
	Self-efficacy score
	Time
	Missing items
	IPS
	TAU
	Time specific difference between IPS and TAU

	Overall (49)
	Baseline
	Complete: 44 Missing: 4
	Mean(SD):6.4(2.1)  Median(IQR):6.8(4.3,8.5)
	Mean(SD):5.1(2.2)  Median(IQR):5.0(4.0,6.8)
	0.056

	
	3 months 
	Complete: 36 Missing: 4
	Mean(SD):5.2(2.7)  Median(IQR):5.4(3.8,6.5)
	Mean(SD):3.9(2.5)  Median(IQR):4.6(1.8,5.5)
	0.125

	
	6 months
	Complete: 27 Missing: 3
	Mean(SD):5.2(2.6)  Median(IQR):5.3(3.6,6.9)
	Mean(SD):2.7(2.6)  Median(IQR):2.5(0.0,4.3)
	0.019

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):5.7(2.7)  Median(IQR):5.5(4.0,7.3)
	Mean(SD):3.4(2.2)  Median(IQR):3.3(2.5,5.0)
	0.031

	Supervisor (49)
	Baseline
	Complete: 45 Missing: 3
	Mean(SD):7.4(2.5)  Median(IQR):7.5(5.6,10.0)
	Mean(SD):6.0(2.3)  Median(IQR):6.3(4.4,7.5)
	0.049

	
	3 months 
	Complete: 40 Missing: 0
	Mean(SD):6.1(2.9)  Median(IQR):6.9(5.0,7.5)
	Mean(SD):4.2(2.9)  Median(IQR):5.0(2.5,7.5)
	0.055

	
	6 months
	Complete: 27 Missing: 3
	Mean(SD):5.5(2.8)  Median(IQR):6.3(3.1,7.2)
	Mean(SD):3.0(3.2)  Median(IQR):2.5(0.0,5.0)
	0.044

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):6.1(3.1)  Median(IQR):6.3(3.8,8.1)
	Mean(SD):3.6(3.0)  Median(IQR):5.0(0.0,5.0)
	0.062

	Pain (49)
	Baseline
	Complete: 46 Missing: 2
	Mean(SD):5.6(2.3)  Median(IQR):5.6(4.1,7.2)
	Mean(SD):4.7(2.2)  Median(IQR):5.0(3.8,6.3)
	0.225

	
	3 months 
	Complete: 39 Missing: 2
	Mean(SD):4.2(3.2)  Median(IQR):5.0(0.6,6.3)
	Mean(SD):3.7(2.8)  Median(IQR):3.8(1.3,5.9)
	0.611

	
	6 months
	Complete: 28 Missing: 3
	Mean(SD):4.6(3.1)  Median(IQR):4.7(2.5,7.2)
	Mean(SD):3.1(3.0)  Median(IQR):2.5(0.3,5.3)
	0.187

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):5.1(3.1)  Median(IQR):5.0(2.5,6.9)
	Mean(SD):3.1(2.3)  Median(IQR):2.5(1.3,5.0)
	0.068

	Co-worker (49)
	Baseline
	Complete: 45 Missing: 3
	Mean(SD):5.9(2.4)  Median(IQR):6.3(3.8,7.5)
	Mean(SD):4.1(2.9)  Median(IQR):4.4(2.5,6.3)
	0.033

	
	3 months 
	Complete: 39 Missing: 2
	Mean(SD):4.9(2.8)  Median(IQR):5.0(3.8,7.5)
	Mean(SD):3.5(3.1)  Median(IQR):3.8(0.0,6.3)
	0.173

	
	6 months
	Complete: 28 Missing: 3
	Mean(SD):5.6(2.3)  Median(IQR):5.6(5.0,6.3)
	Mean(SD):2.7(3.1)  Median(IQR):1.9(0.0,4.4)
	0.010

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):6.0(2.0)  Median(IQR):6.3(5.0,6.3)
	Mean(SD):3.7(2.8)  Median(IQR):5.0(0.0,5.0)
	0.038

	Work Social Support Beliefs (51)
	Baseline
	Complete: 45 Missing: 3
	Mean(SD):6.5(2.3)  Median(IQR):7.5(5.0,8.3)
	Mean(SD):4.8(2.4)  Median(IQR):5.0(3.3,6.7)
	0.022

	
	3 months 
	Complete: 39 Missing: 2
	Mean(SD):5.3(2.9)  Median(IQR):5.0(4.2,7.5)
	Mean(SD):3.8(2.9)  Median(IQR):3.3(1.7,5.8)
	0.132

	
	6 months
	Complete: 28 Missing: 3
	Mean(SD):5.5(2.4)  Median(IQR):5.0(4.6,6.7)
	Mean(SD):2.8(3.1)  Median(IQR):2.1(0.0,4.6)
	0.020

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):6.0(2.3)  Median(IQR):5.8(4.2,7.5)
	Mean(SD):3.6(2.6)  Median(IQR):4.2(1.7,5.0)
	0.032

	Work Completion Beliefs 
(51)
	Baseline
	Complete: 45 Missing: 3
	Mean(SD):5.5(2.3)  Median(IQR):5.8(3.3,7.5)
	Mean(SD):4.5(2.1)  Median(IQR):5.0(2.5,5.8)
	0.106

	
	3 months 
	Complete: 38 Missing: 2
	Mean(SD):3.9(3.3)  Median(IQR):4.2(0.8,7.5)
	Mean(SD):3.8(2.8)  Median(IQR):4.2(0.8,6.7)
	0.890

	
	6 months
	Complete: 28 Missing: 3
	Mean(SD):4.1(3.1)  Median(IQR):3.3(2.1,6.7)
	Mean(SD):3.1(3.1)  Median(IQR):2.5(0.0,5.8)
	0.396

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):5.0(3.3)  Median(IQR):4.2(2.5,7.5)
	Mean(SD):3.2(2.4)  Median(IQR):4.2(0.8,5.0)
	0.134

	Affective Work Beliefs
(51) 
	Baseline
	Complete: 45 Missing: 3
	Mean(SD):5.7(1.9)  Median(IQR):6.0(4.0,7.0)
	Mean(SD):4.4(2.3)  Median(IQR):4.8(3.0,6.0)
	0.055

	
	3 months 
	Complete: 40 Missing: 1
	Mean(SD):4.5(2.8)  Median(IQR):5.0(3.0,5.5)
	Mean(SD):4.2(2.6)  Median(IQR):4.5(2.5,6.0)
	0.721

	
	6 months
	Complete: 29 Missing: 2
	Mean(SD):5.3(2.4)  Median(IQR):5.0(4.5,6.3)
	Mean(SD):2.8(2.9)  Median(IQR):2.5(0.0,4.0)
	0.025

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):5.3(2.1)  Median(IQR):5.0(4.5,5.5)
	Mean(SD):3.3(2.7)  Median(IQR):3.0(0.0,5.0)
	0.063

	RTW-SE (51)
	Baseline
	Complete: 44 Missing: 4
	Mean(SD):5.9(1.9)  Median(IQR):6.1(4.5,7.5)
	Mean(SD):4.5(2.1)  Median(IQR):4.7(3.2,6.1)
	0.028

	
	3 months 
	Complete: 37 Missing: 3
	Mean(SD):4.8(2.6)  Median(IQR):5.0(3.6,6.1)
	Mean(SD):3.9(2.7)  Median(IQR):3.9(2.5,6.1)
	0.343

	
	6 months
	Complete: 28 Missing: 3
	Mean(SD):5.0(2.4)  Median(IQR):4.5(4.1,6.3)
	Mean(SD):3.0(2.9)  Median(IQR):2.5(0.8,4.9)
	0.062

	
	12 months
	Complete: 26 Missing: 2
	Mean(SD):5.4(2.3)  Median(IQR):5.0(4.1,6.1)
	Mean(SD):3.4(2.2)  Median(IQR):3.2(2.5,5.0)
	0.036



These data suggested that people allocated to each arm started with different levels of return-to-work self-efficacy, with the scores better amongst those in the IPS arm. In the TAU arm, return-to-work self-efficacy generally declined over 12 months of follow-up. In contrast, although there were withdrawals and non-responders in the IPS arm (two of whom had attained employment), self-efficacy scores remained fairly stable in this arm and were generally substantially better (in many cases, statistically significantly) than those in the TAU arm. Even despite our lack of data from non-responders, we believe that return-to-work self-efficacy could be a primary outcome for a future trial. 
Self-rated health:  As a general health measure, we included self-rated health, a widely used item which is a strong and consistent predictor of mortality in epidemiological studies (55). Amongst the 50 participants, 30 reported that their self-rated health was fair or poor at baseline (Table 11).

 Table 11 Self-rated health at baseline for all participants
	
	Baseline (N=50)

	Self-rated health
	

	Excellent
	2 (4%)

	Very good
	4 (8%)

	Good
	13 (26%)

	Fair
	15 (30%)

	Poor
	15 (30%)

	Missing
	1 (2%)




Change from baseline:
Outcome 1: Poor or fair self-rated health (changes in scores over time from baseline summarised as ORs and 95% CIs)
3 months: 3.25 (0.88,11.96), p=0.077
6 months: 1.60 (0.46,5.60), p=0.459
12 months: 0.74 (0.19,2.83), p=0.661
Outcome 2: Poor self-rated health (changes in scores over time from baseline summarised as ORs and 95% CIs)
3 months: 0.69 (0.15,3.14), p=0.633
6 months: 0.81 (0.17,3.81), p=0.788
12 months: 0.67 (0.13,3.58), p=0.641

The data show that self-rated health scores generally declined slightly over time amongst all participants. This measure does not appear useful for a primary outcome.

Brief Pain Inventory Pain Severity scores:  We included the Brief Pain Inventory (BPI) as the pain instrument54, in line with the recent IMMPACT (Initiative on Methods, Measurement, and Pain Assessment in Clinical Trials) recommendation that this tool should be used for clinical trials involving patients with chronic pain.55 Everybody reported pain (other than everyday kinds of pain) at baseline, 1 person in the IPS arm reported no pain at 3-months, four (again all in the IPS arm) reported no pain at 6-months and only one person (again in the IPS arm) reported no pain at 12-months. The number of body sites affected ranged from 1 (in two people) to 13 (also in 2 people). Pain severity at its best was rated at a median intensity of 4, IQR 2-5 at baseline and 3-months in both arms, and these scores increased in both arms to median 5, IQR 4-6 at 12-months. Pain severity at its worst was rated at median 7, IQR 6-9, at baseline and 3 months, increased to median 8 (IQR 6-9) at 6-months and returned to 7 (IQR 6-9) at 12-months. Pain on average was rated at median 5 (IQR 4-7) at baseline, but was rated at median 6 (IQR 5-6) at all follow-ups. It does not appear that pain scores were altered by this intervention or that they could be recommended as a primary outcome measure.

Brief Pain Inventory Pain Interference Scores:  As part of the pain interference section of the BPI, one question enquires about “pain interfering with normal work”. The score at baseline for this was median 7 (IQR 5-8), and at all three follow-up time points, there was reduction in these scores, but the size of the effects appeared to be small and certainly too small to recommend this as a primary outcome measure.

Questionnaire Rosenberg’s Self-Esteem Scale:  At baseline, the median Rosenberg’s self-esteem score56 for participants was 16 (IQR 12-21). The scores improved slightly in both study arms at 3-, 6- and 12-months such that the score in the IPS group at 12-months was 19 (IQR 14-21) whilst it was 16.5 (IQR 15-18) in the TAU arm. This measure may be a useful secondary outcome measure for a definitive trial.

Questionnaire PHQ-9 Depression Score:  At baseline, the median PHQ-957 score for depression was 10 (IQR 7-16) (this score may range from 0 to 27 with higher scores more indicative of depression). Very little change in the scores was observed during the follow-up period. If anything, scores tended to be increasing (but by less than one unit).

Questionnaire Warwick and Edinburgh Mental Wellbeing Score:  The WEMWBS58 was explored as a measure of wellbeing. The median score at baseline for WEMWBS was 41 (IQR 37-52). Scores changed minimally over the follow-up with the final median score 42 (IQR 37-48). This implies that WEMWBS tended to improve during the trial but the difference appears too small to recommend this as a primary outcome measure. 

Questionnaire EQ5D-5L responses:  The median score on the EQ5D-5L combined score was 0.6 (IQR 0.3-0.7) at baseline. Over time, these scores did not appear to change very much (median at 12-months 0.7 (IQR 0.2-0.8). Exploring the VAS score of the EQ5D-5L as a continuous measure however, the median score at baseline of 50 (IQR 40-70) appeared to be increased slightly at 6-month and 12-months amongst those in the IPS arm (median 54 (IQR 40-78) at 6-months and median 52.5 (IQR 40-80) at 12-months whilst no changes were seen in the TAU participants. Although encouraging, these findings suggest that the EQ5D-5L should remain a secondary outcome for assessment of Quality-Adjusted Life Years but not be recommended as a primary outcome measure.

Questionnaire employment outcomes:  Amongst the TAU group, 14/28 (50%) returned all three follow-up questionnaires and never entered a paid job (Table 12). Three participants started a paid job during the year but stopped working again before the final questionnaire. Another three participants reported that they were not working at the time of their last completed questionnaire. Two people reported that they were in paid work at every follow-up point and another six reported that they were working in the last questionnaire which they returned. Therefore, at best 8/28 of the TAU group achieved sustained work during the study and at worst, it was 3/28. It did seem, however, that participants became less likely to return questionnaires once they were working. This may be because they perceive that they were no longer relevant to the research or that they had more limited time for completing a questionnaire. Either way, this is an important consideration to address in any definitive trial.



Table 12 Patterns of return to work amongst TAU participants according to returned follow-up questionnaires
	
	3-month questionnaire
	6-month questionnaire
	12-month questionnaire
	Number

	Not in work or probably not in work at 12 months
	Not in work
	Not in work
	Not in work
	14

	
	-
	Working
	Not in work
	1

	
	Not in work
	Working
	Not in work
	1

	
	Working
	Working
	Not in work
	1

	
	Not in work
	-
	Not in work
	1

	
	-
	Not in work
	-
	1

	
	Not in work
	Not in work
	-
	1

	In work or probably in work at 12 months
	Working
	Working
	Working
	2

	
	Working
	-
	-
	2

	
	Working
	Working
	-
	3

	
	Not in work
	Working
	Working
	1

	Total
	
	
	
	28


· Follow-up questionnaire not returned

As stated earlier, two of the 22 participants who were allocated to IPS obtained jobs within the first three months but in both cases, the jobs required that they move away so that they decided to withdraw from follow-up in the research. Another 4 people in the IPS arm engaged well with the ESWs and the IPS intervention but failed to return any follow-up questionnaires. As described above, we considered that this might be because of poorer health literacy, but our analyses suggested that this was not the case and that in fact, the non-responders were more likely male, single and with a high level of educational attainment than those who did return questionnaires. Amongst the remaining 16, five returned all 3 questionnaires and were never in a paid job, two obtained work at one follow-up but reported that they were not working at 12-months (Table 13). A further 5 were not working at the last time point when they responded. Overall therefore, according to the questionnaire data, two were in paid work at all 3 follow-up points and another one obtained work by 6-months which was sustained at 12-months and a further one was in paid work when they last responded (at 6-months).

Table 13 Patterns of return to work amongst IPS participants according to returned follow-up questionnaires
	
	3-month questionnaire
	6-month questionnaire
	12-month questionnaire
	Number

	Not in work or probably not in work at 12 months
	Not in work
	Not in work
	Not in work
	5

	
	Not in work
	-
	-
	2

	
	Not in work
	Working
	Not in work
	1

	
	Working
	Working
	Not in work
	1

	
	Not in work
	Not in work
	-
	3

	In work or probably in work at 12 months
	Working
	Working
	Working
	2

	
	-
	Working
	-
	1

	
	Not in work
	Working
	Working
	1

	Withdrew as found work by moving
	
	
	
	2

	Never returned a follow-up questionnaire
	
	
	
	4

	Total
	
	
	
	22


· Follow-up questionnaire not returned
Employment outcomes – data from ESWs: Additional data about employment outcomes were available for the IPS participants from the records made by the ESWs. According to their data, 8 of the 22 IPS participants attained a job by the end of the study (including the two who moved away to work), a further one was doing voluntary work, 4 were in vocational training and 7 were actively job seeking (with one participant having received a job offer). 
This indicates a clear difficulty with this research: the questionnaire retention was poor amongst those receiving the IPS intervention. As a result, the follow-up questionnaire data provided an incomplete picture of the changes in actual achievement of a competitive paid job. This is a major limitation of the current pilot study and would need careful consideration for any future trial. 
Job applications and job interviews: Given the rates of attrition of follow-up questionnaires, it was also difficult to comment as to whether or not participants in either arm were making more job applications or attending more interviews for jobs.
Untoward Incident: One individual contacted the Research Governance Office at the University of Southampton (the sponsor for the research) directly to complain about having received the study pack.  The complaint was left as an answering-machine message when nobody was in the office. Despite numerous attempts to contact the person and having left numerous telephone messages, the University of Southampton Research Governance team were not able to speak with the individual to discuss the complaint.  The GP surgery from which the pack had been mailed confirmed that they had not received a complaint from any individual with regard to the study. We were unable to follow this up any further as we had no way of contacting the relevant complainant.
[bookmark: _Toc29894159]Discussion: In WP4, we undertook a pilot RCT to evaluate study processes for a future trial, explore potential outcome measures and investigate in detail the feasibility issues raised by: recruitment, randomisation; contamination; attrition over follow-up. Despite the optimism of the primary care teams in WP1, we encountered challenges with recruitment from primary care. We trialled a range of approaches as suggested by our primary care PCPs but found that Read code searches yielded large numbers of ineligible participants, thus creating a potential for complaints from people approached who were in fact working and inconvenience for GP practice staff. More successful were approaches made after hand-searching but this was resource-intensive and only yielded relatively small numbers of participants. Opportunistic recruitment was effective but slow. The most efficient recruitment of eligible participants was achieved in the community pain services where work is routinely discussed with all those attending, opening up the possibility of a personalised referral to employment services. 
Once potential participants were identified however, we achieved high rates of successful randomisation, and the participants seemed content with allocation to TAU as well as to IPS. TAU was approached as a one to one visit by the study coordinator with no expertise in occupational rehabilitation, who worked through the TAU booklet. A high rate of attendance and satisfaction was recorded with this approach.
 IPS was adapted for the pilot study, as suggested by the ESWs in WP2, to start with bespoke training about chronic pain, what it is, how it presents and what treatments are routinely used. Moreover, an early ESW assessment was carried out jointly by a pain OT with the ESW and a personalised pain plan was developed to support the individual through the IPS. Rapid access return to pain services was available but rarely used and ESWs were integrated within the pain service team as far as possible. Otherwise IPS was unchanged from that being offered as part of the SJP to local people with long-term health conditions. Unfortunately, questionnaire-based follow-up of IPS participants proved challenging and yielded incomplete data. Due to successful job hunting, two subjects moved away and were lost to follow-up and a further four failed to return any of the questionnaires at any time point. We also saw a particularly low level of return of the 12-month questionnaires in the IPS arm. This is an issue of considerable concern for a future trial. As the problem came to light very late in the study, we had limited opportunity to further explore approaches to maximise our retention. Data were available through the ESWs which provided a much clearer picture as to relevant employment outcomes but did not assist with defining rates of change of validated outcome measures. It is possible that the follow-up retention could have been significantly better if the ESWs had completed all questionnaires with the participants (either face to face or over the telephone) but this would have resource implications for a future trial and it is unclear whether it could bias the findings if compared with questionnaires completed at home by those in the TAU arm. We suggest that more research is required to better understand how to maximise research retention particularly when participants attain paid employment. One possibility is that employment outcomes could be obtained through linkage with national employment records but this would not allow insight into health outcomes.
It is, however, noteworthy that the ESWs “expect” that a significant proportion (more than 50%) of people referred for IPS through other routes (in most cases, through Job Centre Plus) choose not to engage after their initial assessment. Interestingly, the proportion who failed to engage after initial assessment appeared to be lower amongst those recruited within this pilot trial. This may be because they were recruited through healthcare rather than employment services, and therefore felt more encouraged to engage, or alternatively may be because our eligibility allowed for recruitment after only 3 months of unemployment, rather than the 2 years required by the SJP, meaning that some of our participants were closer to recent work and perhaps more motivated and less uncomfortable about pursuing a job placement. The ESWs did, however, report that they found a wide variation of “readiness to return to work” amongst the participants in the trial. Whilst a small number were quickly able to take up a work placement (and remained in work 12 months later), two-thirds of those in the IPS arm were not ready for a work placement and required more support to develop their readiness during the 6-months provided by the programme.
Follow-up was planned at 3- 6- and 12-months via postal questionnaires. Those questionnaires which were returned were completed well with few missing data. Our findings suggest that return to work self-efficacy would make a suitable primary outcome measure. We saw limited changes in scores for pain severity (best, worst, average), pain interfering with normal work, or self-rated health, Rosenberg Self-Esteem Score, PHQ9 depression score, Warwick and Edinburgh Mental Wellbeing score, or EQ5D overall score.
[bookmark: _Toc29894160]Outputs: 
· Identification and recruitment of eligible participants is feasible but time-consuming and resource intensive in the absence of systematic recording of employment status in primary care records
· Questionnaires developed containing suitable data collection tools for future trial
· Randomisation is acceptable to both arms
· TAU defined and found acceptable to stake holders and trial participants
· IPS adapted to integrate with pain management and planning, suitable for manualisation
· Significant issues identified in retaining subjects through 12-months of follow-up with the greatest problems in the IPS arm. It appears that attrition was greatest amongst those who obtained a job: revised methodology will be required to attain significantly better follow-up
· Scoping of outcome measures suitable for a definitive RCT

[bookmark: _Toc29894161]WORK PACKAGE 5
Aim: To obtain as full an understanding as possible of the views of stakeholders about the pilot trial
Study design: Qualitative work with a target of at least 8 participants in the study (from both the intervention and TAU/control arms), the two ESWs, and the two teams of PCPs who have been directly involved with the InSTEP study. An analysis of comments from participants in the pilot trial on their questionnaires. An analysis of informal conversations with two employers who provided work placements to IPS participants.
Methods:  Qualitative: All participants, ESWs, and the relevant PCPs who were involved in the pilot study were eligible to take part in the qualitative research in WP5.  Eligible PCPs and ESWs were contacted by email or post to invite them to take part, with a written information sheet attached, explaining the purpose of the interview or focus group, emphasising that participation was entirely voluntary and that comments would be confidential, anonymised and non-attributable, and that they could withdraw their consent at any time.  A participant letter of invitation and information sheet was posted to the home address of all participants who had taken part in both active and control arms of the pilot trial and had consented to be contacted regarding a post study interview (n=30).  If interested, they were invited to return the enclosed reply slip in a pre-paid envelope or alternatively to telephone or e-mail the study coordinator with the opportunity to discuss the study further and raise any queries that they might have had regarding this stage of the trial. Interested participants were then contacted by the interviewer to arrange a mutually convenient appointment during working hours at their GP surgery or City Council premises. Non responders to the mailing were re-contacted by post on one further occasion.
If they were interested, the face-to-face interviews with both ESWs (and focus groups with the PCPs) were arranged at their respective places of work at a mutually convenient time.  Interviews with interested study participants were arranged at the individual’s convenience and conducted either by telephone or face-to-face during working hours at their own GP surgery or the local City Council premises.  Written, informed consent to participate, and for the analysis of their views, was obtained from all participants prior to conducting all interviews or focus groups.  Travel and time expenses were remunerated and participants (from both active or control arms) were given a £10 shopping voucher to thank them for their assistance with this stage of the study.   
As with WP1, the interviewer followed a semi- structured topic guide to enable participants to relate their own experiences.28,29 The interviewer had no prior relationship with participants.  Questions and prompts were developed in advance to aid the interviewer, but the topic guide was intentionally flexible to allow for natural discussion throughout the process. Field notes were made by the interviewer during and immediately after data collection
Other information collected for WP5: Additionally, comments from pilot trial participants were sought in an “open space” section of the pilot trial questionnaires at each of 3-, 6- and 12-month follow-ups and these were collated and key themes identified for WP5. Finally, employers who had provided work placements to IPS participants in the pilot trial were asked for consent for contact by the study team. Those who gave consent for informal interviews were contacted to arrange an appointment at their workplace at a time convenient to them. Their comments have been organised into themes. 
Data analysis: Thematic analysis of qualitative data from stakeholders (including participants, ESWs, PCPS and employers) specifically in relation to lessons learned about recruitment, participation and engagement and outcomes.
Results: 
Study participants: Disappointingly, only 4/48 of the trial participants (3 from the IPS arm and 1 from TAU) expressed interest in participating in WP5. All of these provided contact details but, despite numerous attempts, only one (from the IPS arm) actually proved contactable and available to attend an interview with the qualitative researcher. 
This one interview was carried out and analysed but unfortunately the participant was nervous and rather unforthcoming, once again demonstrating some difficulty understanding the research objectives as separate from those of the employment intervention.  
The themes that emerged from comments on the returned questionnaires covered: participation in the study; content of the questionnaires; good and less good aspects of the IPS programme; the realities of living and working with chronic pain, as well as highlighting the role that healthcare professionals can play in worsening disability.
Participation in the study: Participants in both arms expressed gratitude for the opportunity provided within the study: “thanks for your help for myself, thanks for your assistance to me.  I happy had this time for my health.  Thanks so much” (IPS). “It has been a pleasure and hopefully I have contributed to your studies” (TAU).
Questionnaire content: Two participants reflected that some questions in the questionnaires were difficult for them to answer: “There were questions I answered which I’d have answered differently if it hadn’t been a check box.  There were answers I left as I didn’t know the answer” (IPS).  “Some of the questions are difficult to answer as they do not accurately deal with my illness” (TAU).
About aspects of IPS: Positive progress was reported by an IPS participant who did however reflect on the importance of the ESW’s confidence and support in that progress: “I am moving forwards slowly.  When I see ESW I feel more optimistic in gaining some paid employment, however, I wave/wobble on my own.  I have applied for some voluntary work.  I have socialised more than over the past 3 months which has improved confidence” (IPS). Another IPS participant reflected on the role that IPS had played in their life and that the same could not have been achieved by the TAU: “I couldn't have turned myself around and regained my shattered/crushed confidence/self-esteem fundamental to a return to paid employment without your support and having seen you over the course of the last year. A paper questionnaire approach alone from the InSTEP study, would have totally failed with my type of personality/temperament. With your support I view the year's InSTEP study and work a total success!”
However, another IPS participant expressed dissatisfaction with their IPS work placement: “From the start of the programme, I have had one job through the scheme which was at a coffee shop.  After two months it came to light that there never was going to be a permanent position for me.  I get the impression that companies sign up for this scheme only use it for cheap/free labour” (IPS).
About living and trying to work with their chronic pain condition: One participant, from the IPS arm, reflected that their pain was worsening: “I have had physio several times but it hasn’t done much good.  I have also had steroid injections in my hands that also didn’t work.  I shall make an appointment with the Dr as some of the pain seems to be getting worse at times” (IPS). A TAU participant described their situation at 12-months follow-up as follows: “I’m getting no support and have just left University because of this and another illness has made it too difficult to study or work.  I can’t prove either so getting work or income support is extremely difficult” (TAU). Similar themes were expressed by another TAU participant at 12-months: “I have been given an appointment at the orthopaedic department and this can’t come soon enough.  My quality of life is really low as I have no money, no transport and my mobility is severely affected.  I don’t have much quality of life, sometimes I feel like I just want to go to sleep and never wake up.  How desperate is that?” (TAU). A further TAU participant reported: “I’m now looking for full time work which is proving difficult.  Having not worked for 13 years hasn’t helped. At the moment I’m working 2-3 days a week as a forklift driver.  The agency I’m with only found me this job which I started 3 weeks ago.  Having now come off benefits is now a shock to the system. A wake up call, more financial pressure.” (TAU). The financial issues were also highlighted by an IPS participant: “I’m still waiting for court appeal to get back my benefits so do not have any income!” (IPS)
Role of healthcare in creating disability: An individual in the IPS arm reflected their perceptions about the role of healthcare in their pain and disability: “I still struggle with the fact that for the best part of 3 years I struggled to cope with the pain and belief that I needed a total knee replacement when everything was cleared in February 2018 with an injection.  These 3 years did an awful lot of damage to me psychologically- I ‘lost’ 3 years of my life to excruciating pain”. (IPS).
Healthcare professionals, Pain clinic recruiters and ESWs: 6 focus groups took place with 9 PCPs involved in recruiting to the pilot trial in primary care and 1 in the community pain services who recruited for the InSTEP pilot. One to one qualitative interviews took place with both of the ESWs half- way through the pilot trial and again at the end and likewise with the pain service OT.
Thematic analysis led to the following headings: Recruitment (the process, barriers and facilitators); Intervention (IPS for people with chronic pain; setting up the IPS intervention (multi-disciplinary working; providing information about the programme; practicalities; training of the ESWs); IPS Activities (gathering information from participants; roles within IPS; intervention and tools; outcomes and role of IPS); TAU booklet as the control; and feedback to healthcare professionals.
Recruitment
Recruitment Process
(a) through primary care
The PCPs who had completed searches using Read codes to find relevant participants described the difficulties in the absence of a code for chronic pain: “There are so many different codes, you know, for pain and chronic pain.” (PCP2). Practices also reported the challenge when their records did not code employment status “in general practice we very rarely document if our patients are in work.” (PCP6), “we don't record employment status as a data point in our system. So we can't search on it.” (PCP7). 
A range of approaches were made by the primary care teams in order to refine the search strategies within their practice. As described earlier, practices used Read codes relating to diagnosis, referrals, and medication to identify patients with chronic pain, and codes for fit notes and fitness to work certificates to identify patients who were unemployed. Within some practices GPs and staff suggested individuals they were aware of “I sent an email round to the doctors to say…we’re doing this study, this is what it involves…have you any patients that you think that you think this might be suitable” (PCP1). 
PCPs described the frustration of these approaches “it took probably half a dozen times as we were finding other codes” (PCP2). Practices noted that often the search did not generate many results “we kept on saying to each other didn't we "there's got to be more patients” (PCP2) or found the results too generic and included patients who were not eligible “it generated too many people” (PCP9). For some practices, the search strategy meant that a long list was generated needing GPs to conduct an individual assessment on the search results “Unfortunately there was a few bits of criteria we couldn’t necessarily do a search on, so that’s why we had to pass it to the GPs and they had to manually go through those lists and extract the patients that weren’t appropriate.” (PCP4).
Despite the difficulties described above, overall PCPs felt that involvement with and recruitment for this pilot trial was simple. Once the list of potentially eligible patients was defined, the process of sending out the material was reported to be straight-forward. 
(b) through the pain clinic
As described earlier, our recruitment strategy was widened to include recruitment in community pain clinics after the very slow start. The ESWs reported that this additional method of recruitment was helpful “they are continuously seeing people with chronic pain, so they've got.. a continuous flow of patients coming through. So once they came on board, that's definitely where it picked up. And I probably got the majority from them” (ESW). The pain clinic opportunistically recruited, with staff identifying potentially relevant patients and referring them into the study “if somebody turned up that they were unemployed and wanted to – were thinking of getting back to work, as a goal, then we talked about the scheme.” (Pain Clinic). This was made possible as employment is discussed at the pain clinic “I think it's kind of in their interest, part of what they do is to talk about work with their patients. So because it is already in the front of their mind, getting some extra help with their patients.” (ESW).
Interestingly however, the pain OT pointed to some differences between the participants recruited through the two different routes. It was reported that those recruited in GP practices were generally less disabled with fewer complexities than those referred from the pain team “[people from] GP referrals, they were much less disabled than the pain team patients. So, you know, they were usually less complex and were – tended to manage themselves” (OT). 
Barriers and facilitators to recruitment
(a) Recruitment barriers 
The initial recruitment through GP surgeries was felt by ESWs to be slow. They discussed that this was because of the difficulties of getting GPs on board to the study. “people [practices] said ‘oh, you know, that was interesting’ and they would come back, and some of them did come back but then nothing came of that.” (ESW). One PCP could see that the research aims might not be seen as that directly relevant to GPs “employment as much as it affects someone's life isn't massively healthcare related” (PCP7).
Primary care sites involved in recruitment also highlighted the difficulties in finding time for participation in any research projects: “Research does tend to have to go on the back burner if there's stuff that is much more pressing. So there are very few times when there isn't something more important. So research has to take second place.” (PCP3).
The primary care teams felt the searches were not accurate or specific. “the problem is that the search actually generated an awful lot of people who were not necessarily off sick for that reason, or they were on analgesics for different reasons, and I think there’s probably a reasonable coding issue.” (PCP9). One site had a number of individuals call up to complain because they had been sent information about the study when they did not meet the criteria. Patients called up to say they were in work, or that the GP knew they were retired. “It did take a lot of reception time, that obviously patients phoned, two or three of them needed to speak to me, because they wanted it escalated to a manager.” (PCP6). 
(b) Facilitators of recruitment
There were a number of different individuals responsible for dealing with the searches at each site, this included: research nurses, research administrators, data administrators, practice managers, nurse practitioners, and GPs. Recruitment sites and the ESWs all highlighted the value of the study coordinator in recruitment, who had provided an in-depth brief of the trial and fielded questions before enrolment into the study. “I think when they spoke to [study coordinator] at the University, she had given them quite an in-depth brief about what the trials were” (ESW). The pain clinic also highlighted that the occupational therapist played an important role in successful recruitment from that setting, given her willingness and availability for answering questions from potential participants about the study. “she was very much trying to be a conduit of information about the trial, about the interventions, and that the team generally referred to her rather than into the trial, and then she would refer into the trial…and she also acted as a conduit for communication with the employment advisors.” (Pain Clinic).
In cases where the ESWs and study coordinator had in-depth conversations about the trial, primary care practices seemed more enthusiastic to be involved. ESWs felt that having PCPs recommend employment interventions would be very helpful in getting more people with health conditions to try IPS. “they've got the advice from health professionals that this is [IPS], it's positive steps ‘this is good for you, try it out, see what you can do to test your limitations’ I think that is definitely a massive help. Absolutely massive. Because they trust them, they trust health professionals” (ESW).
The ESWs felt participants had few questions about the trial with a lot of information given to potential participants at recruitment “I think the information that was given was good” (ESW). Primary care providers suggested that if recruitment was to continue with the Read code searches, that an additional disclaimer should be added to the invitation letter to explain the reason for the letter and to apologise if patients did not meet inclusion criteria “just a paragraph to say that your records may not show whether you are employed or unemployed” (PCP8). 
There were a number of other recommendations about recruitment made by PCPs and pain clinic staff during the qualitative interviews, many of which had been under trial during the study. These included: opportunistic recruiting in consultations; having ESWs present in the GP practices; recruiting directly via leaflets and posters; follow-up reminders to patients; recruitment via patient groups; formally recruiting from the pain clinic; and recruiting from the job centre.
About the Intervention
IPS for Individuals with Chronic Pain
Clients on the InSTEP programme wanted to return to work. “work was important to them, that, you know, it really mattered to them for their values, and wanted to be back to doing something purposeful.” (OT), “they want to go to work. They are at a stage with their conditions, where they realise it's not about cure it's about managing their condition” (ESW). 
However, the ESWs commented that in general, the individuals recruited to the pilot trial were further away from being work ready than those on similar programmes. “they didn’t have to look for work due to their status, or, really, do any work related activity” (ESW). Although clients had motivation to return to work, and volunteered to be on the programme, some clients had unrealistic expectations about work, and a considerable number of barriers to returning to work “it’s harder to kind of bring somebody who’s further away from work” (ESW). This made it is a long and complex process for the ESWs to support patients, encouraging gradual return to work. “what I’m trying to do all the time is build things slowly, because if you take one big leap at it you can do a lot more damage.” (ESW).
The main barrier to employment was clients’ health. “A lot of people can't go back to the same jobs they were doing before. Or just purely because there aren't reasonable adjustments that can be put in place for them due to their pain” (ESW). Clients had also stopped work due to the information they perceived that they had been given by healthcare professionals. “I’ve worked with a lot of people who’ve been told they probably can’t work again, in some form or another that’s a conclusion they’ve come to themselves, or they’ve interpreted something they’ve been told, in a different way” (ESW)
The ESWs commented on the need for them to understand the fluctuating nature of clients’ conditions and how this might limit and impact on work. “if they are having a bad day or bad week with their pain for example, then they'll tend to put off doing activities, which is understandable. So that has always been the main barrier” (ESW). Other barriers to returning to work that they described included clients’ confidence and fears, financial implications, and personal circumstances. “some of these people have kind of hit rock bottom in themselves.” (ESW)
Setting up IPS for the InSTEP pilot trial
(a) Multidisciplinary working
The multidisciplinary nature of the IPS programme was positively described. The pain clinic and OT felt that being able to refer to the ESWs was a good opportunity and resource when discussing work with patients “I think they [ESWs] were really good resources. They really had their fingers on the pulse of what was available, in both cities, for training and employment opportunities” (OT). Including both ESWs and OT in the team was seen as incredibly beneficial, with both describing that their collaboration was useful and of benefit to the IPS participants. ESWs felt that clients were more likely to open up to the OT, and the OT would also ask more health-related questions, which enabled the ESW to more fully understand the clients’ condition “I think that is part of the buy-in for them, erm, the fact that they get a meeting with a specialist” (ESW). The OT felt having the ESW present at the joint consultation enabled a joined-up conversation to be had. The multidisciplinary nature of the intervention also meant that there was an opportunity for feedback and communication back to clinicians, rather than a separate process “I got to have a relationship with [the occupational therapist], an understanding of the kind of talk openly and freely with her and it was – it became less of two separate services and more like we work, we were together, we were both on the same team towards a common goal” (ESW).
There were, however, some discrepancies in understanding the roles of the ESWs within a multidisciplinary healthcare team, and this led to expectations being mismatched. ESWs were invited to pain clinic team meetings, but could not always attend due to their personal work schedules. This meant that the ESWs felt that they were outsiders to the pain clinic team, and did not get involved, but rather acted as observers. “It was very beneficial to understand, the pain, and how the pain team works, and then I could talk to my clients about that as well. I think the only negative about that was that because I was just attending the meetings, not all of the patients were to do with me, very few, very few” (ESW). The pain clinic and occupational therapist also reported that they felt more could be done by the ESWs in communicating and getting involved with the team meetings, and discussion of recruited participants and their progress. “Once they were in…that was it, and you wonder what happens to the patients, and how the intervention is going.” (Pain clinic).
(b) Providing information about the IPS programme
ESWs noted that clients arrived with questions about the IPS programme (not necessarily the trial, such questions had been answered by the study coordinator). “they come with their own questions and then you sort of answer those, and some are very general and some are just because they’re in a different place and a bit nervous” (ESW). Questions included how the programme works, and whether they were eligible for the programme (with thoughts that they were unable to work due to their condition). There was also some misunderstanding on IPS participants part about the programme, including assuming that the ESWs were responsible for finding a job, and that the programme was not voluntary. “They came with a set of ideas that…what was the catch to it – to the program, you know, what was I going to try and spring on someone to try and force them into work.” (ESW).
(c) Practicalities
For the purposes of this pilot trial, the ESWs worked in two different cities and for different councils, which resulted in a different system for each programme. Location and accessibility was an issue highlighted by both ESWs. For example, one ESW did not have office space to meet with clients and so often met clients in a public space. He suggested that this might have had an impact on clients’ opening up. “if we didn’t have the rooms it would be – it would have been really really difficult and I don’t think I would have really got to understand or know people that well” (ESW). Although this was not an issue for the other ESW, he noted that clients could not always get to the specified meeting location due to their health condition. “the medical conditions would get in the way of, well not get in the way of -  but stop some of the appointments. So, for every appointment we had…there may have had to have been one cancelled two or three times” (ESW)
As the intervention is personalised to the client, the timings of meetings with the ESWs varied by client. Some clients met with ESWs weekly, or monthly with weekly contact (such as phone call or emails). 
(d) Training of ESWs
ESWs reported that there were differences between clients with chronic pain, and clients on a broader employment programme. “it was a massive sort of learning curve for me” (ESW). Because of this, they felt they needed education and knowledge specifically on chronic pain. For example, understanding the common causes of chronic pain, patients’ experience of chronic pain, and how chronic pain presents, were all valuable sources of information. “listening to the individuals, as to how they deal with things on a day to day basis, how they function to deal with whatever condition they’re dealing with, because it’s from that that you get that sort of essence of ability to move forward, you know, because they’ve become expert at managing, a lot of them, their condition” (ESW). 
Although ESWs did learn as they went, discussing conditions with individual patients, ESWs also learnt through the pain clinic and pain clinic resources. ESWs also really benefitted from discussions with the OT, to understand pain from the clients’ perspective. “I think just educating for the employment advisors on, like, the importance of being realistic on what people can achieve, you know, while managing their pain.” (OT) 
IPS Activities
(a) Gathering information from InSTEP trial IPS participants
ESWs felt that they needed to really understand clients’ motivations for returning to work and also the barriers perceived by that individual. Although ESWs used their first meeting to discuss some of these, they reflected that it was really only after a couple of meetings, including the joint session with the OT, that they were able to identify all the issues. “Although within our meetings, our one-to-one meetings with the patient, erm I would ask a lot of questions and find out a lot from them, I think the OT goes into very specific, and then I can tailor my support as well” (ESW). ESWs would make sure they had built up a rapport with clients before they started discussing some of these points. “the worst thing you can kind of ask them is ‘what’s your motivation’, because it just doesn’t happen that people…you’ve got to kind of get it out of people over time as you get to know them” (ESW). 
ESWs felt that there was a lot of paperwork involved in the initial sessions with clients (research questionnaire, consent form and IPS assessment) and that sometimes clients felt overwhelmed “I think it’s difficult at first the amount of paperwork” (ESW). However, the ESWs used varied techniques to complete this paperwork, including splitting up the paperwork over two sessions, or completing overlapping questions on the IPS assessment forms after the client had left. Clients also seemed not to expect some types of questions, such as mental health questions, which meant that the ESWs and OTs were required to explain the importance and relevance of the information. “People don’t expect, but chronic pain, is a whole life experience and mental health can exacerbate people’s pain and it’s quite common for people that have chronic pain to have depression and anxiety so I was just checking on that and to see if they were aware of the connections of that and, you know, if there was any risk there” (OT). However, the questions were seen as beneficial to the ESWs, identifying issues that they may not have previously discussed. “It forced us into an area where I thought ‘oh that’s interesting, I wouldn’t have picked up on that’ so the fact that the questionnaire actually flagged it up” was useful (ESW)’
(b) Roles within IPS
The main role of the ESWs was described as providing face-to-face support to clients. “talking about things they are interested in, finding out what they had done in the past, what their worries are, letting them air their thoughts” (ESW). This support included discussions around barriers, providing practical advice, reassuring clients, signposting to services and training, and discussing reasonable adjustments at work. When discussing the most useful aspect of the IPS: “I think about the reassurance, and you know, affirming that they are in the right place to be going back to work and the health benefits about going back to work, and I think probably having the support from the clinician and the employment advisor is that added extra layer of security to give them confidence” (OT). Another important feature was that ESWs also provided continued contact once clients were in employment or on placements. 
The OT provided health information to clients, signposting to health-related services, and discussing their health-related needs. The OT used a standardised holistic approach with all the IPS participants which considered several factors: “we would take a pain history, I would ask them about their mental health, their social support, returning to work, and then I would say with return to work please consider the following, and any recommendations I would make” (OT). The ESWs saw the OT as giving valuable advice “potential different types of work they might like to move in to, and then what she would think was suitable, if there was any suggestions she could make, onward referrals, techniques, tips, that maybe the patient hadn't been told or thought of” (ESW). 
(c) Types of intervention and tools used within IPS
Goal setting was frequently used by ESWs. “I suppose when we meet and set goals, setting lots of goals, forward plans with them, and then I suppose it's when they can see the benefit of what they are doing, and the activity they are doing. And if they can see a benefit from it and are experiencing a benefit, and a good feeling from it, like if you get to do a course, or if you feel you are moving towards work and where you want to be, then it does change around eventually. People become a lot more work focused.” (ESW). However, the goals needed to be flexible and ESWs felt that they often took longer to reach, because of the fluctuating nature of the clients’ chronic pain condition. “because there was then a time gap because the appointments had been cancelled, you may then have to go back to what you were doing before…so you know, for every one step forward there seemed to be sort of one step back sometimes.” (ESW). Understanding how to pace the clients’ activities was felt to be important. 
ESWs felt that building rapport was key to IPS being successful. “it’s all about sort of partnership working” (ESW). This helped to reduce clients’ concerns and anxieties and build trust over the process. “I think there was a couple who had been on courses, employment type courses before, some of them had involvement with job centres which they felt was a very negative experience for them” (ESW). 
IPS participants were all encouraged towards a work placement. ESWs felt this was very beneficial for clients. “because that helped somebody who had been out of work for a long time, helped them with the fear because that’s huge, the fear of going back to work and being in the workplace again, the financial side, the fact that I didn’t then sever my ties with them because I was still there, -I was still going and collecting their timesheets and making sure their wages were paid at the same time so I’m still a part of that” (ESW). 
ESWs also reported that in some cases they had provided training or signposted to relevant training opportunities, such as motivational sessions and mock interviews. ESWs would also work with clients on improving their CVs, and spending time looking for work with them. “for a lot of people the job market has changed, the way recruitment processes happen has changed, the way you apply, how interviews are conducted, so it would just be sort of getting people up to speed with that” (ESW).  
Outcomes and role of IPS
ESWs acknowledged that the ultimate goal of IPS was to get clients back to work, but for some individuals they had found that the process was about improving their readiness for work. “there was always a goal, sort of, to get people into work but you clearly you could tell fairly quickly that some people were nearer and some people were further away from arriving at that final goal really…but it was important just to feel that they were moving forward, generally.” (ESW). ESWs found that clients gained more confidence and knowledge over time. In their view, clients seemed more empowered, and started to identify their own ideas for work and were moving in the direction of going to employment. Some clients had been referred to home assessment, community teams, or signposted for appropriate training. “the feedback has been very good, that the people who want to move towards work who have the health conditions are actually saying like they feel more focused, they feel they’ve got more confidence because they've been coming in to see me and take part in sessions and a couple of those people have actually gone into work” (ESW). 
TAU booklet as the Control
The booklet was seen as a good control group intervention to provide some support for patients. “at least, actually, you were still giving them advice” (PCP9). Primary care providers identified that some patients may not read the booklet “in my experience, patients don't read anything. As simple as that sounds, it is something that I've noticed working here. It's not that people avoid reading things but on a subconscious level, people don't tend to read the things that they are given” (PCP7). Primary care providers highlighted the good practice of having the study coordinator go through the booklet with the control group, but acknowledged that this might be difficult in a larger study or to do in a practice setting. Suggestions included regular sessions to go through the booklet “I think the way around with it is to do, like, a one-to-one or maybe even a group session so people might have the same thing” (PCP1) and also making the booklet widely available to patients “I wondered actually for some patients they would just take it and use it, probably, and it probably gave them a better framework… there was a lot of good information in it, plus some stuff you could work on yourself” (Pain Clinic).
Feedback to referring healthcare professionals about the clients’ progress
Primary care providers had no positive or negative feedback from clients about the trial or IPS itself. “I personally didn't hear back from a single one of them” (PCP6). They discussed relying on the results of the trial to come out to see if there had been any benefit to their patients. The pain clinic also identified that it would be beneficial to have more feedback and communication to the team of healthcare professionals about how the clients were moving through the programme. 
[bookmark: _Toc29894162]Employers who provided a work placement as part of the InSTEP pilot trial
Three individuals from two SMEs who had hosted a work placement for a participant in the InSTEP pilot trial agreed to be interviewed informally about their experiences. The themes which emerged from these discussions covered: motivation for providing a placement as an employer; benefits to the employer; role of the ESW; importance of being able to select the individual to the post
Motivation of the employer: All three employers expressed the importance to them of being involved with work placements, describing their involvement altruistically as: “giving back to the community” (Employer B). Interestingly, one employer explained that the Directors of the Company were particularly keen and supportive of this InSTEP placement because a family relative also suffered a chronic pain condition.
Benefits to the employer of providing these work placements: One employer commented that it had proved easier to obtain an individual prepared to work part-time hours (which was what the Company needed) through this mechanism than on the conventional job market “where most people want full-time” (Employer B). An employer raised that they perceived that involvement in the programme had been sold to them by senior management as “free labour for 6 months” (Employer A) but that they did not view it as such, rather they were willing to give a person unemployed with a health condition a chance.  They acknowledged that it was a leap of faith and an unknown quantity when they offered the placement, but stated that it had been well worth the gamble in their opinion and “would not hesitate to offer future work placements if funding became available again. It was brilliant.” (Employer A). They observed the job satisfaction experienced by the individuals (this company had placed two individuals through SJP). The employers appeared to be genuinely pleased to see their employee flourishing at work.  They did not however consider that they had done anything out of the ordinary or special in terms of offering work placements.
Importance of flexibility: The employers acknowledged that the employees on these work placements tended to have more needs for flexibility (including, for example, more sick days) but perceived this was straightforward to accommodate and that flexibility was shown by all colleagues in the organisation. Good communication regularly between the employee and their manager was considered essential. The employers also talked about the fluctuating nature of pain conditions and recognised that once they had understood this, they were able to accommodate it. The employers suggested that involving everyone in the organisation in supporting their employee had been “good for the business” (Employer B) and did not perceive any problems with relationships with other staff. They felt that the employees appreciated the support and flexibility (e.g. with working hours and tasks) which had allowed them to settle in. Employer A reported that a worker had been overwhelmed by the job initially, but with the support of the manager, had been helped “to break the job down into manageable tasks” which had enabled this worker to cope and eventually to compile a “how to” booklet to help himself and other new recruits to perform the work effectively.
Need to match the individual to the work placement: The employers were not obliged to take anybody through this placement scheme but instead were able to interview applicants interested in working with them. In both cases, they felt that this was important for the success of the placement and that they would only offer such placements if they could make this selection. One employer explained that other candidates could not be offered a work placement with this SME (e.g. for communication issues and because of a physical disability which simply could not be accommodated in that employment). Another point of this interview valued by the employers was the chance to assess an individual’s motivation for the work. They drew a parallel with workers who had been sent via Job Centre Plus and clearly were coming for an interview simply because they felt that they had no choice and did not want the job at all. Motivation to work was seen as pivotal to success of the work placement. It was the employer’s view that both recruits placed with them had demonstrated a keen enthusiasm and desire to work which had led to them both being taken on rapidly after starting the placement.  The managers identified this motivation as a necessity if the placement were to be successful. 
Support of the ESW: Slightly different views were expressed about the ESW support. Interestingly, one employer had decided to recruit their work placement individual very quickly after they had started (within 4-6 weeks) and they found that the ESW support was then rather quickly withdrawn. In contrast, the other employer noted that their ongoing support and engagement throughout the placement had been helpful on issues such as benefits to both the employer and the employee (who had also ultimately been taken on by the organisation).
Benefits for health of being at work: All three interviewees reported that they were absolutely certain that the employment placement had benefitted the health of their employee. In one case, the employer said that their employee had advised them that “he had come off all his pain medication within weeks” (Employer A). One commented that work gave “a sense of worth” and kept the mind occupied (Employer B). One commented that the employee had themselves expressed how much the work helps and had stated that they “look forward to coming to work” (Employer B).
[bookmark: _Toc29894163]Outputs: A synthesis of the views of all stakeholders (participants, PCPs, ESWs, pain services and employers) about the pilot trial and IPS. Insight has been gained into the essential elements of IPS for chronic pain patients.
[bookmark: _Toc29894164]Discussion: The stakeholders were generally very positive about the InSTEP pilot trial. However, several challenges were encountered. Firstly, recruitment through GP surgeries, despite using a wide variety of approaches, proved inefficient and resource-intensive. Read code searches were easy to run but inefficient as they yielded very high numbers of ineligible people and non-responders. The mailshot following a Read code search also created workload for the surgery and the potential for complaints as a number of ineligible people wanted to assure their GP that they were employed or had retired. Hand-searching and opportunistic approaches were most efficient but were resource-intensive and, in practice, the rate at which eligible patients were seen and recruited was slow. Recruitment through pain services appears effective and efficient, particularly when the pain team are integrated within the research, but the people recruited in this way might have been systematically different from those recruited in primary care, with more complex needs. This research highlights the need for a systematic way in which employment data can be linked to primary care data. Primary care recording of employment status could be initiated but would be very difficult to keep updated. Our findings suggest that there needs to be system-level change, bringing about integration or linkage of healthcare and employment data, if employment is ever going to be a feasible outcome for studies using primary care data.
ESWs enjoyed working with chronic pain patients, despite their complex needs, but they valued the additional training and the joint assessment with the pain OT. In practice, we had anticipated even greater integration of the pain and employment services than we achieved in the InSTEP pilot. This may be explained by the relatively small numbers involved and the slow speed of recruitment but another barrier we identified was in the separation of healthcare from employment services, both geographically and administratively. As above, our findings suggest that joint ways of working between the health and employment sectors are desperately needed if we are to make major strides in this area.
It was disappointing that so few participants were willing to agree to qualitative interviews after the InSTEP pilot. We did however receive some useful feedback from the analysis of comments made on the follow-up questionnaires. Taken together with our experiences throughout the research, we found that maintaining long-term engagement with this group of patients was more challenging than perhaps for some other groups of patients. This may reflect that, when the desired outcome of an intervention is employment, this major lifestyle change impacts on participants’ ability to engage with research. However, it may also reflect that chronic pain is a long-term fluctuating and disabling condition with impact on mental health, which also affects clients’ engagement with research.

[bookmark: _Toc29894165]WORK PACKAGE 6
Aims: Bringing together the shared learning from WPs 1-5, we aimed to manualise the IPS intervention for people unemployed for more than 3 months with chronic pain.
[bookmark: _Toc29894166]Training for ESWs about chronic pain: The ESWs, people with chronic pain and pain team agreed that initial training about chronic pain was helpful for ESWs. Such training should aim to build confidence in the ESWs about talking to people about chronic pain and better understanding the nature of chronic pain and better appreciating the specific impacts on pain and quality of life as well as workability. The specific content which all parties agreed was helpful could be covered in a didactic programme but the parties felt that an interactive programme with case examples was particularly beneficial. The content should include:
· What is chronic pain? 
· How does it present? 
· Explanation of pain medication and common side effects. 
· Fluctuating nature of chronic pain
· Relationship of chronic pain with fatigue, poor concentration and mental ill-health
Existing e-learning packages may be helpful, with brief testing afterwards (https://www.e-lfh.org.uk/programmes/pain-management/).59
Summary of interventions for chronic pain recommended by the pain expert in the InSTEP pilot trial: Amongst the 22 InSTEP pilot trial participants, a wide range of different pain interventions were recommended (Table 14).
Table 14 Summary of pain interventions recommended to the 22 participants in the InSTEP pilot trial
	Type of intervention
	No of subjects

	Medication tapering 
	5

	Liaison with other teams (physiotherapy, orthopaedics etc.)
	3

	Referral for rehabilitation through pain services
	6

	Referral to Immediate Access to Psychological Therapies (IAPT)
	6

	Referral to pain psychology 
	2

	Psychoeducation on pain  
	11

	Self-help manual* 
	11

	Phased introduction to work 
	13

	Work travel advice 
	9

	Pacing activity during work  
	14

	Restriction on duties 
	9

	Ergonomic adjustments 
	2

	Pain care after interview 
	5

	Work-focussed pain care after interview 
	2


*Understanding persistent pain leaflet (found at: http://outpatients.tas.gov.au/__data/assets/pdf_file/0003/172578/CSS_-_Physiotherapy_-_Understanding_Persistent_Pain_Booklet.pdf) 60
In most cases, several interventions were recommended. For the pilot trial, we chose a personalised approach to each individual and the range and breadth of interventions prescribed would appear to suggest that this is the optimal approach. However, a standard advice and guidance package was developed that was suited to the needs of the majority of participants. This included: 
· Psychoeducation on pain   - recommended “Understanding Pain” (found at: https://www.youtube.com/watch?v=C_3phB93rvI) 61
· Self-help manual about pain – e.g. a pain toolkit 
· Advice package that covered:
· Phased introduction to work 
· Work travel 
· Pacing activity during work  
· Restriction on duties appropriate to personal needs
· Ergonomic adjustments

Integration of employment support within pain services: Participants, ESWs and pain services all pointed to the value of integration of the IPS within the framework of health care for chronic pain. People with chronic pain gained more confidence about their capability to work with the support and encouragement of the healthcare team who they perceived understood their condition best. ESWs valued the joint assessment with the pain team and reported a better understanding of the types of work for which their clients were suited by being present during this joint consultation. In practice however, we encountered some difficulties achieving optimal integration within this small-scale and time-restricted pilot. Firstly, even in this small trial, the two ESWs were employed by two different City Councils with differently-organised services. Additionally, each area had a differently-organised pain service. We were fortunate that only two ESWs and one specialist pain OT worked with all the InSTEP pilot trial participants and that these three were exceptional individuals who were enthusiastic about the research and keen to make it work. Even with this however, the initial slow recruitment did not facilitate the relationship development and team-working that was initiated by the training phase. 
Secondly, the ESWs had a range of other clients within their City Council roles and were accountable for their time. They therefore found it difficult to justify giving regular time to attend pain clinic meetings, which could have facilitated better team-working, when such meetings only involved 1 or 2 of their shared clients. Moreover, in setting up this study, it was implicit in the integrated approach that participants could be referred seamlessly between the pain services and the ESWs (in both directions) but only 5/22 received any pain follow-up at all (two of whom received some work-focussed support to manage pain at work) whilst there is evidence from follow-up questionnaires that a number of people would have benefitted from additional pain support. It seemed that the ESWs did not feel empowered enough (or did not know enough to judge when it could have been beneficial) to ask for additional support for their clients through the pain team, beyond the initial appointments. The trial management team would have also expected that the pain OT might have been more proactive in arranging planned follow-up of clients in order to establish how well they had understood and been able to comply with the advice given about pain management and were surprised that this was not put into place on a more frequent basis. Again, it is unclear whether this was prevented by other clinical commitments or that there had been an expectation that clients would ask for this or that ESWs would request it. 
[bookmark: _Toc29894167][image: ]Manualisation of IPS: Figure 2 summarises the manualised approach to IPS for chronic pain patients, including initial training for ESWs and a joint consultation including the ESWs and pain specialist to formulate a joined-up pain management plan. Integration of the IPS employment intervention closely with the pain services is recommended to maximise success but, as we have found, this will need to be actively facilitated, involving breaking of traditional barriers created by the usual separation of healthcare services from employment services. Different models will need to be co-created depending upon the geography and organisation of services.Figure 2

[bookmark: _Toc29894168]
LIMITATIONS OF THIS RESEARCH
The findings of our research need to be considered alongside a number of limitations. These will be described below under the following headings: Changes to protocol; Recruitment; and Randomisation. 
CHANGES TO PROTOCOL
For the most part, the research was carried out exactly as laid down in the full application and protocol. One proposed aim was to carry out analysis of the Knowledge and Attitudes Survey About Pain amongst Employment Support Workers before and after they received training about pain and at the onset of WP4. However, after further consideration during the study, it was decided that all IPS clients would have a joint appointment with both the ESW and the pain OT at which all complex aspects of pain management would be discussed so that it became less of a requirement for the ESWs to develop the expertise that we had anticipated they might need. Our experience suggested that, to successfully roll out this sort of intervention in practice, this type of joint healthcare practitioner/ESW appointment was efficient and improved communication between all parties and it would be our recommendation that such a model would be optimal in practice. 
RECRUITMENT
In WP 1, we aimed to obtain qualitative interviews with up to 10 clients who had been participants in the local IPS programme organised through the Solent Jobs Programme. Ideally these clients would also have had chronic pain conditions but screening on the basis of the underlying health condition was impossible for reasons of confidentiality. Names and contact details of more than 10 suitable clients were made available to the study team but these individuals proved (a) difficult to contact and (b) commonly did not attend agreed appointments. As a result, we collected all data available from all clients who did arrive for appointments (n=9) but could not sample further to test whether or not data saturation had been reached. In WP3, similarly, we hoped to sample all ESWs with involvement in the IPS programme in either City (n=8) but, despite all but one agreeing to participate, practical difficulties arranging appointments again prevented sampling beyond n=5 to test whether data saturation was obtained. Finally, in the WP4 qualitative work planned to be undertaken with study participants, we were very disappointed that only 20% consented to additional contact amongst whom only half proved contactable and only one agreeable to attending an interview with the qualitative researcher. Fortunately, we did successfully collect some qualitative “blank space” answers from the follow-up questionnaires but we point to this as a Limitation of the current study.
RANDOMISATION
Unfortunately, one compromise that was required was for the proposed block randomisation throughout recruitment to the pilot trial. Due to the delays experienced with recruitment from primary care, our research timetable became compromised by the fact that IPS was only available until a fixed deadline beyond which the Solent Jobs programme finished (end Sept 2019).  Notably, the deadline had been voluntarily extended by the SJP team by two months simply to enable our research to take place, However, in practice, when it was clear that we would need to alter our plans, the study team, in agreement with the Trial Steering Committee, obtained written informed consent for randomisation but then allocated a group of consecutive participants to IPS until it was no longer available and then recruited all subsequent participants to TAU. This could have resulted in a bias, particularly as we opened recruitment through pain services later in the study period when primary recruitment was clearly going to ineffective. However, consideration of the allocations shows as follows: of the 13 people recruited through pain services, 9 received IPS and 4 TAU. Amongst the 37 recruited from primary care, 13 received IPS and 24 TAU. If anything, the timings of opening of pain clinic recruitment meant that participants recruited from this setting were more likely to receive IPS. Of course, we cannot rule out a bias in who ultimately received which allocation, but we feel that there was a good distribution of participants from both settings who received the active intervention. We have no reason to believe that participants recruited in the last 2 months were selectively different from those recruited until that point.


CONCLUSION and Recommendations
Establishing the feasibility of the delivery of IPS within the NHS
These 6 work packages allowed us to explore the feasibility of performing a definitive RCT with the aim of establishing the clinical and cost-effectiveness of IPS for improving quality of life amongst people unemployed for more than 3 months with chronic pain. Overall, we have established that a trial such as this would not be possible if recruitment was through primary care in its current form. Our findings suggest that, unless accurate and up-to-date employment status information can be collected in primary care health records, or linkage can be established with employment records, research such as this relating to employment will be impracticable in primary care.
However, we have shown that it is feasible to recruit through community pain services and that, although the clients may be different (more complex needs and longer unemployed), we can identify people who wish to return-to-work and who benefit from an integrated approach to their healthcare whilst developing the confidence and self-efficacy to return to work. Employers are willing to host such placements, particularly when they provide them on the basis of being able to select the individual suitable for their organisation. Undoubtedly however, within the context of this study, work placements were facilitated by the City Council paying a minimum part-time wage on behalf of employers for the first 6-months. Benefits counselling must be an integral part of ongoing support for employers and employees during the work placement.
Information about the acceptability, engagement and likely participation of patients and healthcare providers in primary care in a future trial.
Our research was carried out in the optimal circumstances: GP surgeries and PCPs that participated were enthusiastic and interested in the research; community pain services were integral to the research right from the application stage; IPS was being delivered locally, funded partly through EU Social Funds and partly through City Deals matched funds and the managers of these services worked closely together with each other and the research team throughout. Even given all of these ideal circumstances, we found challenges. For example, enthusiastic PCPs keen to recruit in primary care found it to be slow and resource-intensive. 

Manualisation of IPS for individuals with chronic pain for a future definitive trial
The assessment of the fidelity of the IPS delivered only suggested a fair level of fidelity. We found several barriers preventing easy integration of pain and employment services. The input from our pain OT was more limited than expected, partly because of a lack of proactivity and partly because ESWs did not realise that they needed to ask for more input. Taken together therefore, our findings hint that a great deal of change would be necessary if IPS was to become a pragmatic intervention to be made widely available in the context of primary care.
Development of outcome measures for a definitive trial
Despite the difficulties with undertaking the research and rolling out an IPS intervention in practice, health benefits were clearly seen by some participants and their employers within the InSTEP pilot. Thus, our data add to the growing body of data showing that employment is an important factor in health. Self-efficacy is an important measure of an individual’s perception of their ability to cope with different aspects of their life and work, something that can ultimately lead to independence, improved quality of life and diminished healthcare costs. 

It is imperative that healthcare providers continue to grow their understanding of the potential importance of (good) work for health and more closely integrate the healthcare which they are providing into the outcomes important to their patients, including ability to work and fiscal independence. One of the major barriers to this would appear to be our lack of a whole systems approach to health and employment and more consideration needs to be given to creating a better ability to link health and work data for the future. 
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