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Abstract 

Background Long-term sickness costs businesses in the United Kingdom (UK) approximately £7 billion per annum. 
Most long-term sickness absences are attributed to common mental health conditions, which are also highly preva-
lent in people with acute or musculoskeletal health conditions. This study will pilot the IGLOo (Individual, Group, 
Leaders, Organisation, overarching context) intervention which aims to support workers in returning to and remain-
ing in work following long-term sickness absence. The potential impact of the intervention is a timely return to work 
(main trial primary outcome) and prevention of a further episode of long-term sick leave. The intervention will be 
piloted in a randomised controlled trial (RCT) to examine the feasibility of the intervention (pilot trial primary out-
come) and to inform a fully powered definitive trial to evaluate sustainable return to work (RTW) in people with pri-
mary or secondary mental ill-health who go on long-term sick leave.

Methods and design A two-arm feasibility randomised controlled trial (with a 30-month study period includ-
ing 12-month follow-up) of the IGLOo intervention will be conducted in large organisations (≥ 600 workers) 
from the Yorkshire and Humberside regions, in the UK. Eight consenting organisations will be recruited and ran-
domised to the intervention or control arms of the study (1:1 ratio), with a minimum recruitment target of 13 workers 
eligible to participate from each. Organisations assigned to the control group will continue with their usual prac-
tice. Feasibility data will include data collected on recruitment, retention and attrition of participants; completion 
of research outcome measures; and intervention compliance. Measurements of mental health, RTW, work outcomes, 
quality-of-life, workplace support and communication and other demographic data will be taken at baseline, 3, 6, 9 
and 12 months in all participants. Qualitative interviews and survey data with all participants will explore the experi-
ences of participants, acceptability of the intervention components and evaluation measures. Exploratory economic 
evaluation will be conducted to further inform a definitive trial.

Discussion The findings from this pilot study will help to inform the development of a definitive cluster RCT 
designed to examine the efficacy of this intervention on health and work-related outcomes in UK workers on long-
term sick leave.

Trial registration ISRCT N1178 8559 (prospectively registered, date registered 6 October 2022)
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Background

Long-term sickness absence costs UK businesses approx-

imately £7 billion per annum [1]. Most long-term sick-

ness absences are attributed to common mental health 

conditions (e.g. stress, depression, anxiety) [2], which 

are also highly prevalent in people with acute (e.g. car-

dio-respiratory, stroke) or musculoskeletal health condi-

tions [2, 3]. Keeping people at work following long-term 

sick leave is a societal challenge because long-term sick 

leave is strongly linked to disability pension, unemploy-

ment and job termination [4]. With an ageing workforce, 

the risk of ill-health and life-long disability is also ris-

ing [5], bringing further societal challenges. Moreover, 

the coronavirus SARS-2 (COVID-19) pandemic brings 

unprecedented difficulties to people’s mental health 

[6], with global prevalence estimates of mental health 

issues among the general population amid the pandemic 

reported to be 28.0% for depression; 26.9% for anxiety 

and 36.5% for stress symptoms [7]. Furthermore, the 

prevalence of long-term fatigue, cognitive problems and 

anxiety and depressive symptoms is evident months after 

infection [8].

The need for practical measures to enable employer-

led sustainable return to work has received considerable 

attention over the last decade [9]. In 2019, the National 

Institute for Health and Care Excellence (NICE) [1] high-

lighted a UK research gap in effective and cost-effective 

interventions to reduce long-term sickness absence (i.e. 

those occurring for >14 consecutive days) and support-

ive return to work particularly for common mental health 

conditions. Long-term sickness absence not only has a 

negative impact on employers but also has a significantly 

detrimental effect on workers [10].

For people returning to work following long-term sick 

leave, good work can be therapeutic by minimising the 

harmful effects of long-term sickness absence, loss of 

work productivity, and the risk of long-term incapacity 

[11]. However, facilitating a return to work and enabling 

people to stay at work is challenging, especially where 

a common mental health condition is the main reason 

for long-term sick leave or is present for another reason 

[12–14].

An interplay of factors beyond the health condition 

is known to impact both return-to-work (RTW) out-

comes (defined as the number of sick leave days until 

the first day of RTW with adjusted working hours or 

usual working hours) [15] and sustainable RTW out-

comes (defined as number of days staying in work 

over a 6-month period after returning with no exit or 

long-term sick leave re-occurrence) [16]. Lower educa-

tion and socio-economic status, older age, lower self-

efficacy, poor line manager and/or co-worker support, 

inadequate work adjustments or lack of freedom to 

work flexibly (i.e. job crafting) and inadequate work-

place return-to-work policies can all hamper sustain-

able return to work [16–19]. This has a detrimental 

impact on workers, leading to early retirement, job ter-

mination, unemployment [4] and reduced quality of life 

[9]. It also has a negative impact on employers through 

sick pay, staff turnover and productivity loss [9] and, 

more broadly, on society through health-related state 

benefits.

Evidence suggests that return-to-work outcomes 

in those with poor mental health are enhanced when 

symptom/problem-focused interventions (e.g. work-

focused Cognitive Behavioural Therapy or solution-

focused skills training ) are combined with elements of 

their workplace (e.g. contact with line manager during 

absence) [15, 16, 19]. A Cochrane review into mental 

health and long-term sick leave [19] found moder-

ate evidence that a combination of work-directed and 

clinical interventions (such as psychological treatment) 

reduces sickness absence days within the first year of 

follow-up (SMD −0.25, 95% CI −0.38 to −0.12: 9 stud-

ies). Whilst this translates “to 0.5 fewer (95% CI −0.7 

to −0.2) sick leave days in the past 2 weeks or 25 fewer 

days during 1 year (95% CI −37.5 to 11.8)” [19], the 

authors of the review propose that the integration of 

clinical and work-directed elements of an intervention 

is key to improving work outcomes.

In summary, the above studies highlight two impor-

tant issues: (1) where workers with poor mental health 

receive a multi-component intervention targeting both 

work (e.g. line manager support) and the self (e.g. cog-

nitive and affective well-being) they are more likely 

to return quicker than those who do not receive such 

an intervention [15, 19, 20], and (2) the type of inter-

vention received by the worker while on sick leave 

(i.e. multi-component with elements of CBT and with 

manager support) as well as the work-related support 

received after they return to work impacts how long 

they stay in work without a relapse or long-term sick 

leave re-occurrence [16, 17]. A review by Philpot et al. 

[21] suggested that multi-level interventions could be 

more effective in addressing the aforementioned issues 

as they build resources at multiple levels and create a 
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synergistic effect for sustainable RTW. For example, by 

ensuring at the organisational level, there are adequate 

long-term sick leave and return to work policies that 

guide the worker and the manager through the return 

to work process; at the senior level, senior leaders and 

managers are knowledgeable (and trained) on best 

practice for managing long-term sick leave and return 

to work outcomes; at the team level, workers are well-

supported when they are back at work by their manager 

and their colleagues, and the worker has the necessary 

individual tools to help them return to, and stay at work 

(e.g. access to tools based on elements of work-focused 

cognitive behavioural therapy (CBT) and job crafting). 

However, sustainable return-to-work interventions are 

in their infancy and more workplace return-to-work 

research is needed on combined multi-component and 

multi-level interventions, their effectiveness and the 

mechanism by which the intervention works [19].

The IGLOo intervention offers a theoretically led 

multi-component and multi-level intervention structured 

around the IGLOo model [17] to promote sustainable 

return to work in workers. Underpinned by the conser-

vation of resources theory [22], the IGLOo intervention 

targets five levels of resources to enable a quicker and 

sustainable return to work outcome (see Fig.  1). These 

are as follows: Individual resources (e.g. knowledge, skills 

and CBT-based activities that improve the worker’s self-

efficacy to return to work), Group resources (e.g. strate-

gies that enable the worker to access relevant support 

through colleagues), Leader resources (e.g. conversation 

guides that help improve manager support), Organisa-

tion level (e.g. upskilling senior management and human 

resources (HR) staff in best practice for return-to-work 

policies and processes) and the Outside (Overarching) 

context in the social environment (e.g. raising awareness 

of local charity provisions for the worker). The inter-

vention components are therefore also underpinned by 

psycho-social theories Cognitive theory (CT) [23], Com-

munication Accommodation Theory (CAT) [24] and the 

Socio-Cognitive Theory (SCT) [25].

The IGLOo intervention delivers the resources to work-

ers through an online toolkit (see Fig.  1). Managers are 

also provided with an online toolkit to guide the return-

to-work process and support the workers following their 

RTW. The guidance and resources in the toolkits for the 

worker and the manager mirror each other to ensure 

both receive the same messages and to encourage trans-

parency. The organisational resources are delivered in the 

intervention by e-learning resources for senior leaders. 

Nielsen et  al. [17] propose workers with common men-

tal health conditions whose experiences of their work 

group are positive upon RTW are more likely to achieve 

a sustainable RTW. The aim of this study is to pilot the 

Fig. 1 IGLOo model and the hypothetical context, mechanism 
and outcomes for the IGLOo levels
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intervention in a cluster RCT and assess the feasibility of 

the intervention as the primary outcome, along with the 

acceptability of a range of mental health and work-related 

outcome measures to inform a fully powered definitive 

trial.

Methods/design

Study design

The study design follows the UK Medical Research 

Council guidance for complex interventions [26]. This 

will be a pilot cluster randomised controlled trial of the 

IGLOo intervention. The study will last 36 months with 

organisations participating for 30 months. Within each 

participating organisation, the recruitment of workers 

on long-term sick leave will take place over 12 months. 

Workers will be recruited between >14 and <42 days for 

their long-term sick leave. Key process outcome meas-

ures will be collected monthly through regular meet-

ings with each organisation’s study contact (e.g. key HR 

staff), while research outcome measures will be collected 

from each worker and line manager participant at base-

line, 3, 6, 9 and 12 months. As a cluster RCT, the unit of 

randomisation will be the organisation, such that some 

organisations will receive the pilot intervention and 

others will not, although the collection of the outcome 

measures will take place in all participating organisa-

tions. Figure 2 shows the study flow diagram, and Table 2 

indicates the schedule of enrolment, intervention, and 

outcome measures. The project has been granted ethi-

cal approval by the East Midlands Ethical Advisory 

Committee. The trial was preregistered in the Interna-

tional Standard Randomised Controlled Trial Number 

(ISRCTN) registry on 06/10/2022.

Setting

Employer organisations in the regions of Yorkshire and 

South Humber, within England. This regional setting has 

been chosen because of its socioeconomic diversity. For 

example, 9.4% of its population are from Black, Asian 

and other minority ethnic backgrounds [27] with 4.7% 

in Doncaster and 6% in Sheffield describing themselves 

as ‘non-white’ in the 2011 census [28]. The region also 

has some of the most socioeconomically deprived areas 

[28], and with around 75% of 16–64-year-olds in active 

employment [29], the area has one of the highest rates of 

sickness absence, at 2.2%, in England [29]. Rates of poor 

mental health are also disproportionally higher in South 

Yorkshire and South Humber compared with the national 

average, with lower self-reported rates of happiness, well-

being and sense of worthwhile recorded in both Doncas-

ter and Sheffield in 2021 [30]. Some regions in the North 

of England have been hit especially hard by the COVID-

19 pandemic, with higher incidences of COVID-19, 

higher mortality rates and an evidentially more detrimen-

tal impact on the already challenged mental and financial 

well-being of the population [31].

Sample size

We will recruit eight cluster organisations [32] with ≥ 

600 hundred workers (to minimise the risk of missing 

recruitment targets) into the feasibility pilot study (ran-

domised in each arm) to calculate the target sample size 

for a definitive RCT. There is no formal requirement to 

conduct sample size calculations for pilot trials [33], but 

a sample of at least 100 participants is desirable [26]. 

Our target recruitment is 50 workers in the interven-

tion arm and 50 workers in the control arm. We have no 

recruitment targets set for managers. Approximately 13 

workers from each organisation will need to be recruited 

to reach our sample size. However, we aim to recruit 

30 workers and 30 managers from each organisation to 

participate in the study to ensure that, even with a high 

possible level of attrition, 50 cases (workers) per arm are 

achieved [26, 33].

The target population is workers on long-term sick 

leave due to mental ill health or for a condition known to 

be associated with mental ill health [2, 12–14], who will 

be identified by their workplace between > 14 and < 42 

days of their long-term sick leave and sent an invitation 

on behalf of the research team to participate in the study. 

The line manager of the individual worker on long-term 

sick leave will also be invited to participate in the study. 

Participation of the line manager is entirely voluntary, 

irrespective of whether their worker is taking part.

Inclusion criteria

• Large organisations with ≥ 600 workers. This will 

include NHS trusts, public and private sector 

employers in the Yorkshire and Humber regions.

• Individuals on long-term sick leave (defined as >14 

days) due to occupational burnout and/or a common 

mental health problem or where is it known as an 

associated comorbidity [2, 12–14].

• Managers of workers on long-term sick leave.

Exclusion criteria

• Organisations that outsource their return-to-work 

management.

• Organisations that have <2% of workers taking long-

term sick in the past 12 months [29].

• Individuals on long-term sick leave due to a severe 

mental disorder (psychotic disorder; bipolar disor-
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Fig. 2 Study flow diagram
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der); substance use disorder; a neurological condition 

such as dementia; or under investigation for miscon-

duct or formal disciplinary action.

• Workers under 18 years of age.

Allocation to intervention

In this pilot RCT, organisations will be randomised using 

a 1:1 ratio. Randomisation to trial conditions (interven-

tion versus control) will be carried out by assigning pre-

prepared envelopes containing the allocation outcomes 

to the organisation. In each participating organisation, 

participants (i.e. senior leaders, managers and workers) 

will partake in the condition their organisation is allo-

cated to and will therefore not be blinded in their group 

allocation. Prior to the intervention being deployed, an 

organisation-wide survey will take place to explore the 

ethos, culture and attitudes towards procedures for man-

aging mental health and return to work in the organisa-

tion. All workers at the organisation will be eligible to 

participate in this.

Intervention

Using evidence from the scientific literature and best 

practice guidelines for the UK (NICE, 2019) [2], the 

intervention content has been co-created with workers 

with mental health and RTW experience and manag-

ers and employers from both small and medium enter-

prises (SMEs) and large enterprises (LEs) and encompass 

the five IGLOo levels across three intervention delivery 

phases:

Phase 1 is directed towards the organisational level of 

the IGLOo model, which includes HR and Occupational 

Health personnel, senior leaders and others involved in 

the absence management process in their organisation. 

Phase 1 participants will be provided with an online 

e-learning resource hosted on a website consisting of 

short videos, interactive case studies and learning activi-

ties on how leaders can help reduce barriers to workers 

returning to and staying in work. Modules include the 

following: (1) Foundations: Mental Health and RTW, 

which provides education around mental health and 

its relationship with the workplace. (2) RTW policies 

and practices, which gives insight into recommended 

approaches to long-term sickness absence management 

recommended in the NICE guidelines, and (3) Setting up 

for success, which involves how to integrate the IGLOo 

intervention (e.g. the toolkits) within the organisation 

and engage stakeholders with the approach. Table  1 

shows a description of the intervention components for 

phase 1.

Phases 2 and 3 are directed towards the worker on 

long-term sick leave and their manager, targeting the 

individual, group and leader, and overarching levels of 

the IGLOo framework. There are two online toolkits 

hosted on a website: one aimed at the manager and the 

other at the worker. Both toolkits are self-led interven-

tions used by the manager and the worker themselves. 

Grounded in the psychosocial theories mentioned 

above [22–25], the toolkits are designed to improve the 

worker/line manager relationship and increase self-

efficacy and cognitive-affective wellbeing at six different 

steps of the workers’ RTW process: step (1) managing 

initial sick leave, step (2) during sick leave, step (3) pre-

paring to RTW and step (4) first week back at work, step 

(5) staying healthy and productive at work and step (6) 

job crafting to stay well at work. Within each step, there 

are cognitive-behavioural-based tasks including self-

led activities on problem-solving, goal setting and other 

practical tools (e.g. conversations checklists) with sign-

posting to charities health services that provide mental 

health information and support. Additionally, the worker 

toolkit is supported by a workplace health coaching com-

ponent consisting of up to three, 1-h-long telephone ses-

sions with the research team. The coaching sessions are 

designed to support engagement with the intervention 

toolkit by encouraging the worker to use the worksheets 

in the toolkit to self-reflect on their thoughts, set goals 

and undertake actions to achieve their goals. The coach-

ing will be delivered by three members of the research 

team of which two (AS and FM) are trained in work-

place health coaching (www. centr eforc oachi ng. com) and 

one holds a Post-Graduate Certificate in Low Intensity 

Psychological Interventions (OD). Table  1 provides a 

description of each intervention component for phases 2 

and 3, whilst Fig. 3 outlines the logic model.

Active control group

Organisations allocated into the control group will be 

asked to continue with their usual procedures and no 

training or guidance will be offered. Phase 2 and 3 par-

ticipants in the control group will be asked to complete 

the same measurements as those in the phase 2 and 3 

intervention group and at the same timepoints (phase 1 

data will not be collected from the control group). At the 

end of the study, organisations in the control group will 

receive hard copies of the online toolkits.

Preparing the workforce for the study

Prior to the start of any participant recruitment activi-

ties within each organisation, we will work closely with 

human resources staff, trade union representatives and 

worker representatives (e.g. workplace champions) to 

create a strong study communication strategy through 

for example, emails, posters, newsletters and team meet-

ings. Communications will be disseminated at the start 

http://www.centreforcoaching.com
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and throughout the study by maintaining refreshed 

timely messages to raise awareness and obtain buy-in 

from workers. We will also maintain regular monthly 

with human resources to building a strong working rela-

tionship with trust. Dates and times of these meetings 

will be recorded in the meeting minutes. These will be 

supplemented with researcher notes, including thoughts 

and observations about the organisation’s procedures and 

implementation approach. Collectively, these will provide 

information on the acceptability of the trial procedures 

including randomisation and trial measurements.

Outcome measures

Outcome measures have been grouped as trial feasibil-

ity process outcome and research outcome measures (see 

below). Collected data and personal details will be stored 

according to the General Data Protection Regulation 

(GDPR, 2016/679) and research governance guidelines. 

A summary of the measures at the various time points is 

provided in Table 2. Survey data will be collected using 

Qualtrics and qualitative interview data will be collected 

either over the phone or using online conferencing facili-

ties such as Microsoft Teams.

Trial feasibility and process‑related outcome measures

The primary outcome of this pilot trial is to assess the 

feasibility of the research procedures (including recruit-

ment, data collection, randomisation, acceptability of the 

intervention, retention and the presence of any adverse 

events) to inform the planning of a full RCT and test a 

full process evaluation methodology in advance of a fully 

powered trial. Specifically:

• The willingness of organisations, their workers on 

long-term sick leave and the line managers of those 

on long-term sick leave to take part in a 30-month 

study, and retention through follow-up (12 months) 

Table 1 Description of each intervention component for phases 1, 2 and 3

Phase Intervention level

Individual—Worker with mental 
health condition

Group—Colleagues of the worker 
on sick leave

Leader—Line manager of the 
worker on sick leave

Organisation—HR, OH, 
Leaders responsible for 
sickness absence

Phase 1 N/A N/A N/A 3 × video presenta-
tions with supporting 
self-guided exercises 
and checklists:
• Foundations: Mental 
health and RTW.
• RTW policies and prac-
tices.
• Engaging stakeholders 
to support a successful 
return to work.
• Setting-up for success

Phase 2 Video presentations with supporting 
self-guided exercises and check-
lists supported by three coaching 
sessions:
Step 1: Initial sick leave, what to do?
Step 2: During sick leave, e.g. 
getting support, staying in contact 
with employer
Step 3: Preparing for return to work
Step 4: First weeks back at work, e.g. 
connecting with manager and col-
leagues
Step 5: Keeping healthy and pro-
ductive at work.

Workers on long-term sick leave 
and managers can share an informa-
tion leaflet with colleagues which 
gives advice on how to support 
their colleague up to and dur-
ing their absence.

Video presentations with supporting 
self-guided exercises and checklists:
Step 1: initial sick leave. Prep-work, 
contacting the employee and follow 
up actions.
Step 2: During sick leave, e.g. keep-
ing in touch, using a co-ordinated 
approach.
Step 3: Preparing for RTW.
Step 4: First weeks back at work. 
Preparing for employee’s return 
and supporting them upon their 
return.
Step 5: Staying healthy and pro-
ductive at work. Regular check-ins 
with employee, etc.

N/A

Phase 3 Step 6: Job crafting to stay 
well in work. What is job craft-
ing and how can it be used 
to the employee’s benefit?

Workers on long-term sick leave 
and managers can share an infor-
mation leaflet with colleagues 
which gives advice on how to 
support their colleague reintegrate 
to the workplace upon their return.

Step 6: Job crafting to stay well 
in work. What is job crafting 
and how to support employee 
to make and manage work adjust-
ments.

N/A
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with intervention uptake and completion as primary 

endpoints.

• The potential for selection bias in control and inter-

vention organisations as measured using participant 

characteristics at baseline.

• Intervention delivery, dose and fidelity whilst the 

worker is on long-term sick leave, and implementa-

tion of intervention delivery and adherence after the 

worker has returned to work.

• Acceptability of the intervention from different 

demographic groups (to understand what works for 

whom in which circumstances)

• Willingness and readiness of employers and their 

workers to adopt the proposed intervention in a 

manualised format (written as an instruction man-

ual) that is flexible enough to meet individual and 

organisational needs in different settings.

The corresponding criteria for determining the suc-

cess of the feasibility are outlined in the study out-

come and data analysis section. The Integrative Process 

Evaluation Framework (IPEF) [34] will be used to 

evaluate the IGLOo study. The IPEF integrates the 

Reach, Effectiveness, Adoption, Implementation and 

Maintenance (RE-AIM) framework [35], and the Real-

ist Evaluation theory [36] and has been developed to 

understand what works for whom in multilevel inter-

ventions such as those used in the proposed study. The 

RE-AIM framework evaluates five implementation 

outcomes: reach, effectiveness, adoption (e.g. deliv-

ery), implementation (intervention fidelity, costs and 

use) and maintenance (e.g. acceptability). The Realist 

Evaluation theory guides data generation to answer the 

question: “What works, for whom, in what respects, to 

what extent, in what contexts, and how?” Thus, allow-

ing for the differential outcomes of the intervention for 

specific demographic groups such as gender and Black, 

Asian and Minority Ethnicity (BAME) to be identi-

fied. The IPEF is therefore a comprehensive five-phased 

framework guiding the collection, evaluation and 

reporting of process outcome data during the phases 

of a ‘real-world’ multi-level intervention: pre-interven-

tion, intra-intervention, implementation and follow-up. 

The data collection methods outlined below capture 

the process outcome information using IPEF. In Real-

ist evaluation, programme logic is formulated through 

Fig. 3 Logic model for the IGLOo pilot intervention study



Page 9 of 16Davis et al. Pilot and Feasibility Studies           (2024) 10:23  

Table 2 Standard Protocol Items: Recommendations for Interventional Trials (SPIRIT) diagram illustrating the design and timescales of 
the IGLOo cluster-RCT pilot

Time point Enrolment Allocation Baseline 3‑month follow‑up 6‑month 
follow up

9‑month 
follow‑up

End of 
intervention 
(12‑month)

End of study

Enrolment

 Organisation recruitment x

 Eligibility Screen x

 Organisation informed 
consent

x

 Allocation x

 Manager informed consent x

 Worker informed consent x

Intervention

 Leader e-learning (P1) x

 Worker and manager toolkits 
(P2&3)

x x x x x

 Worker telephone coaching x x x

 Control group—usual 
practice

x x x x x

Assessments

 Organisational sickness policy x

 Organisational sickness report 
data

x

 Feasibility outcomes (recruit-
ment)

x

 Feasibility outcomes (reten-
tion, compliance)

x x

 Process evaluation x x x x x x x

 Intervention resource used x

 Economic evaluation x x x x x x x

 Organisation-wide survey x x

Phase 1 leader measures

 Timepoint Baseline 1 month

 Sick leave and RTW policy 
and practice

x

 Intervention readiness x x

 Autonomy x

 Demands x

 Communication about men-
tal health resources

x x

 Demographics x

 Intervention acceptability x

 Intentions to apply learning x

 Transfer of learning x

 Intention to take part 
in phase 2

x

 Integration of intervention x

Measures for worker on long‑term sick leave

 Demographics x

 Days off sick x x** x** x** x**

 Mental health x x x x x

 Quality of life x x x x x

 Healthcare resource used x x x x x
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CMO configurations. Figure 1 provides an overview of 

these hypothetical CMO configurations at each level of 

the IGLOo model. These CMO configurations will be 

empirically tested and refined based on our analyses.

Pre‑study/pre‑intervention start

Study reach will be assessed by collecting data on the 

number of organisations approached to participate in the 

study, number of expressions of interest and the num-

ber that consent to participate. Methods used to recruit 

these organisations will be documented and included in 

the evaluation to understand the underlying motivation 

of the organisation’s key stakeholders for participating 

in the study [37]. From the consenting organisations, we 

will collect long-term sickness absence data for the past 

12 months (only total numbers and % by reasons), size of 

organisation and sector. We will also collect information 

from lead stakeholders (e.g. director of human resources) 

on their ‘readiness’ and expectations for the intervention. 

These data will help us identify potential Contextual bar-

riers and facilitators to implementing the intervention.

Omnibus contextual factors (i.e. factors within the 

study which may inhibit or facilitate the extent to which 

the study is implemented) will be examined at the start 

of the study by collating views of the workforce through 

an organisational-wide online survey on workers’ knowl-

edge of policies and practices around long-term sickness 

absence management and return to work support, per-

ceptions of leaders commitment to supporting mental 

health and their communications for mental health sup-

port within the workplace [38]. This information will be 

used to examine leaders’ commitment to, and transpar-

ency of their commitment towards mental health con-

ditions [39]. The survey will be sent out to control and 

intervention organisations at the start of the study. Dis-

crete contextual factors (i.e. specific situational condi-

tions that impact implementation) will be identified if 

and when they emerge throughout the pilot [40]. At the 

time of writing, there is upcoming industrial action in the 

UK in some of the sectors and we expect this, as well as 

other confounding social and economic factors, to influ-

ence participants’ experiences of the IGLOo intervention. 

We will therefore include questions about arising circum-

stances which may inhibit or facilitate implementation in 

the qualitative interviews with participants.

Recruitment for phases 1 and 2: information on the 

number of eligible staff for phase 1 (e.g. senior manage-

ment team, HR staff) and the number consenting to take 

Table 2 (continued)

Time point Enrolment Allocation Baseline 3‑month follow‑up 6‑month 
follow up

9‑month 
follow‑up

End of 
intervention 
(12‑month)

End of study

 RTW self-efficacy x x x x x

 Workplace support and com-
munication

x x x x x

 Work adjustments x x x x x

 Readiness to stay at work x* x* x* x*

 Job autonomy x* x* x* x*

 Job crafting x* x* x* x*

 Job satisfaction and intention 
to quit

x* x* x* x*

Manager measures

 Demographics x

 Mental health management 
experience

x

 RTW management experi-
ence

x x

 Work adjustments x* x* x* x*

 Work demands x x

 Autonomy x x

 Confidence managing sick 
leave and RTW 

x x x x x

 RTW competency x* x* x* x*

 RTW competency (post- 
RTW)

x** x** x** x**

Key: x** = measures administered until employee returns to work; x* = measures administered once employee has returned to work; 1 month = measures 

administered at 1-month follow-up
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part will be collected in the intervention organisations 

only. For phase 2 (workers on long-term sick leave and 

their managers), the number eligible to take part and the 

number consenting will be collected in both the control 

and intervention organisations. Reach will be assessed 

by comparing the overall eligible participant population 

invited to take part (the number of workers on long-term 

sick leave eligible for phase 2), with those who consent 

to participate (recruitment and reach are not assessed 

for phase 3 as all phase 2 participants automatically enter 

phase 3). Representativeness of the participant popula-

tion will be assessed from information obtained through 

organisational records and will be compared against 

demographic information from the baseline question-

naires of consenting workers.

Intra‑intervention and implementation

Guided by the IPEF, we will assess the implementation of 

intervention activities evaluation for each intervention 

phase. Intervention dose and compliance will be assessed 

through analytics data, including number accessing online 

e-learning or toolkits, number of downloads of resources, 

completion of modules or steps and downloads of self-

guide exercises. Acceptability and usability of the interven-

tion will be assessed using questionnaires and interviews at 

the end of each intervention phase. The number of coach-

ing sessions attended by phase 2/3 worker participants will 

be documented, and a random selection of coaching ses-

sion will be audio-recorded to assess fidelity. We will ask 

participants to send us screenshot/copies of completed 

learning activities, checklists, goal-setting and action-plan-

ning sheets and other record sheets.

Structured interviews will be conducted with all partic-

ipants at the end of each intervention phase with a view 

to explore the mechanisms by which the intervention 

works. For example, we will explore how participants 

have attempted to transfer knowledge, skills and meth-

ods learned from each intervention phase within their 

respective roles (e.g. as a leader implementing policies, as 

a line manager supporting a worker on sick leave, and as 

a worker requesting work adjustments). Questionnaires 

and interviews will also be used to understand intentions 

and motivations for intervention engagement, changes to 

cognitions and behaviours as a result of the intervention, 

and any contextual factors (barriers and facilitators) that 

may have influenced engagement with the intervention 

materials.

End of study

At the end of the 30-month study participation, we 

will interview control and intervention employers (e.g. 

human resources/senior managers) to explore their 

perceptions of the study including data collection meth-

ods and time commitments. To evaluate maintenance, we 

will also explore interest in on-going usage of the inter-

vention materials and whether the intervention could 

form part of their return-to-work policies and processes 

moving forward. Finally, we will re-examine the omnibus 

contextual factors in control and intervention organisa-

tions by repeating organisational-wide online survey.

Main trial research‑related outcomes

We will collect the following data to inform the feasibility 

of the pilot study as a whole.

Phase 1 measures

For phase 1 participants, the outcome data will be col-

lected using questionnaires at baseline (pre-interven-

tion) and post-intervention approximately 1–2 months 

after being given access to the e-learning resources. 

Information collected at baseline will include questions 

about awareness of current policies and procedures, job 

autonomy, job demands (Health and Safety Executive Job 

Demands Scale) [41], demographic information includ-

ing occupational classification (Standard Occupational 

Classification, 2020) [42] intervention readiness and 

communication about mental health and resources. The 

latter two questionnaires will be asked again at 1-month 

follow-up.

Primary outcome measures (phases 2 and 3)

The primary research outcome of the study, the total 

number of days on sick leave, will be collected for con-

trol and intervention participants. The number of sick 

leave days will be calculated from the first day of sick 

leave recorded on a participant’s ‘fit note’ (obtained from 

their general practitioner or medical doctor and submit-

ted to their employer), until their first day back at work 

using self-report data from the participant. Sick leave 

days are counted in calendar days and not just the days 

a person typically works on. For example, weekends 

and non-working days are counted as part of sick days. 

The information will be collected from participants via 

text messaging at monthly intervals as well as asked in 

the baseline questionnaire, and in their 3-, 6-, 9- and 

12-month follow-up questionnaires. Participants will 

be asked whether they have returned to work and, if 

so, what was the date of their first day back at work. If 

they have not returned to work during their participa-

tion, then the last point this question will be asked will 

be at their final data collection point at 12 months (see 

Table 2). Self-report of sickness absence has been shown 

to be adequately reliable when compared with organisa-

tional records [43, 44].
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Secondary outcome measures for worker participants 

on long‑term sick leave

The number of days staying at work over a 6-month period 

with no exit or long-term sick leave re-occurrence (main 

trial secondary outcome) Once a participant is back at 

work, we will collect regular data from them (through 

monthly texts) on any subsequent sick leave taken or 

leaving the organisation over a 6-month period.

The following secondary outcome measures will be col-

lected via questionnaires at baseline, 3, 6, 9 and 12 

months from participant workers.

Mental health and quality of life measures The Patient 

Health Questionnaire (PHQ-9) [45], a nine-item ques-

tionnaire, will be used to measure depression. Anxiety 

will be measured by the 7-item General Anxiety Disor-

der Questionnaire (GAD-7) [46], and burnout will be 

measured using the 3-item exhaustion scale from Utrecht 

Burnout Scale [47]. The EURO-QOL [48] questionnaire 

will be used to assess quality of life. Self-report informa-

tion on the NHS and social care mental health and well-

being services and employer mental health and wellbeing 

services will be collected [49].

Return to work confidence and competence Expecta-

tions about the length of sick leave will be asked using 

one question, “for how long do you believe you will be 

on sick leave from today?”. The 11-item Return-to-work 

Self-Efficacy Scale [50] will be used to assess worker’s 

confidence to return to work. Sixteen items from the line 

manager competency questionnaire [51] will be used to 

assess worker’s perceptions of their line manager’s com-

petence in managing the worker’s sickness absence and 

return to work. An identical set of questions from this 

questionnaire will be used with the manager to identify 

their actions and behaviours from their own perspective.

Psychosocial work measures Three items from the Man-

ager Communication Questions [52] will assess partici-

pant’s confidence in communicating health matters with 

their managers, and two items will assess communica-

tion satisfaction. Colleague support will be measured 

by 1 item [53], and 5 items will assess manager support 

[54]. Two items will assess the worker’s intention to quit 

[55], and the 4-item job autonomy question will be used 

from the Basic Psychological Needs Satisfaction at Work 

Scale [56, 57]. The 9-item Readiness to Stay at Work 

Scale [58] will be used to assess a participant’s readiness 

to stay in their role at work and the 15-item Job Crafting 

Questionnaire [59, 60] will assess the changes work-

ers make to their job tasks. Work Productivity will be 

assessed by a single question asking workers about their 

relative productivity in the past week. A one-item job sat-

isfaction scale will be used to assess satisfaction [61]. A 

four-item scale created by the research team will be used 

to assess the work adjustments made for the workers 

when they return to work.

Demographic information Workers will be asked to 

provide demographic information including age, gender, 

ethnicity, job role and tenure at baseline.

Secondary outcome measures for managers

The following secondary outcome measures will be col-

lected via questionnaires at baseline, 3, 6, 9 and 12 

months from participant managers.

Experience confidence and competence with managing 

mental health and RTW  At baseline only, managers 

will be asked about their experience as a manager (three 

questions), any RTW training received related to long-

term sickness absence (three questions) and a six-item 

questionnaire on the return-to-work climate within the 

organisation (six questions). Managers will also be asked 

about their confidence in managing mental health issues 

and promoting a mentally healthy workplace using six 

items [62]. Sixteen items from the manager competency 

scale [51] will be used to identify the actions and behav-

iours undertaken by the manager when supporting the 

worker during their sick leave and return to work. A four-

item scale created by the research team will be used to 

assess the work adjustments made for the workers when 

they return to work.

Autonomy and job demands Line managers will also be 

asked about work autonomy that will be assessed on a 

four-item scale [56, 57] and job demands [54].

Demographic information Managers will be asked to 

provide demographic information on age, gender, ethnic-

ity, job role and tenure at baseline.

Participant appreciation

As a token of our gratitude for taking the time to com-

plete the organisation-wide surveys, each participant 

will be asked if they would like to opt-in to a randomly 

selected, organisation-wide prize draw to win a voucher 

worth £50.00. For phases 2 and 3, all participants who 

complete all five of the worker questionnaires or all 

five of the manager questionnaires will be offered the 
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opportunity to enter a further draw to win another £50 

Amazon voucher. There will be two draws for the organ-

isation-wide survey, a draw for managers and a draw for 

workers (four in total per organisation).

Study outcome and data analysis

The primary outcome of this pilot trial is to determine its 

feasibility for a main trial. This decision will be made using 

a traffic light system using predefined stop-go criteria: 

green light—main trial feasible; amber light—main trial fea-

sible with adjustments; and red light—main trial should not 

proceed. The four criteria contributing to the traffic light 

system include (1) recruitment rate (green light: ≥ 50% of 

participants invited; amber: 25–49%; red: < 25%); (2) reten-

tion (green: ≥ 70%; amber 40–69%; red: < 40%); (3) inter-

vention completion (green: ≥ 50%; amber: 25–49%; red < 

25% ); and (4) usability of intervention materials (green: 

completion of all intervention components ≥ 50; amber: 

25–49%; red: < 25%). An RCT to study the effectiveness 

of the intervention will be considered feasible when all the 

green criteria are met. If not, adjustments for the study pro-

tocol will be formulated for amber criteria. If red criteria 

are met in all four points above, a full RCT will not proceed.

Process evaluation analysis plan

Process evaluation analyses will be guided by IPEF. Quan-

titative process data will primarily take the form of simple 

descriptive statistics (e.g. proportions and percentages, 

means and standard deviations). Qualitative interview 

data will be transcribed verbatim and analysed using 

inductive thematic analysis procedures. Quantitative and 

qualitative data will be triangulated and systematically 

coded using the core theoretical frameworks to identify 

the change mechanisms of how leaders, workers and line 

managers translate the intervention materials into behav-

iour changes and the barriers and facilitators in doing so. 

This will provide us with valuable information on what 

works and under what context (e.g. readiness for change, 

culture) and how these lead to our intended outcomes.

Statistical analysis plan

A statistical analysis plan for the pilot will be finalised 

and agreed prior to analysis by the research team. The 

research outcome measures will be analysed and reported 

according to the Consolidation Standards of Report-

ing (CONSORT) statement for cluster RCTs. As this is 

a pilot study, we will examine the primary and second-

ary research outcomes to mimic practice for a full trial in 

addition to finalising the sample size for a definitive main 

trial. However, as this is a pilot study, no emphasis will be 

placed on the statistical significance of the effects.

The primary analyses will compare the number of cal-

endar sick leave days (including non-working days) until 

the first day of partial or full return to work between 

arms post-12-month baseline data collection. Results will 

be treated as preliminary and interpreted with caution. 

Statistical analysis will be carried out on an intention-

to-treat basis with missing outcome data being imputed 

using multiple imputation by chained equations (MICE) 

[63]. Effect sizes will be calculated but no emphasis will 

be put on the p values for any inferential statistical tests 

conducted. In order to inform the sample size calculation 

for a future trial, the present study analysis will carry out 

a preliminary examination of (1) between-group effect 

sizes and (2) the magnitude of the intra-cluster correla-

tion coefficient (ICC) of the primary outcome using a 

mixed effects model.

In a future main trial, we will conduct a mixed effects 

Cox regression, in which censoring allows all data avail-

able at all time points to be used and account for miss-

ing data and clustering effect, to estimate a two-sided 

95% confidence interval (CI) to show a reliable range 

for the true difference in the primary outcome (i.e. 

number of days taken to return to work [partial or full] 

between the intervention and control arms). Analysis 

of the main secondary outcome (number of days stay-

ing in work since RTW, with no exit or long-term sick 

leave re-occurrence) and other secondary outcomes 

(e.g. mental health, RTW self-efficacy, job crafting) 3, 6, 

9 and 12 months will be analysed using a similar mod-

elling strategy, but with the type of model adjusted for 

the nature of the outcome variable, and assumptions 

checked as far as possible to verify that the model types 

(e.g. mixed effects linear models, mixed effects, Cox 

regression models) appear correct. Additional analyses 

will focus on comparing the baseline characteristics of 

intervention and control arms as well as those lost to 

follow-up with those not lost to follow-up to assess for 

bias. As a future full trial analysis will control for appro-

priate demographic and work-related factors, explora-

tory analysis of pilot data will be used to identify which 

covariates should be included.

Economic evaluation plan

Economic analysis will be exploratory using data col-

lected by the EuroQoL-5DL (EQ-5DL) quality of life 

measure for the quality-adjusted life years (QALYs) 

and the use of health services or medical treatment col-

lected by the Health and Wellbeing Services question-

naire [49]. Intervention delivery costs (delivering the 

intervention components, website build and delivery, 

training delivery including line manager’s time) will also 

be collected.
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Pilot trial management, monitoring and governance

All data will be anonymised and entered into a secure 

database and only accessible by the research team and 

authorised personnel. The study will comply with the Data 

Protection Act which requires data to be anonymised as 

soon as it is practical to do so. Personal data will be pro-

cessed on a public task basis under the General Protec-

tion Regulation (GDPR). Participant personal data will 

be stored confidentially, and their participation will not 

be shared with their organisation. The pilot trial will be 

coordinated by the trial management group (principal 

investigator, co-investigators, study researcher, Patient 

and Public Involvement (PPI) group lead) in conjunc-

tion with the NIHR and members of policy stakeholders, 

employer representatives and PPI group. A Trial Steering 

Committee (TSC) consists of the principal investigator, an 

independent chair, two external members, two employer 

representatives and a statistician. As this is a pilot study, 

no Data Monitoring Committee will be formed. The 

integrity of data entry will be ensured using a trial-specific 

standard operating procedure (Trial Master File, Rother-

ham, Doncaster and South Humber NHS Trust).

Dissemination plan

It is anticipated that the findings of this study will be pub-

lished in peer-reviewed journals and professional jour-

nals, presented at conferences and other outlets, and that 

the results will be disseminated to all participating organ-

isations and study participants who wish to be informed.

Discussion and conclusion

This article outlines the protocol for a study examining 

the feasibility and acceptability of conducting and evalu-

ating a randomised controlled trial of a multi-compo-

nent, multi-phase RTW intervention. The intervention is 

novel in its design, and in its importance for addressing 

the need of employers in managing long-term sick leave 

and RTW for workers from a mental health perspective.

Early intervention to support the RTW of workers holds 

economic and social significance. For the worker and their 

family, work provides income, structure and social con-

nections [11]. For the employer, it helps to reduce costs 

associated with long-term sick leave and enable reten-

tion of knowledge and culture of wellbeing. The IGLOo 

framework [17] synthesised on best practice research 

and current psychosocial theories (CoR, JDR, SCT and 

CT) [22–25] proposes different resources that can be uti-

lised by the Individuals, the Leaders, the Group and the 

Organisation as a whole. It also addresses the overarching 

societal context, organisational policies and government 

legislature, in order to promote sustainable RTW. Poor 

mental wellbeing accounts for a substantial proportion of 

long-term sick leave [1]. Evidence shows that those who 

are absent from work for at least 6 months are unlikely 

to return to employment [11]. One shortcoming of exist-

ing RTW research is the lack of focus on contextual fac-

tors prior to the RTW of workers with common mental 

health problems. Understanding these contextual factors 

could help us to understand how to prevent sick-leave 

relapse following a worker’s RTW [34, 64]. Our compre-

hensive  process evaluation framework aims to address 

this gap.

Overall, the IGLOo trial takes the conceptualisa-

tion of the IGLOo framework [17] and translates into a 

working intervention, with the aim to test the feasibility 

of the intervention in the real-world environment, with 

a view to inform a large-scale trial in the future.
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