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Abstract

Background

People with multiple sclerosis (MS) often leave the workforce prematurely due to MS
symptoms and difficulties managing workplace relationships and performance. Voca-
tional rehabilitation (VR) can improve job retention outcomes for people with MS, but
there is a lack of evidence on the effectiveness of these interventions.

Methods

A multicentre, feasibility, parallel-group randomised controlled trial (RCT) comparing
a job retention VR intervention plus usual care (n=30) with usual care alone (n=30).
This study includes an embedded mixed-methods process evaluation. People with
MS, aged 18-65 years, in paid employment will be recruited from MS charities. Par-
ticipants with MS will be able to include their employers in the intervention to receive
information about MS and employment. The intervention involves an initial interview
and up to 10 hours of employment support for people with MS and up to four hours
of support for employers, over six months. Employees from MS charities will be
recruited and trained to deliver the MSVR intervention. Participants will be followed
up by postal/telephone/online questionnaires at 6-, 9-, and 12-months post-
randomisation. The aim is to ascertain the feasibility and acceptability of delivering
the intervention within MS charities, and to determine parameters for future trial and
explore the acceptability of the study intervention and procedures.
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Discussion

This novel study will provide insight into how existing services from MS charities can
fill a service gap by providing employment support to people with MS. Findings will
inform the design of a future fully powered RCT.

Trial registration number
ClinicalTrials.gov NCT06966115.

Introduction

Multiple sclerosis (MS) is a complex health condition affecting the central nervous
system (CNS) that leads to a range of physical, emotional, and cognitive difficul-
ties [1,2].

MS can significantly impact employment outcomes [3], with a high number of
people with MS leaving the workforce a few years post-diagnosis due to symptoms
such as fatigue, cognitive difficulties, mobility limitations, and mood difficulties
[4-6]. In fact, fatigue is one of the main factors leading to individuals leaving the
workforce [7].

Vocational rehabilitation (VR) can enable people with illnesses or disabilities to
remain in paid employment by modifying the environment through reasonable adjust-
ments and providing strategies to manage symptoms that negatively impact work
performance [8]. The VR needs of people with MS vary according to the complexity
of their circumstances, with some only needing information provision and others
needing multidisciplinary support [9]. Who needs what level of support based on
employment, clinical, and demographic characteristics remains unclear.

VR for people with MS is varied and could involve a range of activities to support
symptom management and modify the work environment. For example, reasonable
adjustments (e.g., modifications to the work environment or duties) can help peo-
ple with MS manage their symptoms and remain at work longer [10,11]. However,
research indicates that individuals with MS often require support and encouragement
to obtain reasonable adjustments in the workplace through effective negotiation with
their employer or organisation [12]. Unfortunately, people with MS and employers do
not always understand the support that would be beneficial at work and have limited
access to services providing such advice [13,14].

We have previously developed a psychologist and occupational therapist-delivered
VR intervention to support people with MS to remain in paid employment [15]. We
have tested this programme in a community setting [13] and within the UK National
Health Service (NHS) [16]. The preliminary findings demonstrate that the interven-
tion is acceptable to people with MS and their employers and helps participants
with MS to meet their vocational goals [13,16]. However, we also identified some
barriers (e.g., lack of staff, service structure, etc.) to deliver this programme more
widely within a healthcare setting [16,17]. In view of this, patient and public involve-
ment (PPI) representatives suggested testing our VR intervention within the services

PLOS One | https://doi.org/10.137 1/journal.pone.0325570  June 27, 2025

2/15



https://clinicaltrials.gov/ct2/show/NCT06966115
http://creativecommons.org/licenses/by/4.0/
https://www.mssociety.org.uk
https://www.mssociety.org.uk

PLO\Sﬁ\\.- One

provided by MS charities. This approach could be beneficial to reach people with MS who might be in the earlier stages of
the iliness and looking for information or who have not considered discussing “work” with their healthcare providers [17].

We have therefore adapted our VR intervention, called MSVR (“multiple sclerosis vocational rehabilitation”), to be deliv-
ered by non-specialists working for MS charities. The practice of training non-specialists to deliver evidence-based and
complex interventions has increased over recent years to reach communities where there is a lack of resources or to help
increase the reach of these interventions [18,19].

Before conducting a fully powered randomised controlled trial (RCT), the feasibility of delivering our adapted VR inter-
vention through MS charities needs to be established. This study was informed by the Medical Research Council (MRC)
guidance for developing and evaluating complex interventions [20].

Aims and objectives

The aim is to assess the feasibility of conducting a multicentre, parallel-group RCT comparing MSVR plus usual care (UC)
delivered to participants recruited from MS charities with UC alone. UC comprises the existing services offered by the
charities. The objectives are:

1. Recruitment: To assess how long it takes to recruit the planned sample, the recruitment rate, the proportion of eligible
people with MS recruited, reasons for non-recruitment, and the suitability of study characteristics (e.g., inclusion and
exclusion criteria).

2. Retention and engagement: To assess the proportion of participants lost to follow-up and the reasons for loss to
follow-up, withdrawal rates, data completeness, participants’ compliance with MSVR, and identify factors affecting
compliance.

3. Intervention delivery: To assess the feasibility of delivering up to 10 hours of VR per participant over 6 months, interven-
tion fidelity, intervention adherence, feasibility of delivering VR alongside the charities’ existing services, and practical
issues related to intervention delivery.

4. Acceptability: To explore through an embedded mixed-methods process evaluation the acceptability of MSVR and
study procedures for participants with MS, employers, and employees from MS charities delivering the intervention
(hereafter referred to as MSVR champions).

5. Trial parameters: To determine parameters for calculating the sample size for a future large-scale RCT.

6. Training of staff: To explore the mentoring and training needs of the employees from MSVR champions recruited for the
study.

7. Study resources: To explore the usefulness of the MSVR training manual, training sessions and mentoring support
during the trial.

8. Intervention cost: To estimate the cost of training MSVR champions and delivering MSVR to people with MS and their
employers.

Methods and analysis
Study design

Multicentre, feasibility, parallel-group RCT with an embedded mixed methods process evaluation. Participants will be
randomised (1:1 ratio) to receive either MSVR plus UC or UC alone. The intervention will be delivered remotely in collabo-
ration with MS charities in the United Kingdom (UK).
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This protocol conforms to the SPIRIT (standard protocol items: recommendations for interventional trials) guidelines
[21] (see S1 File). The findings from this feasibility randomised controlled trial (fRCT) will be reported following the CON-
SORT 2010 statement: extension to randomised pilot and feasibility trials [22].

Setting and locations

The University of Nottingham will coordinate this study, involving up to six MS charities. The charities will be purposively
recruited based on their attributes (e.g., organisation size, resources, and services available) and interest in providing the
VR intervention. The intervention will be delivered remotely via Microsoft Teams and/or telephone, according to the partici-
pants’ preferences. The study will be conducted between June 2025 and November 2027.

Eligibility criteria

People with MS (1) aged 218, who can (2) give informed consent, (3) communicate in English, and (4) who are in paid
employment (including self-employed). This study will exclude people planning to retire within the next 12 months or
receiving VR support from the NHS or other employer services.

If a participant with MS consents to involving their employer in the intervention, they will be included if they are (1)
aged 218, who can (2) able to give informed consent, (3) communicate in English, and (4) currently employing a person
with MS. We will consider the line manager or a human resources representative as the employer of the person with MS.
There are no exclusion criteria for the employers.

MSVR champions recruited to deliver the intervention will be asked to consent to complete a questionnaire following
the training sessions and to participate in an interview at the end of the study.

Recruitment

Participants with MS will be recruited through the participating MS charities over a 10-month period. Recruitment will start
in June 2025 and conclude in March 2026. The organisations will share information about the study using a multi-pronged
approach to reach a broad range of people with MS in terms of clinical, employment and demographic characteristics.
Therefore, the study will be advertised on their helplines, social media, websites, webinars, and bulletins.

The initial approach to potential participants with MS will be made by the MS charities’ employees through their helpline
support, newsletters, and events. They will provide information about the study using a study advert and participant infor-
mation sheet (PIS). People with MS declining to participate will be asked for a reason for not participating.

People with MS will have the opportunity to read about the study online (e.g., social media, websites, bulletins). If a per-
son with MS is interested in participating, they will be asked to complete an expression of interest with the charity worker
to consent for their details to be shared with the researcher.

Those people with MS who are interested in participating in the study will be told that they can include their employer
(e.g., line manager or human resources representative) in the intervention to receive information and advice about MS at
work. It is not mandatory for the person with MS to include their employer, and if the person with MS does not consent to
include their employer, the employer will not be contacted.

Screening and informed consent

Potentially eligible participants with MS will be contacted via telephone to be screened against the inclusion criteria by
the lead researcher. A screening log will be used to monitor and record information about participants screened and the
reasons for not being recruited.

Following screening, potential participants who want to participate will complete a written consent form. Potential partic-
ipants will receive an email with a link to an electronic consent form from REDCap. Those who prefer not to use REDCap
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to complete the consent form and baseline questionnaire via the online link will be able to do so by completing the writ-
ten consent form verbally over the telephone or via video conference with a research team member. All participants will
receive a copy of their signed and completed consent form via email.

Intervention

MSVR. MSVR will be delivered by employees working within MS charities supporting people with MS with advocacy
or information provision. These employees have a wide range of professional backgrounds, expertise in MS (including
symptoms and progression), skills with active listening, and have been trained to handle difficult conversations. The
workers from MS charities, called “MSVR Champions”, will receive training and mentoring in preparation for the trial.
MSVR for people with MS involves an initial assessment (including vocational goal setting), followed by up to 10 hours
of individually tailored support according to need, for up to 6 months. The support will focus on helping the person with MS
to meet their vocational goals by addressing topics such as:

* Understanding MS

» Advice on reasonable adjustments (e.g., modification to the work environment or duties to accommodate the impact of MS)
» Support requesting reasonable adjustments

» Fatigue management

» Managing cognition at work

* Information about legal rights

+ Disclosure (i.e., telling the employer or colleagues about the MS diagnosis)

* Long-term career planning (i.e., exploring alternative career options)

* Managing mood difficulties

« Signposting to local and national resources.

To improve intervention adherence, the intervention will be delivered remotely (e.g., via telephone, videoconference,
or email) to reduce the impact of fatigue on travelling and preparing for appointments. The intervention also allows great
flexibility in arranging the sessions at a time convenient for the person with MS. The topics addressed will vary according
to the complexity of their workplace difficulties. Participants will receive a brief written summary of the content discussed in
each session via email, with further resources to complement the information provided.

MSVR for the employers will involve an initial interview (approximately 30 minutes) to understand their experiences
supporting the employee with MS and up to 4 hours of support for up to six months. The employers’ intervention includes:

» Signposting to relevant organisations.

» Educational resources.

* Information about MS and invisible symptoms.

» Support with identifying reasonable adjustments.
* Legal responsibilities (Equality Act).

After each session, the employer will receive an email summarising topics discussed and, when required, a list of
actions they should complete before the next session.
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Control condition. Participants (MS and employers) in the control group will receive existing services available from
the MS charities’ websites, helplines, and events. Due to the nature of the study, UC will vary between participants.
However, no MS charity recruited for this study will have a specialist VR service (and none should have indicated that they
will be creating such a service within the study time frame).

Participants (MS and employers) in the control group will interact with members of the MS charity who have not been
trained and are not involved in MSVR delivery to reduce the potential for contamination.

UC was chosen as the comparator intervention to establish a benchmark based on existing services, both for ethical
considerations and to ensure that participants continued to have access to these support services.

At the end of the study, participants with MS in the control group will receive the “Work and MS: An Employee’s Guide”
booklet from the MS Society, which contains information about MS and work. PPI representatives suggested this to
reduce the burden of being allocated to the control group and encourage the completion of follow-up questionnaires.

Concomitant therapy. Participants will continue to use services from social care, the NHS, and other third-sector
organisations alongside MSVR. Information on any concomitant therapy received will be collected using a resource use
questionnaire.

Monitoring and mentoring

An Occupational Therapist (OT) with extensive experience in VR for people with long-term health conditions will offer
monthly mentoring sessions to the MSVR champions.

The mentoring sessions will be conducted in groups via videoconference calls to discuss cases, confidentiality issues,
contamination, and challenges during the intervention delivery. MSVR champions will also be able to request further men-
toring if a query arises outside the mentoring sessions.

The OT will complete a mentoring record form to capture topics addressed, challenges related to MSVR delivery,
and questions raised by MSVR champions during mentoring to gain further understanding of the skills needed to deliver
MSVR and additional training needs.

Outcomes

The first outcomes assess the feasibility and acceptability of delivering MSVR within the context of MS charities by mea-
suring recruitment, retention, engagement, and intervention delivery.

Secondary outcomes refer to determining the parameters for a fully powered trial, estimating sample size, intervention
costs, and identifying intervention improvements and further training needs of MSVR champions. The feasibility objectives
are summarised in Table 1.

Outcome measures

Outcome measures will be assessed at 6-, 9-, and 12-months post-randomisation, with data collection completion
expected in March 2027. The measures collected and time points have been summarised in Fig 1.

The outcome measures will be collected using REDCap, or by post or telephone if a participant cannot access an elec-
tronic device. The acceptability measures (i.e., interviews) will be collected remotely via telephone or Microsoft Teams.
To minimise missing data, we will set up a REDCap email notification to automatically remind participants to complete the
questionnaires 2 weeks from the due date. Additional approaches to reduce missing data include reminders via text mes-
sage, phone and postal reminders.

Participants completing the questionnaire by post or telephone will be contacted via email or telephone to remind them
to complete the questionnaire. If needed, a second copy of the booklet of questionnaires will be sent by post. Participants
will receive priming calls to remind them to complete the questionnaires.
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Table 1. Feasibility objectives, measures, and methods.

Feasibility objectives

Outcomes and measurement

Methods

To assess the feasibility:
and acceptability of
MSVR

Recruitment

Length of time to recruit the sample will be calculated using the date of the first and last partici-
pant recruited to the feasibility trial

Number of participants with MS screened, meeting the inclusion criteria, recruited and
randomised.

Number and reasons for participants not meeting the inclusion criteria.

Study screening log

Retention and engagement

Number of participants lost to follow-up

Number of participants (people with MS and employers) who withdraw from the intervention
and reasons (if provided).

Amount of missing data from questionnaires

Number of sessions completed by each participant (people with MS and employers)
Number of participants who complete the initial assessment and at least two further
intervention sessions.

Intervention content forms
Exit interviews
Quantitative questionnaires

Intervention delivery

Hours of intervention hours delivered per participants (people with MS and employers).
Number of sessions not attended by participants (people with MS and employers).
Number of participants (people with MS and employers) withdrawing from the intervention
before it concluded.

Hours delivered per intervention component.

Barriers and facilitators to delivering the intervention within existing services.

Intervention summary forms
Intervention content forms
End of intervention interviews

Acceptability
Participants’ with MS, employers, and MSVR champions views on intervention content,
delivery mode, and structure.

End of intervention interviews

To plan for a fully pow-
ered trial

Trial parameters

Questionnaire response rates, and missing data for outcomes assessed.

Describe outcome measures using descriptive statistics [standard deviations, medians/interquar-
tile range, or frequencies and percentages depending on whether continuous our categorical].
Sample size

To estimate the standard deviation of the continuous primary outcome measure with a 95%
confidence interval.

Quantitative questionnaires

To ascertain the
suitability of study
resources and training.

Staff Training needs

MSVR champions attendance to training.
Describe views on training usefulness.
Views on unmet training needs.

Training records
Post-training questionnaire
Mentoring records

Study resources

Number of mentoring sessions attended by each MSVR champion.

Views on training and mentoring.

Views on study resources (training manual, training session, study templates).

Mentoring records
Interviews with MSVR champi-
ons and mentor

To calculate the cost of
MSVR

Intervention Cost

Estimate the staff cost associated with MSVR champions included in training, mentoring, and
intervention delivery.

Estimate the cost of mentoring support for the feasibility trial.

Mentoring records
Intervention summary records
Hourly rate MSVR champions
and mentor

Resource use questionnaire

https://doi.org/10.1371/journal.pone.0325570.t001

To improve the rate of questionnaire completion, participants with MS and employers will be offered a £20 retail
voucher if they complete all questionnaires.
Participants with MS. This feasibility study has two candidate coprimary outcome measures for a future definitive

trial: (1) health-related quality of life as measured by the 36-item short form health survey (SF-36) [23] and (2) work
productivity, measured using the Work Productivity and Activity Impairment Questionnaire (WPAI) for people with MS
[24], extending the recall period from seven days to four weeks, which has been shown to be a reliable measure. These
measures have been identified as relevant in other studies about MS and employment [25,26].
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Study Period
Enrolment Allocation Post-allocation Close-out

Pre- Randomisation | Intervention End of intervention (6M | 9-months post- | 12-months post-
randomisation Period (6 months) | post-randomisation) randomisation | randomisation
TIMEPOINT 0 0 t1 t2 t3
ENROLMENT:
| Eligibility screen X
Informed consent X
Demographic
information
Allocation X
INTERVENTIONS:
MSVR Intervention X
Usual Care X
ASSESSMENTS:
Feasibility outcomes
(recruitment,
retention,
adherence,
acceptability,
 fidelity)
36-item short form
health survey
Work Productivity
and Activity
Impairment X X X X
Questionnaire for
MS
Perceived
Difficulties X X X X
Questionnaire
Modified Fatigue
Impact Scale -5 X X X X
Items version
EQ-5D-5L X X X X
Generalised anxiety
disorder scale
Patient health
questionnaire 8- X X X X
item scale
General self-efficacy
scale
Workplace
Accommodations

questions

Goal Attainment

Scaling
Resource Use

Questionnaire
Adverse events
monitoring
Intervention Cost
| QUALITATIVE
Qualitative
interview
(telephone or X
videoconference)
[Optional]

Fig 1. SPIRIT figure — Feasibility trial schedule of enrolment, interventions, and assessment.

https://doi.org/10.1371/journal.pone.0325570.g001

The SF-36 measures eight health constructs relating to physical and mental health. This measure has a high internal
consistency (Cronbach’s alpha >0.80) and good test-retest reliability (>0.70). The WPAI:MS measures absenteeism and
presenteeism, productivity loss and activity impairment. Higher scores in the WAIP:MS represent a higher impact of MS at
work and in conducting everyday activities.
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The European Quality of Life with five dimensions (ED-5D-5L) [27] will assess psychological and health-related
quality of life, focusing on mobility, self-care, usual activities, pain/discomfort, and anxiety/ depression. Cognitive
difficulties will be measured with the perceived deficits questionnaire (PDQ) [28,29], a 5-point Likert scale 20-item
questionnaire with a high internal consistency (Cronbach’s alpha .93). Fatigue will be assessed using the modi-
fied fatigue impact scale 5 (MIFS-5), a 4-point Likert scale with five items [30]. The General Self-Efficacy Scale
(GSES) assesses the participants’ belief in their ability to complete tasks successfully [31]. Two brief question-
naires will assess mood: the Generalised Anxiety Disorder Scale (GAD-7) [32] and the Patient Health Question-
naire (PHQ-8) [33].

Vocational goals will be measured using the goal attainment scale (GAS) [34] to ascertain the impact of the intervention
on the vocational goals set by participants at the beginning of the study. Workplace accommodations will be assessed
using a series of binary questions (yes/no) about support received at work. These questions were extracted from a study
reporting workplace accommodations for stroke survivors [35].

Finally, a resource use questionnaire will be developed to record healthcare utilisation and additional services used
during the feasibility trial.

Employers. Employers will be asked to complete three questions, developed for this study, regarding their knowledge
of MS, confidence in managing the employee with MS at work, and confidence in their ability to solve future problems at
work.

MSVR champions. MSVR champions will be asked to complete the educational course assessment toolkit
(EDUCATOOL) [36]. A 12-item questionnaire will be used to evaluate the training and learning experience of the MSVR
champions during the study.

Progression criteria to the future trial

Progression criteria will be assessed based on recruitment and follow-up rates based on a traffic light system of green
(go), amber (review), and red (stop) [37]. The start of recruitment is defined as the first participant recruited into the trial.

Recruitment criteria will be assessed after 3—4 months to allow recruitment rates to stabilise. The follow-up criteria will
be assessed at the end of the intervention. Feasibility will be demonstrated if:

+ At least six people with MS are recruited per month across all sites (green), at least three but less than six (amber), or
less than three (red).

» Percentage of participants randomised to the MSVR arm who complete the intervention (initial assessment and at least
two sessions), at least 80% green, at least 40% but less than 80% (amber) or less than 40% (red).

» The follow-up rate criterion is assessed by the percentage of people who complete the end of intervention questionnaire
with at least 80% (green), at least 65% but less than 80% (amber) or less than 65% (red).

A rescue plan has been developed to ensure the progression criteria are met. If the rescue plan is not effective (e.g.,
progression criteria measures do not progress to amber or green), and any criteria are graded as red, we will not progress
to the definitive trial. The findings from the progression criteria stages throughout the trial will be used to inform the full-
scale future trial.

Sample size

A pragmatic target of 60 participants with MS (30 in each arm) was estimated based on personal communications with the
MS charities recruited for the study and experiences from previous studies [13,16]. This figure aligns with recommended
sample sizes for feasibility trials to estimate a parameter for a future RCT [38—40]. This sample size will provide sufficient
data to achieve the study aims mentioned above.
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Participants with MS will be asked if they are interested in recruiting their employer to the intervention, where they will
receive information and advice about MS and employment. Based on previous research studies [13,16], we anticipate that
approximately 20% of participants will consent to include their employer.

Randomisation

Following the completion of the consent form, participants will have the opportunity to complete the baseline assessment
electronically (using REDCap) or over the telephone with a member of the research team.

After completing the consent form and baseline assessment, MS participants will be automatically randomised (1:1
ratio) to MSVR plus UC or UC, using adaptive randomisation with minimisation through a computer. The balancing vari-
ables selected for the minimisation are the study site and the type of MS, classified as progressive or non-progressive
MS. The MSVR champions will be notified by email, informing them of the group allocation.

Blinding

Due to the nature of the intervention, the MSVR champions and the mentor will not be blinded to the intervention group of
the participants. Participants will not be blinded to the intervention group allocation. The teams at the MS charities will not
be able to predict the allocation group when referring participants to the study.

Follow-up data will be collected, wherever possible, using REDCap. For participants who prefer to complete the ques-
tionnaire via post or telephone, a member of the research team, blinded to allocation group will collect the data. A form will
be developed to record whether the researcher was unblinded during the data collection process.

The researcher supporting the recruitment of participants and conducting the data analysis will be blinded to the group
allocation. Other research team members not involved in the direct management of the feasibility trial will remain blinded
to group allocation until data collection concludes.

Unblinding of treatment allocation will occur after the final participant has completed the 9-month post-randomisation
follow-up questionnaire and data have been entered and validated.

Intervention adherence and fidelity measures

Intervention adherence will be measured using the intervention summary form, collecting data on sessions attended,
missed, reasons (if provided), and intervention length.

Intervention fidelity will be measured using the “intervention content forms”. MSVR champions will be trained to com-
plete these forms at the end of each session, reporting the modality of the session, topics discussed, length of time spent
discussing each topic, and time spent by MSVR champion on non face-to-face activities after the session (e.g., liaison
with other professionals, reviewing forms, etc).

An intervention fidelity checklist will monitor whether the MSVR champions deliver the intervention as intended. To
explore this, MSVR champions will be asked to video or audio record at least 10% of the intervention sessions. A research
assistant will analyse the session’s content compared to the data recorded in the “session content form” to identify
discrepancies.

Reporting and management of adverse events

Serious Adverse Events (SAE) involve any untoward occurrence that results in death, is life-threatening, requires hospital-
isation or prolongation of existing hospitalisation, results in persistent or significant disability or incapacity, or is otherwise
considered medically significant by the investigator. Due to the nature of the intervention, we do not anticipate SAEs.
Related unexpected serious adverse events (RUSAE) will be any SAE where, in the opinion of the Principal Investi-
gator (PI), the event was considered to be (1) “related” that is, it resulted from the administration of any of the research
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procedures, and (2) “unexpected” that is, the type of event is not listed in the protocol as an expected occurrence. In the
case of this study, it could involve accidental injury resulting from workplace adaptations recommended by the MSVR
champion, or workplace accidents resulting in injury requiring hospital treatment.

This data will be collected by self-report (participant questionnaires and ad-hoc CRFs, or via sites notifying a member
of the research team). Any event that, in the opinion of the PI, is “related” (resulted from the administration of the research
procedure) and “unexpected” (the type of event is not listed as an expected occurrence) will be reported to the research
ethics committee within 7 days of being informed of such events. Fatal and life-threatening events will be reported no later
than 3 calendar days after the sponsor or Pl is first aware of the event. Any other additional relevant information will be
reported within 7 calendar days of the initial report.

Process evaluation

An embedded process evaluation will follow the MRC guidelines for process evaluation of complex interventions [41]. This
process will be informed by normalisation process theory [42] to understand how the intervention interacted with the con-
text of the charities recruited for the study and ascertain how the intervention needs to be adapted to achieve long-term
sustainability within the new context.

To refine the study procedures and intervention for a future trial, we will seek the views of participants with MS (in the
intervention and control groups), employers, and MSVR champions. We will use purposive sampling to recruit participants
with diverse employment characteristics. We will collect data on participants who dropped out and participants who did not
book intervention sessions to explore the characteristics between those who completed the intervention and those who
did not. A research team member will conduct the interviews via telephone or video conference (e.g., Microsoft Teams).

At the end of the intervention, semi-structured interviews with at least 21 participants [participants with MS (n=10),
employers (n=5), MSVR champions (n=5), and OT mentor (n=1)] will be conducted to explore the acceptability of MSVR,
factors affecting their engagement in the intervention, acceptability of the intervention, their views on what attributes of
the intervention where most beneficial for them, explore whether the intervention needs to be further adapted for deliv-
ery within MS charities, and views on how to improve the intervention for a future larger trial. Participants with MS will be
asked what can be done in a future trial to encourage employer recruitment during the semi-structured interviews.

The MSVR champion interviews will also explore the impact of mentoring on intervention delivery. Interviews with
control group participants will also examine whether participants actively sought support with employment elsewhere and
whether they took self-directed action towards their goals.

Trial management

BDP has the overall responsibility for the feasibility trial and will receive support from the co-investigators (KR, DK, RdN,
NE) to manage and coordinate the study. An independent steering committee, including academics and PPI representa-
tives, will meet every two months to discuss progress.

Due to the nature of the study (i.e., feasibility), a data monitoring committee will not be needed.

Ethics

This study has received ethical approval from the School of Medicine Research Ethics Committee (REC) at the University
of Nottingham (FMHS 102-0325). This study was registered in ClinicalTrials.gov (NCT06966115).

Data analysis

The study’s quantitative data will be analysed using SPSS version 27.0 (Statistical Package for Social Sciences) follow-
ing a predefined statistical analysis plan. Data from REDCap will be extracted onto an Excel document and stored using
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OneDrive encrypted storage from the University of Nottingham. Participants will be given a participant ID to maintain ano-
nymity of the data, and personal data will be stored in a password-protected Excel document. The results are expected to
be ready in November 2027.

Recruitment. Data related to the number of eligible people, approached, recruited, retained for the study (i.e.,
completion of interview and at least one intervention session), and completion rates of questionnaires will be analysed
using descriptive statistics with 95% confidence intervals (Cl) (where applicable).

Demographic and baseline characteristics. Demographic and baseline characteristics will be presented using
descriptive statistics such as mean (standard deviation), median (interquartile range), or percentages to represent
frequency. The type of descriptive statistic will vary according to the variable type (e.g., continuous, ordinal, dichotomous,
etc.). We will present both the overall and within-groups descriptive statistics. We will explore the level of MS severity
among participants recruited in the intervention and control group to understand which participant groups were interested
in taking part in the feasibility study.

Feasibility measures. We will use the CONSORT diagram to report data regarding eligible individuals, participants
screened, recruited (per month and per site), randomised, and lost to follow-up.

We will report the time to recruit the target sample, possible recruitment issues, the number of participants who book
and attend the initial intervention session, the number of sessions booked and cancelled, hours of support received,
intervention components delivered, withdrawal and follow-up rates, reasons for withdrawal (if provided), and the number
of employers recruited. The hours of intervention received per participant will be used to determine the workforce needed
for a future RCT.

Participants who withdraw during the study will be asked (where possible) why they are withdrawing and if they are still
interested in completing the end of intervention interview and remaining assessments for the trial.

Outcome measures. All outcome measures will be summarised using descriptive statistics (as reported for the
demographic characteristics) for all time points separately for the intervention group and control.

Economic evaluation. The cost of delivering MSVR will be estimated from the time MSVR champions spent participating
in the training, attending mentoring sessions, and providing the intervention (measured with the session content forms). Data
regarding the hourly rate of MSVR champions will be obtained from the MS charities participating in the feasibility trial.

The cost of providing the mentoring will be calculated based on the hourly rate of the mentors and hours of training,
mentoring, and administrative support provided.

We will conduct a feasibility economic evaluation to assess whether it is feasible to collect and attribute costs to the
resource use data collected.

Interviews. The interviews will be digitally audio-recorded, transcribed verbatim, and analysed on NVivo v14.0. Interviews
will be analysed thematically [43] using a hybrid deductive and inductive approach to develop codes and themes [44]. Thematic
analysis involves five steps (familiarisation with the data, generation of initial codes, generating themes, reviewing potential
themes, and defining and naming themes) [45]. Any disagreements will be discussed with a third researcher (RdN).

Patient and public involvement

A lead PPI representative (White British Man, diagnosed with MS for 25 years, currently not working) has been co-developing
this research programme since its inception and will be involved in the study governance and interpretation of the findings.
Two further PPI representatives have been recruited to be part of the independent steering committee throughout the trial.

Dissemination

Any important protocol modifications will be reported to the School of Medicine REC, trial registry, and trial participants
when relevant to their participation in the study.
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The findings from this feasibility trial will be presented at national and international conferences, published in peer-
reviewed journals, and disseminated in webinars and newsletters of the participating charities.

Anonymised data from the trial regarding the intervention delivered and questionnaires will be made available on a
repository after the feasibility trial’'s completion. Due to ethical considerations, the full transcripts of the end-of-intervention
interviews will not be made available; quotes from the interviews will be used to illustrate the themes identified.

Supporting information

S1 File. SPIRIT Guidance.
(DOCX)

S2 File. MS_WorkHub Protocol v1.0 25.02.2025.docx’.
(DOCX)
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