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Abstract

The mental health of people living in farming communities has been identified as an
important public health issue. Cumulative exposure to a range of situational factors
contributes to heightened risk of poor mental health and suicide. Access to evidence-based
psychological treatments is limited by the availability of skilled mental health professionals.
The aim of this trial—co-designed by members of the farming community—is to establish
the feasibility of conducting randomised controlled, trial-testing, peer-worker-delivered
Behavioural Activation in the farming community. We will undertake a single-blind,
parallel group, randomised controlled feasibility trial in rural Australia. People living
in farming communities aged over 15 years and experiencing moderate to moderately
severe depression symptoms will be included in the trial. Participants will be randomly
allocated on a 1:1 ratio to 10 sessions of peer-worker-delivered behavioural activation
(Back-on-Track) or a self-help workbook (Managing Stress on the Farm). Peer workers are
members of the farming community that have completed training in behavioural activation
and demonstrated competence. Feasibility outcomes include establishing recruitment
rates, willingness to be randomised, dropout rate from trial, acceptability of peer delivered
behavioural activation, and willingness to complete trial measures. The trial will contribute
high quality evidence of the feasibility of undertaking a full-scale, randomised controlled
trial of peer-delivered Behavioural Activation in farming communities in rural Australia.

Keywords: farmer mental health; rural health; behavioural activation; peer-delivered;
depression; feasibility trial; randomised clinical trial; peer worker; co-design

1. Background and Rationale
Suicide risk in farming populations is up to twice that of the general Australian

population [1–3]. Although higher rates of diagnosed mental illness have not been clearly
identified in this population [4], the association between mood and suicidal thinking seems
to differ between members of the farming community and the general population. There is
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strong evidence for a range of situational factors (influenced by the farming context) that
negatively influence farmer mental health and suicide risk [5–10].

There is some evidence that farmers are generous at providing help to others but
are reluctant to ask for help themselves [11]. Most farmers live in communities in which
accessing specialist mental health services is challenging [12]. Where support is available,
health services and health care workers may not understand the realities of life and work
in the farming environment [13]. The unique barriers to support seeking identified in
farming communities may deter people from seeking help for mood problems, particularly
when they have had previous negative experiences [14]. However, finding health care
professionals with an understanding of farming practices and community values has been
identified as an important facilitator to help seeking by Hull et al. [15].

There is sound evidence from systematic reviews of randomised controlled trials that
Behavioural Activation is a safe and effective treatment for depression—a predictor of
suicide [16,17]. A Cochrane review included 53 studies involving 5495 participants and
concluded that there was evidence of moderate certainty that Behavioural Activation was
more effective than treatment as usual [17].

Behavioural Activation is a brief psychological treatment focused on increasing be-
haviours that enhance mood and reducing avoidance behaviours (e.g., sitting alone and
ruminating) that negatively impact mood. Unlike Cognitive Behavioural Therapy (CBT),
workers without specialist mental health training can learn to deliver Behavioural Activa-
tion with minimal (typically described as around 5 days) training and ongoing supervision
and support [16]. Consequently, Behavioural Activation could be delivered at-scale to
people experiencing depression or low mood in communities where access to specialist
mental health services is limited, such as farming communities in rural Australia.

There is growing evidence that peer-delivered mental health care services reduce
relapse and rehospitalisation, and improve empowerment, hope, self-efficacy, engagement,
and recovery [18]. Working with members of the farming community to deliver Behavioural
Activation to their peers (enabling the shared context, characteristics, and cultural aware-
ness to ‘walk in their shoes’) has the potential to overcome many well-established barriers
to mental health help seeking and improve outcomes for this at-risk group [19].

1.1. Objectives

The objectives of this feasibility trial address (i) the recruitment, training, and retention
of peer workers, (ii) the recruitment, randomisation, and completion of intervention and
outcome measures by members of the farming community with depression, and (iii) fidelity
of intervention delivery. Trial feasibility will be established if the following outcomes
are met:

• Peer workers

- Ten peer workers are recruited to participate in the trial.
- Eight peer workers successfully complete the Behavioural Activation training

package.
- Six peer workers deliver the Back-on-Track intervention to at least one participant.
- Five peer workers are retained through to the completion of the trial.
- Peer workers attend at least eight of the 13 group supervision sessions.

• Members of the farming community with depression (participants)

- Approximately 200 indicated that they are interested in taking part in the research.
- Forty participants meet eligibility criteria and consent to participate in the trial.
- Forty participants complete baseline (week 0) measures.
- Forty participants agree to be randomised.
- Forty participants start the trial.
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- Sixteen participants complete the experimental intervention (defined as attending
at least six of the 10 Behavioural Activation sessions). Note: there is no feasibility
measure for level of completion for the control group given provision of treatment
as usual (Managing Stress on the Farm).

- Thirty-two participants complete week 10 measures.
- Twenty-eight participants complete week 26 measures.

• Ninety percent of the Behavioural Activation sessions are delivered to an at least
satisfactory level of fidelity to model (independently determined using the Behavioural
Activation fidelity assessment) [20].

The trial is not powered or designed to detect statistical between-groups differences in
primary or secondary outcomes, and no statistical analysis will be undertaken or reported.

1.2. Public Involvement Statement

The feasibility trial was co-designed with people living and working in farming com-
munities, as reported previously [19]. Peer worker training and trial design were heavily
influenced by feedback from the co-design process and ongoing community consultation.
For example, local strategies for recruitment of peer workers and trial participants were
informed by a Community Reference Group. Lived experience researchers are also part of
the investigator team and have decision-making authority over the conduct of the trial.

2. Methods
2.1. Trial Design

A single-blind (researcher), parallel group, 1:1 allocation, randomised controlled
feasibility trial using the Australian Teletrial Program [21] teletrial model—a group of study
sites working together to conduct a clinical trial.

2.2. Trial Setting

Based on Behavioural Activation, Back-on-Track is a community-based intervention
that is delivered by peer workers in a participant’s home, their workplace (e.g., the farm),
a mutually agreed public location, or via online video call (Zoom or the healthdirect [22]
Video Call service). Participants will be recruited from three dairy farming regions in rural
Victoria, Australia. Whilst the trial is located in dairy farming regions, participants do not
need to be dairy farmers per se.

2.3. Eligibility Criteria (Peer Workers)

People aged over 18 years with lived experience living or working in a rural farming
community will be eligible to apply to be peer workers. Peer workers may have personal
experience of mental stress or distress, or previous mental ill-health. However, this is not
an inclusion criterion for this trial.

2.4. Recruitment (Peer Workers)

Peer workers will be recruited by the following means:

(i) Inviting expressions of interest from people living in the local communities we are
seeking to recruit from (e.g., advertising via local industry newsletters, social media,
and flyers).

(ii) Direct approach from Community Reference Group members in the local communities
we are recruiting from.

(iii) Advertisement of peer worker positions more broadly through National Centre for
Farmer Health networks, including social media and monthly newsletters.
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Peer workers will be employed by Western District Health Service, which provides
primary, secondary, and tertiary health care in rural Australia. They will be employed on a
casual contract as complementary therapy workers and will complete standard require-
ments of employment by Western District Health Service (e.g., pre-employment interview,
reference checks, pre-employment medical check, police check, Working with Children
Check, workplace competencies). Peer workers will also be required to complete a Partici-
pant Information and Consent Form (PICF).

All employment costs associated with the trial (training, police check, working with
children check, travel) will be reimbursed through the project grant.

2.5. Eligibility Criteria (Participants)

Forty farming community members (participants) with depression will be recruited.

2.5.1. Inclusion Criteria

1. Over 15 years of age.
2. A Patient Health Questionnaire (PHQ-9) score of between five and 19.
3. A member of the farming community (farm owners and managers, farm workers,

members of farming families, members of agriculture-dependent communities) within
geographic proximity of the three target farming regions.

2.5.2. Exclusion Criteria

1. Commenced any medication for the treatment of depression in the past 4 weeks.
2. Current psychological (e.g., Cognitive Behavioural Therapy) treatment for a mental

health condition.
3. Previous treatment with Transcranial Magnetic Stimulation or Electroconvulsive

Therapy for depression.
4. Medically confirmed diagnosis of psychosis, personality disorder, or cognitive impair-

ment.
5. Serious long-term health condition that may necessitate hospital admission or regular

contact with secondary health services during the trial.
6. Active suicidality or report of a suicide attempt in the past 2 months.

2.6. Interventions
2.6.1. Experimental (Back-on-Track)

Back-on-Track is a 10-session psychological intervention based on Behavioural Ac-
tivation. The intervention is focused on initiating and/or reinstating activities which
are meaningful to them by scheduling activities, monitoring behaviours, and identify-
ing where changing these behaviours and activities may be beneficial to improving their
mood. Throughout the intervention, participants will be asked to complete worksheets
and engage in discussion with their peer workers to assist with monitoring these activities
and behaviours.

Peer Worker Training

Peer workers will complete the University of South Australia Professional Certificate
in Behavioural Activation for Depression [23]. This course will enable peer workers to
practice key Behavioural Activation skills, including the following:

• Teaching people to acquire the skills to monitor their mood.
• Helping individuals recognise the relationship between behaviours and their impact

on mood.
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• Supporting individuals to develop skills to minimise avoidance and rumination be-
haviours that may negatively impact mood.

• Assisting people to schedule behaviours/activities that may enhance mood.

Behavioural Activation training typically takes around 56 h to complete, divided into
a series of four modules that can be completed over a 3-month period. Whilst a substantial
commitment for trainees, we have calibrated that this is the required amount of time
necessary to ensure peer workers are able to deliver Behavioural Activation with a high
degree of fidelity to model.

We anticipate that by utilising an asynchronous Behavioural Activation platform, this
will enable us to provide training at-scale to peer workers within the context of a definitive
trial and subsequent implementation strategy.

Peer worker competency to deliver Behavioural Activation will be demonstrated
through expert review of three video recordings demonstrating the application of Be-
havioural Activation by peer workers in a simulated session. Each recording will focus
on different Behavioural Activation skills, including mood monitoring, recognising be-
havioural patterns, and activity scheduling.

Peer workers will receive a further 20 h of skills training focused on the following:

• Rationale for peer delivered interventions.
• Overview of depression and treatments, including differences in presentations be-

tween young people and adults.
• Effective communication.
• Confidentiality.
• Working safely with people at risk of suicide.
• Peer worker self-care and safety.
• Dealing with difficult situations.
• Conflicts of interest.
• Referral pathways for participants at risk.

The full training package takes approximately 76 h to complete and peer workers will
need to pass the standardised competency assessment to successfully complete the training.
During delivery of the intervention, peer workers will receive fortnightly online group
supervision with a clinical psychologist and Behavioural Activation specialist to support
them whilst working with participants.

2.6.2. Control (Managing Stress on the Farm)

Participants allocated to the control intervention will receive treatment as usual (pri-
mary care visits, antidepressant medication if indicated), weekly mood monitoring, and
guided self-help (Managing Stress on the Farm), representing the standard first-line treat-
ment option for people with depression. An automated email directing participants to
complete their mood rating will be sent weekly along with a reminder SMS sent to their
mobile phone. The workbook provides tailored information, practical activities, and links
to further resources (including what to do in a crisis) to support the mental health of
members of the farming community. A weekly ‘check-in’ addresses some of the attentional
issues related to a self-help workbook control intervention.

An attentional control—to address the non-specific effects of the experimental
intervention—was discussed as an alternative comparator intervention. Although there
are methodological advantages, we did not consider an attentional control to be consistent
with our ethical obligation to ensure that participants were receiving standard of care
(guided self-help). That said, we acknowledge the potential that this may overestimate the
acceptability of the Back-on-Track intervention.
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2.7. Outcomes

Outcome measures will be administered at baseline (week 0) and at weeks 10
and 26 follow-up. The primary outcome (to be used in a definitive trial) is depressive
symptoms determined by change in PHQ-9 scores [24]. The PHQ-9 is a self-administered
measure of depression symptoms that has been extensively used in clinical trials of
psychological treatment.

Secondary outcomes (proposed) are as follows:

1. Enhanced work performance—determined using the Work Productivity and Activity
Impairment questionnaire [25], a six-item validated instrument to measure impair-
ments in both paid work and unpaid work.

2. Reduced loneliness—determined using the University of California, Los Angeles
(UCLA) loneliness scale [26], a 20-item validated scale designed to measure the
participant’s subjective feelings of loneliness as well as feelings of social isolation.

3. Enhanced overall wellbeing—determined using the WHO-5 Wellbeing index [27], a
short self-reported measure of current mental wellbeing.

4. Improved overall quality of life—determined using the AQoL-4D [28], a validated,
health-related multi-attribute utility instrument.

Outcome measures are estimated to take a total of 20 min to complete. For noting, we
will not conduct or report any form of statistical analysis to determine the efficacy of the
Back-on-Track intervention.

2.8. Treatment Fidelity

Treatment fidelity will be determined using the Behavioural Activation fidelity
assessment—found to be reliable, feasible, and acceptable in previous studies [20]. A
random sample (approximately 20, 10%) of all sessions conducted during the trial will be
recorded using Zoom. At the end of the trial, they will be blind rated by an independent (not
part of the research group) clinician experienced in Behavioural Activation. A 10-percent
sample, for the purposes of fidelity checking, is typical in trials of novel psychological
treatments. Peer workers will need to be rated as three (moderately) or higher against
each of the 10 items of the Behavioural Activation fidelity assessment (a total score ≥ 30).
Fidelity ratings will not be completed until after the treatment has concluded; consequently,
it will not be possible to provide feedback to peer workers whilst treatment is ongoing,
which is an acknowledge limitation of our fidelity-monitoring procedure.

Providing consent for audio recording of sessions will be part of the participation
consent process, but not compulsory. Participants will have the option to indicate that they
do not want sessions to be recorded.

2.9. Economic Data

Costs—including the cost of training and delivering the intervention (Back-on-Track)
and the cost of the control (Managing Stress on the Farm self-help workbook)—will be
calculated. Identified costs for the Back-on-Track intervention will include peer worker
training, training materials, peer supervision (e.g., clinical psychologist time), staff co-
ordination, administrative overheads, and delivery time per participant. For the control
group, identified costs will include components of treatment as usual (e.g., GP visits
and antidepressant prescriptions where indicated), the provision of the guided self-help
materials, and automated weekly mood monitoring.

Additionally, healthcare service use data will be collected throughout the trial period
including Medicare Benefits Schedule (MBS—primary care attendance), Pharmaceutical
Benefits Scheme (PBS—prescribed medications via Services Australia), and the Victorian
Admitted Episodes Dataset (VAED) via Victorian Agency for Health Information (VAHI)
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for emergency department and inpatient hospitalisation data. Participant-level data on
health service utilisation will be linked and analysed to quantify any differences in service
use between the intervention and control groups, capturing both physical and mental
health-related encounters.

2.10. Demographic and Clinical Information

Basic demographic information (age, sex) will be collected from peer workers.
The following information will be collected from farming community participants:

- Demographic—age, sex, postcode, residential status, employment status, indigenous
status, culturally and linguistically diverse status, occupation in the farming community.

- Clinical—self-reported long-term health conditions, previous depression treatments.

2.11. Sample Size

The intended sample size is 40 participants (approximately 20 in the intervention
supported by 10 peer workers and 20 in the control groups). Sample size calculations are
not appropriate for feasibility trials, and a sample of 40 is generally considered adequate to
establish that a definitive trial is feasible [29].

2.12. Recruitment
2.12.1. Procedures for Recruiting People with Depression

Based on figures provided by Agriculture Victoria, we estimate that 69,000 people
are employed in agricultural production in Victoria. Trials of Behavioural Activation are
typically able to recruit around one in three people that are asked to participate [30]. We
anticipate that around a third of people (approximately 23,000) in the farming community
will meet our inclusion criteria and predict that around 200 potential participants will
express an interest in participating in the trial. Recruitment will be monitored at our weekly
trial management groups and, if fewer people than expected indicate interest, we will
revise our recruitment strategy in consultation with our Community Reference Group.

2.12.2. Recruitment Procedures

Advertising and promotion of the trial will be through existing National Centre for
Farmer Health communication networks (social media, website, and monthly e-newsletter).
Government, industry, community partners, and rural media contacts will be requested
to promote the trial through their communications networks using recruitment material
informed by a community consultation process. This approach should enable us to reach
most members of the farming community. The number of contacts we obtain from this
approach will inform the design of a definitive trial.

We will monitor recruitment rates at our weekly trial management team meetings. If
we are not likely to recruit to time and target, we consider early revisions to our recruitment
strategy through discussions with investigators and consultation with our community
advisory group.

2.12.3. Pre-Screening and Consent Procedures

Members of the farming community interested in participating in the trial will be
asked to submit an expression of interest by telephone, email, or online. The researcher will
contact potential participants by phone to discuss the trial in detail and to obtain verbal
consent to complete screening. At the start of the screening interview, participants will be
asked to complete the PHQ-9. Researchers will total the score and feedback to participants.

PHQ-9 cut-off scores from Kroenke et al. [24] will be used. Potential participants
scoring below five or over 19 on the PHQ-9 will be notified that they do not meet trial
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inclusion criteria and are not eligible to take part in the trial. Ineligible participants will be
sent a copy of the Managing Stress on the Farm self-help workbook. Ineligible participants
scoring over 19 (indicative of severe depression) will be informed by the researcher that
their score suggests that they may be experiencing severe depression and will be asked
if they are currently receiving any psychological or pharmacological treatment for their
mental ill-health. If they are, the researcher will advise the individual to contact their
mental health clinician as soon as possible. In instances where the individual does not
have a mental health clinician, they will be advised to contact a health professional. The
researcher will explain that, due to the severity of their psychological symptoms, they do
not meet trial inclusion criteria.

Potential participants that meet trial inclusion criteria will be given a detailed verbal
explanation of the trial procedures and informed that they will receive an email containing
a written Participant Information and Consent Form (PICF) to review and sign. If they are
unable to receive the PICF via email, a paper copy will be mailed to them. If no signed
PICF (electronic or paper copy) is received after 7 days, the potential participant will be
followed up by phone, asking if they still wish to take part in the research.

During the consent process, participants will be informed that the information they
provide will be kept strictly confidential except in circumstances where they indicate that
they may harm themselves or other people. The risk of harm to self will be determined
from discussion with participants.

Participants will be informed that, if they feel that they are at imminent risk of harm
to self or others, they must tell the researcher, who will then advise them to contact their
GP, the Emergency Department, or emergency services as appropriate.

2.12.4. Inclusion of Young People Aged 15–17 Years

The prevalence of depression in young people aged 15–17 year and their early involve-
ment in farming communities justifies their inclusion in this trial. Written consent will be
sought from both young people and their parent or guardian. Including young people in
the trial is informed by evidence that around a quarter of the agricultural workforce in 2021
were aged 15 to 35 years [31].

We acknowledge that depression in young people can present somewhat differently
to adults [32]. For example, they may express more anger, irritability, oversensitivity to
criticism or rejection, selective withdrawal, and unexplained aches and pains. However, the
PHQ-9 is still considered an appropriate screening tool for adolescents [33]. For example,
in a validation study involving 2235 students aged 12–18, years of age, Fonseca-Pedro [33]
showed the PHQ-9 was a brief, easy, and valid screening measure in adolescents.

2.12.5. Recruitment and Informed Consent Process (Peer Workers)

Peer worker positions will be advertised publicly through established National Centre
for Farmer Health networks including social media and e-newsletters. Potential peer
workers may also be identified through expressions of interest or via the community
consultation process. Potential peer workers will apply for casual positions and will
be employed by the Western District Health Service. Information about the position
will include details of the research and the requirement for peer workers to participate.
Applicants that meet the essential selection criteria will be invited for interview. The
panel will be chaired by the chief investigator and will include two other members of the
research team, including at least one lived experience researcher (with experience of living
and working in a farming community). During the interview, the chair will provide a
verbal description of the trial and indicate that consenting to participate in the research
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is a requirement of the role. Successful candidates will be offered a casual contract of
employment and required to provide written informed consent to participate in the trial.

2.12.6. Baseline Measures

Following consent, participants will complete week 0 (baseline) measures entered
and stored on a secure password protected platform, REDCap (Research Electronic Data
Capture)—a secure, web-based software platform designed to support data capture for
research studies [34]. The platform is approved for use in clinical trials by both Deakin
and La Trobe Universities. Participants unable to complete measures independently online
will be supported by a researcher who will ask participants questions verbatim and enter
responses into REDCap on their behalf. On completion of baseline measures, eligibility
checklists will be finalised, and the participant will be randomised in REDCap.

Automated reminders (email and text message) will be sent 48 h and 5 days post-
submission-of-consent if baseline measures are not completed. A phone call and a final
reminder will be actioned on day 7. If participants fail to complete trial measures by the
end of day 7, they will be informed that they have been withdrawn from the trial.

2.13. Allocation

Randomisation will be undertaken using an online randomisation service—Sealed
Envelope Ltd London, UK [34]—and managed by the La Trobe University Clinical Trials
Platform to ensure the research team remain blinded to group allocation. Randomisation
will be by random permuted blocks with a 1:1 ratio.

The Clinical Trials Platform will contact the peer worker by phone and inform them of
the allocation of a new trial participant and ask if there is any known conflict of interest
with the allocated participant. If there is no conflict of interest, the peer worker will be
provided with allocated participant details (name, telephone number, and email address)
and will call the participant to introduce themselves and arrange the first session.

If there is a conflict of interest identified (either by the peer worker or participant),
the participant will be reallocated to a different peer worker. Participants allocated to the
control group will be contacted by phone by the Clinical Trials Platform to inform them of
the allocation, emailed an electronic copy, and sent a hard copy of the Managing Stress on
the Farm workbook in the post.

2.14. Blinding (Masking)

This is a single-blind trial. All research team members will be masked to group
allocation with the exception of the Clinical Trials Platform team, who will need visibility
of allocation to provide contact details to peer workers and mail resources to participants
in the control group. Peer workers will be delivering the intervention and as such will not
be masked.

As part of the consent process, a full explanation of the trial design will be given to
participants including a description of the Back-on-Track (experimental) and Managing
Stress on the Farm self-help workbook (control) interventions. Consequently, participants
will not be blind to group allocation (an open-label trial). Awareness of group allocation
can impact how participants respond to the intervention they receive. Participants who
know they have been allocated to Back-on-Track may have more favourable expectations
than those allocated to the Managing Stress on the Farm group, who may feel disappointed.
Participants in the trial may assume that Back-on-Track will be better than Managing Stress
on the Farm. Telling participants which intervention they will receive may also influence
how participants complete outcome assessments. It is also possible that knowledge of
treatment allocation may also impact participant compliance and dropout from the study.
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It will be important when interpreting the outcomes of this feasibility trial to acknowledge
the context within which the research was conducted.

2.14.1. Blinding Mechanism

Assessments will be completed online by participants or via videoconference with
the assistance of a researcher who will be masked to the treatment allocation. Researcher
training will include the importance of adherence to the trial protocol and maintaining
blinding. For example, emphasising the importance of not asking trial participants if they
received the Back-on-Track or Managing Stress on the Farm intervention (at follow-up
assessments).

To test the effectiveness of allocation concealment procedures trial, researchers will be
asked at the end of the trial which group they thought participants were allocated to. We
will then test if the prediction was greater than chance.

2.14.2. Emergency Unblinding

In exceptional circumstances—for example, a sequence of adverse or serious adverse
events that seem to be related to the intervention—blinding will need to be broken. In
such circumstances, the trial researcher will contact the chief investigator to convene an
emergency trial management group meeting to review the events and consider if unblinding
is necessary.

The breaking of blinding would not necessarily stop the trial but would need to be
clearly reported in any publication or reports of the trial findings.

3. Data Collection
3.1. Trial Procedures and Evaluations

Participants will be asked to complete the electronic Case Record Form (eCRF) at
baseline (week 0), end of treatment (week 10), and week 26 via REDCap or with the help of
a trial researcher, who will enter the information into REDCap on the participants’ behalf.
Table 1 shows the notification schedule for the electronic case record form process. The
participants will be considered to have withdrawn from the trial if they fail to complete
outcome measures within the required time frame of 14 days or do not respond to two
sequential messages from their peer worker (phone or text).

Table 1. Electronic Case Record Form notification schedule.

Day Content Format

0 Request to complete outcome measures Survey link in email notification,
SMS reminder

3 Reminder to complete outcome measures
(if not completed)

Survey link in email notification,
SMS reminder

6 Reminder to complete outcome measures
(if not completed)

Survey link in email notification,
SMS reminder

8
Notification to researcher to follow up
participant by phone if outcome measures
not complete

Email notification to researcher

3.2. Data Management

The electronic case record form will be developed by the Clinical Trials Platform.
To promote data quality, the electronic case record form will be designed to minimise
errors in data entry, e.g., not permitting the entry of impossible values (e.g., age of 999
years). Wherever possible, we will use drop-down menus or tick boxes that are easy for
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participants to accurately complete. Survey logic will be used to ensure that participants
are not having to skip over or answer irrelevant questions. Participants will need to answer
all compulsory questions before submission, eliminating the risk of missing data.

3.3. Statistical Methods

Descriptive statistics (predominantly number and proportion) will be used to sum-
marise the feasibility outcomes from our trial. We will report means and standard deviations
for the five outcome measures at the three trial time-points but will not undertake any
statistical analysis.

4. Economic Evaluation
The economic evaluation reporting will adhere to the Consolidated Health Economic

Evaluation Reporting Standards (CHEERS) statement [35]. A cost-consequence analysis
will explore the costs associated with the programme and report these alongside potential
benefits and outcomes. A cost-consequence analysis (CCA) is a form of economic evaluation
where costs and outcomes are listed separately rather than combined into a single metric
(such as a cost-effectiveness ratio). This approach allows decision-makers to consider a
range of impacts and make context-specific judgements about value and trade-offs. The
analysis will be conducted from the ‘funder perspective’, allowing health care organisations
to consider implementation cost for this and similar programmes.

Consequences will include the primary clinical outcome of depressive symptoms
(measured by change in PHQ-9), along with secondary outcomes such as enhanced work
performance (Work Productivity and Activity Impairment questionnaire), reduced loneli-
ness (UCLA Loneliness Scale), improved wellbeing (WHO-5), and health-related quality
of life (AQoL-4D). Patterns of health service use (e.g., GP visits, hospital presentations,
mental health service contacts) will also be reported as a key outcome, reflecting poten-
tial shifts in demand associated with the intervention. These outcomes capture a broad
range of potential programme benefits and align with the lived experience goals of the
target population.

Costs and outcomes will not be aggregated into a single cost-effectiveness ratio, in line
with the cost-consequence approach, but will be presented in a disaggregated format to
support decision making. Sensitivity analyses will be conducted to test assumptions around
intervention delivery costs and variability in health service use. In addition, outcomes such
as the AQoL-4D will provide utility weights that may be used in future cost-utility analyses.

Findings from this feasibility-phase CCA will directly inform the design of a future
definitive trial, including refinement of data collection tools, choice of primary outcome,
and economic parameters. The results will also be used to support the development of
a longer-term economic model (e.g., decision tree or Markov model) to estimate cost-
effectiveness over time. This model will enable estimation of cost-per-quality-adjusted
life years (QALY) gained and provide critical information for funders and policymakers
considering broader implementation.

4.1. Process Evaluation
4.1.1. Interviews with Peer Workers and Trial Participants

Peer workers interviews will be conducted at the end of the trial once all Back-on-Track
sessions are complete. Interviews will assess the acceptability, feasibility, barriers, and
facilitators to delivering the Back-on-Track intervention.

Interviews with 10 participants (five from each group) will be conducted to assess
the acceptability, feasibility, barriers, and facilitators to engagement with the trial. All
interviews will be conducted as soon as possible after intervention group participants
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have completed their final Back-on-Track session and after control group participants have
completed week 10 assessment measures.

Interviews will be conducted by research team members following a semi-structured
interview schedule and transcribed using a transcription service. We will use the framework
method, following [36], to analyse the interviews.

Post-Trial Survey of Participants

All trial participants (intervention and control) will be sent (via email or post based on
preference) a post-trial survey about their involvement in the research. Questions drawn
from the study participant feedback questionnaire toolkit [37] will explore the adequacy of
information about the trial, experiences of participating, motivation to take part in research,
understanding of randomisation processes, and perceived value of the study.

4.1.2. Data Monitoring
Formal Committee

Behavioural Activation has been established in previous studies as a safe treatment for
depression with a low risk of adverse events; therefore, the trial does not require a formal
Data and Safety Monitoring Board (DSMB). Trial progress will be monitored through the
Trial Steering Committee that is independently chaired.

4.2. Safety Monitoring

Participants will complete trial measures at three time-points: baseline (week 0), end
of treatment (week 10), and follow-up (week 26). During the assessments, participants will
be required to self-report any medical occurrences, GP visits, hospital admissions, or if they
have been sick or unwell (physically or mentally) during the trial period. They will also be
asked to report any suicidal thoughts or suicide attempts that have occurred.

An SMS will be sent to participants and peer workers every 2 weeks using REDCap
(via TWILIO—a third-party web service), asking them to report any adverse events that
occurred. The adverse event reporting period spans from the time of consent through to
the completion of week-26 assessments. Adverse events will be graded according to the
Common Terminology Criteria for Adverse Events (CTCAE) Version 5.0 [38].

Causality of adverse events will be assessed by the principal investigator to determine
if there is a possible link with the trial intervention. The trial will cease immediately if there
are any suicide attempts or fatalities that are plausibly linked to either the trial intervention
or trial procedures. Adverse events will be reported to the trial sponsor and the relevant
human research ethics committee.

4.3. Community Reference Group (CRG)

A Community Reference Group (comprising community members, service providers,
and key stakeholders from the three trial communities) will inform strategies for the
recruitment and engagement of peer workers and participants. The Community Reference
Group will meet monthly for 6 months to provide input on the tailoring of training materials
to accurately reflect the farming context, then as required during the trial period to problem
solve emerging issues, e.g., difficulties in recruiting peer workers, slower-than-expected
participant recruitment rates.

4.4. Ethics and Dissemination
4.4.1. Research Ethics Approval

The trial will be conducted in accordance with Good Clinical Practice Guidelines (ICH
GCP, https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf accessed on
20 January 2026). The trial was prospectively registered with ACTRN on 23 April 2024. The
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St Vincent’s Hospital Human Research Ethics Committee (HREC) (Ref: 070/24) reviewed
and approved the trial protocol. Trial documents and a copy of the ethics committee
approval letter have been reviewed and approved by the La Trobe University HREC (Ref:
HREC 070/24), University of South Australia HREC (Ref 206358), Deakin University HREC
(Ref 2024-203), and Edith Cowan University HREC (Ref 2024-05841-JONES).

4.4.2. Distress Management Protocol

A stepped approach will be adopted to manage people experiencing distress or
thoughts or plans for self-harm during the trial. All members of the research team and peer
workers will receive training around the distress protocol. The peer worker programme
delivery manual will include a flowchart outlining the distress protocol for ongoing referral.
The participant workbook will include a flow chart outlining the process for participants to
seek mental health support should distress be experienced outside of meetings with their
peer worker, including direction to local supports where available. Participants will also be
offered the opportunity to speak with a psychologist if they withdraw from the trial due to
heightened distress.

Control group participants will also be sent weekly mood-monitoring checks. The
Clinical Trials Platform will be notified if there is a decline in the mood-monitoring score for
2 consecutive weeks or if the score is less than or equal to four for 2 consecutive weeks. The
Clinical Trials Platform will notify the trial psychologist, who will contact the participant to
assess their mental health and make any necessary referrals.

Researchers and peer workers will follow the process as above when working with
young people aged 15 to 17 years. Additionally, when young people express concern about
harming themselves, parents or guardians will be informed about the identified risk.

4.5. Confidentiality

Trial data will be directly entered into the electronic case record form. There will be a
physical log of participant group allocation (participant names, group allocation, and trial
number) that will be securely stored at La Trobe University.

Dissemination Policy: The results of the trial will be reported in an open-access peer-
reviewed journal. A summary of findings of the trial will also be published on the National
Centre for Farmer Health website.

5. Conclusions
This feasibility trial will contribute to evidence informing the future design and

implementation of mental health support models in Australia’s farming communities,
improving access to appropriate and accessible mental health support in an identified
at-risk population.
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Data Availability Statement: The original contributions presented in this study are included in the
article. Further inquiries can be directed to the corresponding author.

Acknowledgments: The authors would like to acknowledge the significant and valuable contribu-
tions from a range of members of the farming community involved in the co-design of Back-on-Track.
This includes members of the current Community Reference Group and previous working groups.
We would also like to acknowledge the contributions of Trial Steering Committee members: James
Dollman, farmer representative Adam Jenkins, and the contributions of the La Trobe University
Clinical Trials Platform team (including Data Manager Rashmi Bhatt). We would also like to recognise
the significant contributions of numerous academic and clinical experts contributing to all stages of
the Back-on-Track project (from conceptualisation to feasibility). These include Vincent Versace, Kate
Schlict, Phil Wilson, Shilpa Aggarwall, Serene Yoong, Melanie Lum, and Lucinda Star. Acknowledge-
ment is also given to the NCFH team more broadly for ongoing administrative support. We would
also like to acknowledge the funding support of the Western Victoria Primary Health Network, who
funded co-design activities informing the first stages of Back-on-Track as part of the Great South
Coast Suicide Prevention Place-Based Trial.

Conflicts of Interest: The authors declare no conflicts of interest. The funder, Geoffery Gardiner
Dairy Foundation Ltd., had a representative on the Community Reference Group (based on their
dairy farming industry knowledge) to help inform stakeholder engagement and recruitment.

Consumer Involvement Statement: Consumer involvement was central to the design of this trial.
Farmers, the agricultural industry, and healthcare representatives and rural community stakeholders
were consulted throughout the co-design and development of the trial. Community consultation
workshops informed local stakeholder engagement and recruitment methods. A Community Refer-
ence Group and Trial Steering Committee guided the tailoring of training and recruitment materials,
delivery methods, and participant recruitment processes to reflect the farming context. This col-
laborative model ensures that the intervention is both evidence-based and grounded in the lived
experiences of the farming community, enhancing its feasibility and long-term sustainable impact.

Abbreviation

WDHS Western District Health Service

References
1. Klingelschmidt, J.; Milner, A.; Khireddine-Medouni, I.; Witt, K.; Alexopolous, E.C.; Toivanen, S.; LaMontagne, A.D.; Chastang,

J.F.; Niedhammer, I. Suicide among agricultural, forestry, and fishery workers: A systematic literature and meta-analysis. Scand. J.
Work. Environ. Health 2018, 44, 3–15. [CrossRef]

2. Miller, K.; Burns, C. Suicides on farms in South Australia, 1997–2001. Aust. J. Rural Health 2008, 16, 327–331. [CrossRef]
3. Milner, A.; Witt, K.; Maheen, H.; LaMontagne, A.D. Access to means of suicide, occupation and the risk of suicide: A national

study over 12 years of coronial data. BMC Psychiatry 2017, 17, 125. [CrossRef]
4. Australian Bureau of Statistics. National Survey of Mental Health and Wellbeing; ABS: Canberra, Australia, 2007.

https://doi.org/10.3390/ijerph23020199

https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://doi.org/10.5271/sjweh.3682
https://doi.org/10.1111/j.1440-1584.2008.01011.x
https://doi.org/10.1186/s12888-017-1288-0
https://doi.org/10.3390/ijerph23020199


Int. J. Environ. Res. Public Health 2026, 23, 199 15 of 16

5. Austin, E.K.; Handley, T.; Kiem, A.S.; Rich, J.L.; Lewin, T.J.; Askland, H.H.; Askarimarnani, S.S.; Perkins, D.; Kelly, B.J. Drought-
related stress among farmers: Findings from the Australian Rural Mental Health Study. Med. J. Aust. 2018, 209, 159–165.
[CrossRef] [PubMed]

6. Fennell, K.; Jarrett, C.; Kettler, L.; Dollman, J.; Turnbull, D. “Watching the bank balance build up then blow away and the rain
clouds do the same”: A thematic analysis of South Australian farmers’ sources of stress during drought. J. Rural Stud. 2016, 46,
102–110. [CrossRef]

7. Kunde, L.; Kõlves, K.; Kelly, B.; Reddy, P.; De Leo, D. Pathways to Suicide in Australian Farmers: A Life Chart Analysis. Int. J.
Environ. Res. Public Health 2017, 14, 352. [CrossRef]

8. Kunde, L.; Kolves, K.; Kelly, B.; Reddy, P.; De Leo, D. “The Masks We Wear”: A qualitative study of suicide in Australian farmers.
J. Rural Health 2018, 34, 254–262. [CrossRef]

9. Perceval, M.; Kolves, K.; Ross, V.; Reddy, P.; De Leo, D. Environmental factors and suicide in Australian farmers: A qualitative
study. Arch. Environ. Occup. Health 2018, 74, 279–286. [CrossRef]

10. Perceval, M.; Ross, V.; Kolves, K.; Reddy, P.; De Leo, D. Social factors and Australian farmer suicide. BMC Public Health 2018, 18,
1367. [CrossRef] [PubMed]

11. Kennedy, A. Life, Death and the Experience of Suicide and Accidental Death Bereavement for Australia’s Rural Farming Families.
Ph.D. Thesis, University of New England, Biddeford, ME, USA, 2016.

12. Australian Institute of Health and Welfare. Medicare-Subsidised Services—Mental Health. 2023. Available online:
https://www.aihw.gov.au/mental-health/topic-areas/medicare-subsidised-services (accessed on 20 January 2026).

13. Brumby, S.; Ruldolphi, J.; Rohlman, D.; Donham, K.J. Translating agricultural health and medicine education across the Pacific: A
United Staes and Australian comparison study. Rural Remote Health 2017, 17, 3931. [CrossRef] [PubMed]

14. Seiz, R.C.; Downey, E.P. What farm families tell us that can be useful in educating for health and safety. J. Ext. 2001, 39, 1–14.
15. Hull, M.J.; Gunn, K.M.; Smith, A.E.; Jones, M.; Dollman, J. “We’re Lucky to Have Doctors at All”; A Qualitative Exploration of

Australian Farmers’ Barriers and Facilitators to Health-Related Help-Seeking. Int. J. Environ. Res. Public Health 2022, 19, 11075.
[CrossRef]

16. Ekers, D.; Webster, L.; Van Straten, A.; Cuijpers, P.; Richards, D.; Gilbody, S. Behavioural activation for depression; an update of
meta-analysis of effectiveness and sub group analysis. PLoS ONE 2014, 9, e100100. [CrossRef] [PubMed]

17. Uphoff, E.; Pires, M.; Barbui, C.; Barua, D.; Churchill, R.; Cristofalo, D.; Ekers, D.; Fottrell, E.; Mazumdar, P.; Purgato, M.; et al.
Behavioural activation therapy for depression in adults with non-communicable diseases. Cochrane Database Syst. Rev. 2020, 8,
CD013461. [CrossRef]

18. Farkas, M.; Boevink, W. Peer delivered services in mental health care in 2018: Infancy or adolescence? World Psychiatry 2018, 17,
222–224. [CrossRef]

19. Kennedy, A.J.; Gunn, K.M.; Duke, S.; Jones, M.; Brown, E.; Barnes, K.; Macdonald, J.; Brumby, S.; Versace, V.; Gray, R. Co-designing
a peer-led model of delivering behavioural activation for people living with depression or low mood in Australian farming
communities. Aust. J. Rural. Health 2023, 31, 556–568. [CrossRef]

20. Connolly Gibbons, M.B.; Fisher, J.; Gallop, R.; Zoupou, E.; Duong, L.; Crits-Christoph, P. Initial Development of Pragmatic
Behavioral Activation Fidelity Assessments. Adm. Policy Ment. Health Ment. Health Serv. Res. 2023, 50, 1–16. [CrossRef]

21. The Australian Teletrial Program. 2024. Available online: https://australianteletrialprogram.gov.au/ (accessed on
20 January 2026).

22. Healthdirect Video Call Service. 2025. Available online: https://about.healthdirect.gov.au/video-call (accessed on
20 January 2026).

23. Professional Certificate in Behavioural Activation for Depression. University of South Australia. Available online:
https://study.unisa.edu.au/short-courses/professional-certificate-in-behavioural-activation-for-depression/ (accessed on
20 January 2026).

24. Kroenke, K.; Spitzer, R.L.; Williams, J.B. The PHQ-9: Validity of a brief depression severity measure. J. Gen. Intern. Med. 2001, 16,
606–613. [CrossRef] [PubMed]

25. Reilly, M.C.; Zbrozek, A.S.; Dukes, E.M. The validity and reproducibility of a work productivity and activity impairment
instrument. Pharmacoeconomics 1993, 4, 353–365. [CrossRef]

26. Russell, D.W. UCLA Loneliness Scale (Version 3): Reliability, validity, and factor structure. J. Personal. Assess. 1996, 66, 20–40.
[CrossRef] [PubMed]

27. Topp, C.W.; Østergaard, S.D.; Søndergaard, S.; Bech, P. The WHO-5 Well-Being Index: A systematic review of the literature.
Psychother Psychosom 2015, 84, 167–176. [CrossRef]

28. Hawthorne, G.; Richardson, J.; Day, N.A. A comparison of the Assessment of Quality of Life (AQoL) with four other generic
utility instruments. Ann. Med. 2001, 33, 358–370. [CrossRef] [PubMed]

29. Totton, N.; Lin, J.; Julious, S.; Chowdhury, M.; Brand, A. A review of sample sizes for UK pilot and feasibility studies on the
ISRCTN registry from 2013 to 2020. Pilot Feasibility Stud. 2023, 9, 188. [CrossRef]

https://doi.org/10.3390/ijerph23020199

https://doi.org/10.5694/mja17.01200
https://www.ncbi.nlm.nih.gov/pubmed/30041594
https://doi.org/10.1016/j.jrurstud.2016.05.005
https://doi.org/10.3390/ijerph14040352
https://doi.org/10.1111/jrh.12290
https://doi.org/10.1080/19338244.2018.1453774
https://doi.org/10.1186/s12889-018-6287-7
https://www.ncbi.nlm.nih.gov/pubmed/30541526
https://www.aihw.gov.au/mental-health/topic-areas/medicare-subsidised-services
https://doi.org/10.22605/RRH3931
https://www.ncbi.nlm.nih.gov/pubmed/28292189
https://doi.org/10.3390/ijerph191711075
https://doi.org/10.1371/journal.pone.0100100
https://www.ncbi.nlm.nih.gov/pubmed/24936656
https://doi.org/10.1002/14651858.CD013461
https://doi.org/10.1002/wps.20530
https://doi.org/10.1111/ajr.12982
https://doi.org/10.1007/s10488-022-01219-w
https://australianteletrialprogram.gov.au/
https://about.healthdirect.gov.au/video-call
https://study.unisa.edu.au/short-courses/professional-certificate-in-behavioural-activation-for-depression/
https://doi.org/10.1046/j.1525-1497.2001.016009606.x
https://www.ncbi.nlm.nih.gov/pubmed/11556941
https://doi.org/10.2165/00019053-199304050-00006
https://doi.org/10.1207/s15327752jpa6601_2
https://www.ncbi.nlm.nih.gov/pubmed/8576833
https://doi.org/10.1159/000376585
https://doi.org/10.3109/07853890109002090
https://www.ncbi.nlm.nih.gov/pubmed/11491195
https://doi.org/10.1186/s40814-023-01416-w
https://doi.org/10.3390/ijerph23020199


Int. J. Environ. Res. Public Health 2026, 23, 199 16 of 16

30. Richards, D.A.; Ekers, D.; McMillan, D.; Taylor, R.; Byford, S.; Warren, F.C.; Barrett, B.; Farrand, P.A.; Gilbody, S.; Kutyken, W.;
et al. Cost and outcome of behavioural activation versus cognitive behavioural therapy for depression (COBRA): A randomised,
controlled, non-inferiority trial. Lancet 2016, 388, 871–880. [CrossRef] [PubMed]

31. ABARES. ABARES Insights: Snapshot of Australia’s Agricultural Workforce; ABARES: Canberra, Australia, 2023.
32. Fonseca-Pedrero, E.; Díez-Gómez, A.; Pérez-Albéniz, A.; Al-Halabí, S.; Lucas-Molina, B.; Debbané, M. Youth screening depression:

Validation of the Patient Health Questionnaire-9 (PHQ-9) in a representative sample of adolescents. Psychiatry Res. 2023, 328,
115486. [CrossRef]

33. Harris, P.A.; Taylor, R.; Thielke, R.; Payne, J.; Gonzalez, N.; Conde, J.G. Research electronic data capture (REDCap)—A metadata-
driven methodology and workflow process for providing translational research informatics support. J. Biomed. Inform. 2009, 42,
377–381. [CrossRef]

34. Sealed Envelope Ltd. 2024. Available online: https://www.sealedenvelope.com/simple-randomiser/v1/ (accessed on
20 January 2026).

35. Husereau, D.; Drummond, M.; Petrou, S.; Carswell, C.; Moher, D.; Greenberg, D.; Augustovski, F.; Briggs, A.H.; Mauskopf, J.;
Loder, E. Consolidated Health Economic Evaluation Reporting Standards (CHEERS) statement. BMJ Br. Med. J. 2013, 346, f1049.
[CrossRef]

36. Gale, N.; Heath, G.; Cameron, E.; Rashid, S.; Redwood, S. Using the framework method for the analysis of qualitative data in
multi-disciplinary health research. BMC Med. Res. Methodol. 2013, 13, 117. [CrossRef] [PubMed]

37. Study Participant Feedback Questionnaire (SPFQ). Toolkit Online: TransCelerate Biopharma Inc. 2023 [Updated
2023. Version 2.5: [Implementation User Guide]. Available online: https://www.transceleratebiopharmainc.com/wp-
content/uploads/2023/11/TransCelerate-SPFQ-Implementation-User-Guide-v2.5_FINAL.pdf (accessed on 20 January 2026).

38. Common Terminology Criteria for Adverse Events (CTCAE). U.S. Department of Health and Human Services. 2017 [Version 5.0].
Available online: https://ctep.cancer.gov/protocoldevelopment/electronic_applications/docs/ctcae_v5_quick_reference_5x7.pdf
(accessed on 20 January 2026).

Disclaimer/Publisher’s Note: The statements, opinions and data contained in all publications are solely those of the individual
author(s) and contributor(s) and not of MDPI and/or the editor(s). MDPI and/or the editor(s) disclaim responsibility for any injury to
people or property resulting from any ideas, methods, instructions or products referred to in the content.

https://doi.org/10.3390/ijerph23020199

https://doi.org/10.1016/S0140-6736(16)31140-0
https://www.ncbi.nlm.nih.gov/pubmed/27461440
https://doi.org/10.1016/j.psychres.2023.115486
https://doi.org/10.1016/j.jbi.2008.08.010
https://www.sealedenvelope.com/simple-randomiser/v1/
https://doi.org/10.1136/bmj.f1049
https://doi.org/10.1186/1471-2288-13-117
https://www.ncbi.nlm.nih.gov/pubmed/24047204
https://www.transceleratebiopharmainc.com/wp-content/uploads/2023/11/TransCelerate-SPFQ-Implementation-User-Guide-v2.5_FINAL.pdf
https://www.transceleratebiopharmainc.com/wp-content/uploads/2023/11/TransCelerate-SPFQ-Implementation-User-Guide-v2.5_FINAL.pdf
https://ctep.cancer.gov/protocoldevelopment/electronic_applications/docs/ctcae_v5_quick_reference_5x7.pdf
https://doi.org/10.3390/ijerph23020199

	Background and Rationale 
	Objectives 
	Public Involvement Statement 

	Methods 
	Trial Design 
	Trial Setting 
	Eligibility Criteria (Peer Workers) 
	Recruitment (Peer Workers) 
	Eligibility Criteria (Participants) 
	Inclusion Criteria 
	Exclusion Criteria 

	Interventions 
	Experimental (Back-on-Track) 
	Control (Managing Stress on the Farm) 

	Outcomes 
	Treatment Fidelity 
	Economic Data 
	Demographic and Clinical Information 
	Sample Size 
	Recruitment 
	Procedures for Recruiting People with Depression 
	Recruitment Procedures 
	Pre-Screening and Consent Procedures 
	Inclusion of Young People Aged 15–17 Years 
	Recruitment and Informed Consent Process (Peer Workers) 
	Baseline Measures 

	Allocation 
	Blinding (Masking) 
	Blinding Mechanism 
	Emergency Unblinding 


	Data Collection 
	Trial Procedures and Evaluations 
	Data Management 
	Statistical Methods 

	Economic Evaluation 
	Process Evaluation 
	Interviews with Peer Workers and Trial Participants 
	Data Monitoring 

	Safety Monitoring 
	Community Reference Group (CRG) 
	Ethics and Dissemination 
	Research Ethics Approval 
	Distress Management Protocol 

	Confidentiality 

	Conclusions 
	References

