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Abstract

Background: Approximately one in ten men experience mental health difficulties during the early years of father-
hood, and these can have negative impacts on children and families. However, few evidence-based interventions
targeting fathers'mental health are available. The aim of the trial is to evaluate the effectiveness and cost-effectiveness
of Working Out Dads (WOD) - a facilitated peer support group intervention for fathers of young children, in reducing
psychological distress and other mental health symptoms.

Methods: This trial will employ a parallel-arm randomised controlled trial (RCT) to evaluate the effectiveness and
cost effectiveness of WOD peer support group intervention compared to usual care (a 30-min mental health and ser-
vice focused phone consultation with a health professional). A total of 280 fathers of young children (aged 0-4 years)
who are experiencing mental health difficulties and/or are at risk of poor mental health will be recruited.

Randomisation and analyses will be at the level of the individual participant. The primary outcome is psychologi-

cal distress symptoms, measured by the Kessler Psychological Distress Scale (K10) from baseline to 24 weeks post
randomisation. A range of secondary outcomes will be assessed including suicidal ideation; mental health disorders,
specific symptoms of depression, anxiety, and stress; social support, quality of life, health service use, and health care
costs. Data will be collected at baseline, 10- and 24 weeks post-randomisation.

Discussion: This trial will examine the effectiveness of a novel group-based peer support intervention in reducing

the psychological distress and other mental health symptoms of fathers compared to usual care. The economic and
process evaluation will guide policy decision making along with informing the future implementation of WOD on a
larger scale if effectiveness is demonstrated.
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Trial registration: The current trial has been registered with ClinicalTrials.gov (Registration ID - NCT04813042). Date

of Registration: March 22nd, 2021.

Keywords: Fathers, Mental health, Peer support intervention, Early parenthood, Randomised controlled trial,
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Background

One in ten fathers experience mental health difficulties
in the critical early years of their children’s lives [1-3].
Without effective early intervention and support, these
difficulties may worsen over time for some fathers [1],
have adverse consequences for families and children [4,
5], and increase risks for suicide [6]. Despite this, few
evidence-based interventions to reduce mental health
difficulties and suicidality in early fatherhood exist [7]. To
address this gap, Working Out Dads (WOD), a facilitated
peer support group intervention for fathers of young
children (0-4years) experiencing, or at risk of, mental
health difficulties was developed [8]. This paper describes
the protocol for a randomised controlled trial (RCT) to
determine the effectiveness and cost-effectiveness of
WOD in reducing mental health difficulties compared
with usual care.

Mental health difficulties and their effects in early
fatherhood

It is estimated that approximately one in ten fathers expe-
rience mental health difficulties in early fatherhood. A
meta-analysis of 43 studies revealed that 10% of fathers
reported depressive symptoms in the pre- and postna-
tal periods, and that estimates were highest at 26% dur-
ing the 3- to 6- month postnatal period [9]. In another
review, the prevalence for an anxiety disorder in the
prenatal period ranged from 4- 16% and 2-18% in the
postnatal period [10]. For some fathers, mental health
difficulties persist and worsen over time. Data from
the Longitudinal Study of Australian Children (LSAC)
revealed that approximately 30% of fathers who reported
clinically significant psychological distress in the first
postnatal year continued to report distress at a similar
or worse level when their children were 2-3years and
4-5years [2]. In another longitudinal study of men from
adolescence into young adulthood in the US-based Lon-
gitudinal Study of Adolescent Health, men who became
fathers had 68% increase in their depressive symptom
scores on average in the 5years after becoming a father
compared to age-matched non-fathers [11].

Poor father mental health may have negative conse-
quences for children and families. Studies have reported
that fathers with mental health difficulties have lower
parenting self-efficacy [12] and engage in (a) less play,

reading and other enrichment activities with children
[13, 14], and (b) more harsh or hostile interactions with
their children [5, 12]. Several studies have also shown
that fathers’ mental health difficulties are associated with
poor partner mental health [1], couple relationship diffi-
culties and high levels of parental conflict [15, 16], and
emotional-behavioural difficulties in children and adoles-
cents [17-19].

Poor mental health among fathers may also heighten
their risk for suicide. Although the prevalence of sui-
cide among fathers in the early years of parenting is
unknown, suicide is a leading cause of death among
men aged 20-44years in Australia [20]. This coincides
with a life stage when many are raising young children.
Early fatherhood is an opportune time for interventions
to reduce mental health difficulties and prevent suicide
[21, 22], and to prevent the potential impacts on children
if they lose a father to death by suicide [23]. Although
fathers have shared (in qualitative studies) that they are
open to support at this time, and want to be asked about
their mental health by professionals in maternity and
early childhood settings, they are rarely asked about their
needs and often feel they are ‘in the background’ [21, 22].
This may be due to (a) fathers not being viewed as the
primary client of maternity and early childhood services,
and (b) health professionals lack of skills and confidence
to engage fathers about mental health concerns and refer
them for interventions and support [24].

Interventions for fathers with mental health difficulties

in the early parenting period

Recent systematic reviews highlight that few evidenced-
based interventions targeting men’s mental health in
early fatherhood are available [7, 25, 26]. The most recent
systematic review identified 14 RCTs that evaluate the
effectiveness of ten individual, couple or group-based
psychoeducational interventions assessing changes in
fathers’ mental health in the perinatal period [7]. Posi-
tive intervention effects were found for six of the 14 stud-
ies, and the interventions with the strongest effects were
those that addressed factors related to men’s lifestyle and
wellbeing. This is an important consideration for the
development of future interventions, given that risk fac-
tors for fathers’ mental health difficulties include having
a past history of mental health problems and suicidality;
relationship problems; financial and work stress; alcohol
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and substance use; low parenting self-efficacy, and lack of
social support [1, 3, 27-30].

Other important considerations for the development of
interventions are (a) men’s preferences for mental health
support, and (b) how to overcome identified barriers to
health service use among men. For example, male sur-
vivors of suicide report wanting practical and emotional
support to manage symptoms and stress, help to focus on
their family roles and responsibilities, and opportunities
to connect with other men in informal settings [31, 32].
Opportunities for informal support are also important
for overcoming stigma and negative attitudes to help-
seeking for mental health difficulties [33], and were an
important consideration for the development of Working
Out Dads.

Working out dads: a group-based peer support
intervention

Working Out Dads (WOD) is a group-based peer support
intervention for fathers of young children (0-4yrs) expe-
riencing, or at risk of, poor mental health including sui-
cidal ideation. Figure 1 presents the intervention logic for
WOD including inputs such as content and approaches,
functions, theoretical underpinnings, facilitators to
engagement and participation, and the hypothesised
short- and longer-term outcomes. Six weekly sessions
comprise a 1-h group discussion focused on common
challenges and risk factors for poor mental health in early
fatherhood, followed by a 30-min group exercise session
provided by a qualified trainer. To overcome barriers to
health service use mentioned above, evening sessions
are held in an informal setting such as a local gym or a
community setting (e.g., maternal child health centre,
local council rooms, local hall, local park). The sessions
are delivered by a male health professional based on cur-
rent Australian evidence about fathers’ preferences for
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mental health care [21, 22]. Between sessions, fathers are
supported in their use of WOD strategies via digital tech-
nologies (i.e. WhatsApp group) to share resources (e.g.,
sheets, self-monitoring tools, details of telephone hel-
plines and other services) and facilitate peer support and
social connections with members of the group.

WOD is underpinned by solution-focussed therapy and
social cognitive theories, where fathers are encouraged to
share practical ideas for managing stress, revisit previous
successful strategies, validate what they are doing well,
and explore solutions to challenges experienced. The
potential for these processes to operate is particularly
strong in group-based interventions grounded in social
network and social support theories [34, 35]. Participants
are provided with an opportunity to connect with other
fathers, normalise their experiences, and challenge attitu-
dinal barriers to help-seeking.

To date, WOD has been evaluated in feasibility and
pilot research studies with fathers of young children
(0-4years) experiencing mental health difficulties and/
or risk factors for poor mental health such as high work-
related stress or couple relationship difficulties [36, 37].
In a service-led feasibility study with 57 fathers, there
were significant pre- to post-decreases in depressive and
stress symptoms associated with moderate effect sizes
[36]. Following this, a non-controlled pilot study with
53 fathers included a 3-month follow-up [37]. Qualita-
tive interviews were also conducted to explore fathers’
experiences of WOD, perceived outcomes, and barri-
ers and facilitators to participation. A diverse group of
fathers participated (~50% born outside Australia and
high school education only) and acceptability was dem-
onstrated as evidenced by minimal drop out (~10%) and
90% of participants indicating high satisfaction. At base-
line 32% of fathers reported psychological distress in
the Kessler Psychological Distress Scale (6 item) clinical

WOD Theoretical Underpinnings
 Solution-focussed therapy
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« Social cognitive theory

>
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« Social connection with other fathers
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family relationships.
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Fig. 1 WOD Intervention logic
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range, which decreased to 17% at post-intervention and
6% at follow-up. There were also significant pre-post
decreases in symptoms of depression, anxiety and stress,
and increases in social support and parenting self-effi-
cacy. These changes were associated with small to mod-
erate effect sizes, and were maintained or strengthened
at follow-up. The interviews with fathers revealed a range
of benefits including increased health literacy, improved
social support, normalisation of their experiences of early
fatherhood, greater confidence in parenting, and more
positive interactions with their children and partner.

Based on these promising findings, a rigorous trial
will be undertaken. A longer-term follow-up at 24 weeks
(6 months) will be conducted and additional outcomes
included such as suicide ideation and behaviours, and a
diagnostic clinical interview. A comprehensive process
evaluation will guide refinement of the WOD interven-
tion, training and resources for wider deployment in the
future, if demonstrated to be effective. Importantly, an
economic evaluation will assess the cost-effectiveness of
WOD and the costs associated with taking this interven-
tion to scale.

Aims and hypotheses

The primary aim of this trial is to test the effectiveness
and cost-effectiveness of WOD compared with usual
care which is typically provided in community and pri-
mary health care settings (brief risk assessment and
referral). We hypothesise that, compared with usual care,
the WOD intervention group will have the following
outcomes:

Primary outcome

1. Lower psychological distress at 24'weeks post-ran-
domisation

Secondary outcomes

2. Lower severity of suicide ideation and behaviours at
10 and 24-weeks post-randomisation

3. Fewer specific symptoms of depression, anxiety and
stress at 10 and 24 weeks post-randomisation

4. Lower proportion affected by a depressive or anxiety
disorder at 24 weeks post-randomisation

5. Higher perceived social support at 10 and 24 weeks
post-randomisation

6. More positive attitudes to help-seeking at 24 weeks
post-randomisation

7. Lower self-reported unmet need for health services
at 24 weeks post-randomisation

8. Higher parenting self-efficacy at 24 weeks post-ran-
domisation
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9. Improved parent-child relationship at 24 weeks post-
randomisation.

Health economic outcomes

10. Improved quality of life at 24 weeks post-randomi-

sation
11. Favourable cost effectiveness at 24 weeks post-ran-
domisation
Methods/design

Overall study design and approach

This is a parallel-arm RCT of the WOD peer support
group intervention versus usual care conducted in the
state of Victoria, Australia. Randomisation and analyses
will be at the level of the individual participant but the
intervention will be delivered in a group context. In addi-
tion to the outcome evaluation, a health economic evalu-
ation will be conducted to assess the cost-effectiveness of
WOD. A comprehensive process evaluation will also be
conducted and guided by the Reach, Effectiveness, Adop-
tion, Implementation, Maintenance (RE-AIM) model
[38], and the Exploration, Preparation, Implementa-
tion, Sustainment (EPIS) framework [39]. The process
evaluation will determine the factors related to program
innovation, the organisational context, and the broader
system that will likely influence the successful adoption
and wider implementation of WOD in the future.

The study protocol has been prepared according to the
Standard Protocol Items: Recommendations for Inter-
vention Trials (SPIRIT) statement. See Table 1 for Sched-
ule of enrolment, interventions, and assessments as per
the SPIRIT statement. The trial has been registered with
ClinicalTrials.gov (Registration ID - NCT04813042), and
ethics approval granted from the Royal Children’s Hospi-
tal Human Research Ethics Committee. The trial has also
been approved by the Murdoch Children’s Research Insti-
tute Trials Sponsorship Committee who will review the
trial every six months and conduct an audit if required.
The trial will be reported in accordance with CONSORT
guidelines for RCTs. The Trial Steering Committee will
meet every 1-2months to monitor the project timeline,
risks, and quality assurance processes.

Consumer involvement and engagement

A Father Advisory Group consisting of approximately six
men in early fatherhood, with or without lived experience
of mental health difficulties, will be formed during the
establishment of the study. Fathers attending a local child
and family health service and those who participated in
the WOD pilot studies will be invited to participate in
the Advisory Group. They will be from diverse social and
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Table 1 Schedule of enrolment, interventions, and assessments
STUDY PERIOD
Enrolment | Allocation Post-allocation Close-out
TIMEPOINT
-t1-3 0 t; | | B3| 4| & | ts | t7 | T | t9 | tio 24
ENROLMENT:
Eligibility screen X
Informed consent X
Allocation X
INTERVENTIONS:
Working Out Dads S *
Usual Care * *
ASSESSMENTS:
. . X
Demographic information
Psychological distress X X X
Mental health disorders X
Suicidal ideation X « X
Specific mental health X X
symptoms X
Social support X « X
Attitudes to help-seeking X X
Unmet need for health X x
services
Stressful life events X X
Quality of life X X
Health i
ealth service use X X
Parenting self-efficacy X
Parent-child relationships X
Health care costs (Medicare) X

economic backgrounds to represent different cohorts of
fathers in the general population. The Advisory Group
will meet at least four times per year to provide input
into the recruitment strategy, processes, and materials
(e.g., flyers, social media posts) and other trial elements
(e.g., self-report surveys, intervention resources). They

will also be consulted at key stages throughout the study
period to assist recruitment and retention approaches,
and to assist with determining how the study findings
would be best communicated to trial participants and
the general population on completion. All advisory group
members will be offered a $50 supermarket gift voucher
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following each consultation as recompense for their
attendance at meetings.

Study setting and recruitment

The participants will be fathers of young children
(0-4years) who are experiencing mental health difficul-
ties, and/or at risk of poor mental health and suicide (see
inclusion criteria below). Fathers will be recruited from
four Victorian Local Government Areas (LGAs) which
have a high number of births per year and young fami-
lies residing there. A combination of active and passive
recruitment methods will be used. Active recruitment
strategies will involve research staff visiting community
health settings where parents of young children fre-
quently attend (i.e., maternal child health centres, immu-
nisation sessions, play groups, first-time parent groups).
Researchers will approach fathers and other parents/car-
egivers to provide them with written and/or verbal infor-
mation about the study. Community health professionals
(e.g., maternal child health nurses, general practition-
ers) will also provide fathers and/or their partners with
information about the study. They may also ask for verbal
consent to pass contact details on to the research team.
Passive recruitment strategies will include the distribu-
tion of posters and flyers about the study in community
health settings and online/social media. The recruitment
materials will direct interested fathers to a webpage pro-
viding more information about the study including a nar-
rated animation and a Project Information and Consent
Form. Fathers can provide written consent electroni-
cally and begin the screening survey, or they can contact
the research team if they would like to discuss the study
before making a decision about participation. Additional
consent will be obtained to link to administrative data on
use of publicly funded healthcare services and prescrip-
tions, Medicare Benefits Schedule (MBS) and Pharma-
ceutical Benefits Scheme (PBS), for health care utilisation
and cost effectiveness analyses.

Screening & inclusion/exclusion criteria

Once consent is obtained, fathers will be directed to
complete the online screening survey. To be included in
the trial, fathers need to meet the following criteria:

+ Be a father (biological, step-, or other male caregiver)
of a child age 0-4years, and in regular weekly contact
with the child

+ Have mental health difficulties above the sympto-
matic cut-point on the Kessler Psychological Distress
Scale-10 item (K10; i.e., a score of >20, see Measures
below for detail); and/or have at least two risk factors
for trajectories of increasing mental health difficulties
among men across early fatherhood [40], including:
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a) history or mental health difficulties; b) relationship
difficulties; c) high work-related stress; d) unemploy-
ment; or e) have a child with sleep difficulties, a dis-
ability, chronic illness, or other special health care
need

+ Beaged 18years or older

+ Have sufficient English fluency to complete surveys
and participate in the intervention.

Fathers will be ineligible to participate in the trial if
they: a) have a severe mental health disorder (i.e., self-
reported psychosis, substance use dependency) that may
require more intensive mental health treatment; b) have
an overt indicator of family violence (e.g., self-reported
intervention order or court case for family violence); or
c) have child protection service involvement. Following
screening, the research team will contact fathers to con-
firm ineligibility and provide general information about
mental health support available in the community (i.e.,
family doctor, online resources, telephone helplines).

Sample size

A sample size of 14 peer groups per study arm with 9
individuals per group has 80% power to detect a differ-
ence of 0.4 (Cohen’s d) between standardised K10 group
mean scores when the intracluster correlation (ICC) is
0.02 using a 2-sided t-test at the 0.05 significance level.
The number of participants per group was increased to
10 to allow for loss to follow-up of ~10%. This requires
recruitment of 140 participants per treatment arm.

Randomisation

Upon completion of the consent form, screening and
baseline survey, fathers will be randomised in a 1:1
ratio to either WOD or the usual care (control) group
(see below for descriptions). A statistician not directly
involved in the analysis of the trial results will prepare the
randomisation schedule using permuted block randomi-
sation, stratified by LGA, using a computerized random
number generator. The schedule will be held by the inde-
pendent statistician and embedded within the web-based
data management system. Treatment allocation will be
concealed prior to randomisation, and only be revealed
after it has been confirmed that the participant is eligible,
enrolled and completed the baseline questionnaire. Once
randomised, the web-based data management system will
display the father’s assignment for the Project Coordina-
tor, who will notify the father of his treatment assignment
and intervention/usual care information by telephone.
Due to the nature of the intervention, it is not possible
to blind participants to their allocation. However, one
secondary outcome is assessed by a researcher-blinded
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diagnostic interview of mental health disorders at the
6-month follow-up.

To minimise participant disappointment, selection bias
and drop out from Usual Care, the study will be adver-
tised as a project about comparing two different ways
to promote fathers’ mental health in the early parenting
period: WOD or a single telephone consultation which
will be presented as convenient and potentially benefi-
cial approach. Fathers will also be reimbursed for time
taken to complete surveys (AUD$20 voucher per data
collection).

Intervention content, delivery and training

Content and delivery

Each session will be delivered by a facilitator to 8-10
fathers following the WOD manual. The weekly sessions
will be comprised of a 1-h facilitated discussion about
common challenges and risk factors for poor mental
health among fathers including (a) experiences of being a
father, the important role fathers have in children’s lives,
play, and building relationships with children, (b) manag-
ing work-life-family balance and time for self, (c) emo-
tional regulation and stress management, (d) coping with
changes in adult relationships and strategies to maintain
them, and (e) importance of health behaviours including
exercise. The male health professional will facilitate par-
ticipation in discussion, responds to individual needs of
group members, and ensures the discussion is responsive
to needs arising from the group.

A 30-min group fitness session will follow the peer
group session and be tailored to the individual needs of
fathers based on the qualified personal trainer’s assess-
ment of their health and level of fitness. Between ses-
sions, fathers will receive resources (information, tip
sheets, self-monitoring tools, details of services) and peer
support from other fathers in their group via a WhatsApp
group. A member of the research team will monitor the
WhatsApp activity, but will not participate in text mes-
saging other than to send the WOD messages and moni-
tor for inappropriate exchanges and safety issues (see
below for section on risk and safety). At the end of the
10weeks, the member of the research team will remove
themselves from the WhatsApp group. No content from
the WhatsApp group is recorded or analysed.

Intervention fidelity will be promoted and assessed in
several ways. The WOD facilitators will participate in
regular mentoring sessions with staff from Tweddle and
the lead investigator who is a psychologist. The strengths
and challenges of delivering WOD content and facilitat-
ing groups will be discussed. A session fidelity checklist
will be completed each week to monitor the extent to
which the WOD intervention is delivered as planned.
Finally, a random selection of 30% of audio-recorded
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sessions will be coded by research staff using the session
fidelity checklists to identify the extent to which content,
activities, and group participation has occurred.

Training

WOD will be delivered by study-employed facilitators
with allied health qualifications and training (i.e., psy-
chology, social work, counsellor). Tweddle Child & Fam-
ily Health Service and the lead investigator will train the
health professionals in a 3-day workshop incorporating
adult learning principles including: (a) the provision of
didactic information (e.g., research into men’s mental
health difficulties, theoretical underpinnings of WOD,
pilot research findings for WOD); (b) group discussion
(e.g., about delivering groups, group process, responding
to fathers’ distress and potential safety concerns); and (c)
skills practice or behavioural rehearsal of the WOD ses-
sions. Facilitators will be provided with specific training
about responding to fathers who may be come distressed,
and assessing risk and safety.

Usual care

WOD will be compared to usual care to evaluate whether
it is more effective than care currently received in the
community. Fathers allocated to the usual care condition
will receive the clinical care typically provided to parents
experiencing mental health difficulties by community
health and primary health services. A health professional
will conduct a brief (~ 30-min) telephone consultation to:
(a) enquire about mental health symptoms and conduct
a risk assessment for suicidal ideation; (b) provide refer-
ral options to telephone support services; and (c) encour-
age a general practitioner visit to discuss mental health
care options. A fidelity checklist will be completed by the
health professional to monitor delivery of usual care.

Follow-up

Fathers will complete online self-report survey meas-
ures at 10 and 24 weeks post-randomisation (see Meas-
ures below). At 24 weeks post-randomisation, fathers will
also complete a researcher-blind mental health diagnos-
tic interview over the telephone (see Measures below).
Participant retention strategies will include standardised
wording for one email invite and two text and/or tele-
phone reminders to complete surveys.

Measures

Fathers will be asked to complete online self-report sur-
veys using a web-based data management system at three
time points: (i) at baseline (2-4weeks prior to randomisa-
tion); (ii) 10 weeks after randomisation; and (iii) 24 weeks
after randomisation. Details of the self-report surveys
used to assess the primary and secondary outcomes are
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presented in Table 2. Fathers will also be asked to partici-
pate in a clinical interview for diagnosis of mental health
disorders at 24weeks after randomisation. This inter-
view will be administered via telephone by an appropri-
ately qualified research assistant who is blinded to group
allocation.

Process evaluation

The objectives of the process evaluation are to generate
evidence about how to: (a) guide refinement of the WOD
intervention, training and resources, (b) inform deci-
sions that health services need to make to adopt WOD,
(c) support high quality implementation of WOD, and (d)
enable sustained use and wider deployment of WOD in
the future. This evaluation will be guided by the RE-AIM
model [38] and the EPIS framework [39]. This approach
will identify the intervention elements and eco-system
(e.g., health service setting factors; policy context, poli-
cymakers) likely to influence the reach, adoption, imple-
mentation, scalability and population impact of WOD.

Table 2 Study Measures
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Sources of data for the process evaluation include recruit-
ment campaign monitoring, screening and eligibility
information, participant tracking information, reflections
from the study team, health services and father advisory
group, and qualitative interviews with fathers who par-
ticipate in WOD and usual care.

COVID-19 pandemic safety measures and contingency
planning

State government and institutional COVID-19 safety
procedures and public health regulations will be adhered
to at all times. This includes: (a) having current COVID-
19 safety plans in place for all research and community
locations (office, WOD group, active face-to-face recruit-
ment sites), and (b) participant screening for COVID-19
symptoms, temperature testing upon arrival, maintaining
physical distancing requirements, cleaning and hygiene
procedures, minimising equipment sharing, and use
of personal protective equipment where required. All
research staff and WOD facilitators will undertake

Outcome

Measure

Primary Outcome
Mental health difficulties

Secondary Outcomes
Mental health disorders

Suicidal ideation

Specific mental health symptoms
Social support

Attitudes to help-seeking

Unmet need for health services
Parenting self-efficacy
Parent-child relationships
Stressful life events

Health economic outcomes
Quality of life

Health service use and health care costs

Kessler Psychological Distress Scale — 10 (K10 [41]): 10 items assessing symptoms of depression and anxiety in
last 4 weeks. Widely used in clinical trials for common mental health disorders, with well-established sympto-
matic and clinical cut-points, high specificity (0.96), and robust total classification accuracy (0.92) to identify
mood and anxiety disorders [41].

The Mini International Neuropsychiatric Interview (MINI): Brief 15-min structured diagnostic interview for
common DSM-5 psychiatric disorders, validated for telephone administration and use in clinical trials [42].
Depressive and anxiety disorders will be assessed.

The Suicidal Ideation Attributes Scale (SIDAS [43]): 5-item screener for the presence and severity of suicidal
thoughts in the last month based on frequency, controllability, closeness to attempt, level of distress, and
impact on daily functioning. Any ideation is indicative of risk for suicidal behaviour; scores > 21 indicate high
risk.

Depression Anxiety Stress Scale —21 (DASS-21 [44]): 21 items assessing symptoms of depression, anxiety, and
stress in the past week, with higher scores indicating greater symptom severity.

The Medical Outcomes Study-Social Support Survey (MSSS [45]): 14 items assessing perceived availability of
tangible, emotional, affective and positive support.

The Barriers to Help Seeking Scale (BHSS [46]): 31 items assessing attitudinal barriers to help seeking for men-
tal health/wellbeing problems.

Adapted Perceived need for Care Questionnaire: Modified version of the Perceived Need for Care Question-
naire [47] asking if different forms of mental health care was need, but could not be accessed.

Karitane Parenting Confidence Scale (KPCS [48]): 15 items assessing parents’ perceived parenting self-efficacy
or sense of competence in their parenting abilities.

Child-Parent Relationship Scale-Short Form (CPRS): 15 items assessing parents' perceptions of their relation-
ship with their child [49].

Adapted Pregnancy Risk Assessment Monitoring System (PRAMS [50]): 25 items asking about stressful life
events experienced in the last year.

The Assessment of Quality of Life 8 dimension (AQoL-8D [51]) is a validated tool assessing quality of life
impacts in economic evaluation. The AQol-8D is particularly suited to measuring mental health aspects of
quality of life.

Study designed self-reported type, number and cost of healthcare services accessed, and examination of
linked MBS/PBS data covering 24 weeks from baseline to follow-up.
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training in COVID-19 safety procedures. Any suspected
or confirmed cases of COVID-19 will be reported via the
sponsoring institution (Murdoch Children’s Research
Institute; MCRI) incident reporting portal.

Whilst WOD has been designed for face-to-face in-
person delivery, the program can be delivered via a tel-
ehealth platform in the event of a government public
health directive to cease face-to-face gatherings. All
fathers will be posted or emailed the required resources
prior to the session/s (e.g., session handouts and materi-
als). WOD will be delivered as intended, and the fidelity
checklist will be completed by the WOD facilitator. The
facilitator will be required to reflect upon and provide
brief notes on the process issues of delivering online (e.g.,
challenges to delivering content or facilitating activities
including the personal training component, quality of
the interactions between fathers, level of participation by
fathers). If face-to-face delivery is permitted, any remain-
ing WOD sessions will resume face-to-face at the booked
venue in the local community.

With respect to the COVID-19 pandemic and other
extenuating circumstances leading to unplanned meth-
odological, ethical and analytical challenges and changes,
we will submit any protocol modifications for approval
and update the trial registry. We will use the the CON-
SERVE (CONSORT and SPIRIT Extension for RCTs
Revised in Extenuating Circumstances) statement to
ensure transparency and completeness of reporting of
any modifications [52].

Risk and safety management

Risks can include: (a) risks to the safety and rights of the
study participants; (b) risks to the successful conduct of
the study; and (c) risk to the wellbeing of WOD facilita-
tors and research staff undertaking recruitment and data
collection. A trial-specific risk and safety assessment and
response plan has been conducted by the Trial Steering
Committee. In brief, the Principal Investigator will be
notified of any safety or adverse concerns to assess sever-
ity, seriousness, and likelihood of the event to the trial
conditions. These will be discussed at the Trial Steering
Committee or the HREC as soon as possible to deter-
mine action (e.g., withdrawal, referral).

A comprehensive plan to minimise and respond to any
psychological distress or safety issues for the study par-
ticipants has been approved by HREC. This includes but
is not limited to: (a) clear information in the Participant
Information and Consent Form about why the study is
being conducted, what it will involve, the potential risks
and burdens of participation, and the opportunity to opt
out of the study at any time; (b) follow-up and psycho-
logical risk assessment for any participants who score at
the clinical cut points on the mental health and suicide
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assessment measures; (c) responding to distress in WOD
or Usual Care conditions; and (d) monitoring and
responding to distress or inappropriate exchanges on the
WhatsApp group.

To maintain wellbeing of research staff and facilita-
tors, training in responding to participant distress (as
described above), comprehensive fieldwork guidelines,
and regular supervision will be provided by the lead
investigator who is a trained psychologist. Regular group
supervision will also provide opportunities to process
concerns in responding to participant distress or safety
concerns, as well as monitoring staff wellbeing.

Data management

All study data will be collected and managed using a
secure web platform, online electronic data capture tools,
hosted at MCRI. All personal and identifying informa-
tion will be kept separate from trial data and linked by
an ID. All data will be password protected and on secure
platform at MCRI. Data will only be accessible by the
research team.

Data analysis

Primary analyses will follow the ‘intention to treat’ (ITT)
principle at the level of the individual participant. In the
ITT analysis participants are compared according to the
group to which they were randomly allocated, regardless
of participants’ compliance or withdrawal from the trial.
Analysis of the primary outcome and all secondary out-
comes will be done using generalised linear mixed effects
models, with WOD group assigned as a random effect.
The geographic location stratification variable, LGA,
will be included in the model. For the primary analysis,
the model based mean K10 score in each trial arm will
be compared at 10weeks and at the 6-month follow-up
(primary outcome). Model-based effect estimates will
be reported along with 95% confidence intervals. Binary
endpoints will be analysed using generalised estimating
equations, with WOD group as random effect and strati-
fied by LGA. No interim analyses will be conducted.

Health economics analysis

Costs of administering WOD (staff time to run groups
based on number and duration of groups, training,
materials, supervision, gym, travel) will be estimated
drawing on the study protocol, administrative records
and budgets. Analysis of costs will also include costs
associated with the treatment of depression and anxiety
from linked administrative data providing information
on mental health care visits and prescriptions and from
self-report of healthcare use. Quality of life between
groups will be compared using AQoL-8D scores at
baseline and 6-month follow-up. Self-reported impacts
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of poor mental health on employment and lost time
from work will also be analysed to assess productivity
impacts. The incremental cost-effectiveness ratio at the
6-month follow-up period will be calculated in terms of
cost per quality-adjusted life year (QALY) and cost per
primary outcome (K10) change. If there are significant
differences in outcomes between control and treat-
ment groups at follow-up, a decision analytic model
will be used to extend the analysis to long-term impacts
by modelling cost-effectiveness drawing on existing
depression long-term simulation models. We will esti-
mate the public healthcare budget impact of WOD
under different scales of roll-out, including roll-out
in Early Parenting Centres in Victoria and potentially
Australia. Costs and outcomes will be discounted at 5%,
and sensitivity analyses will be performed to determine
the impact of changes to key parameters. The model
will be extended to take into account the distribution of
costs and benefits across the population to determine
the impact of the intervention on equity.

Discussion

This study will determine whether a facilitated peer sup-
port group intervention for fathers of young children
experiencing mental health difficulties leads to a reduc-
tion in psychological distress and other mental health
symptoms (depression, anxiety, stress and suicidal
ideation) compared with usual care. It will also assess
whether the group intervention leads to improvements
in help-seeking for mental health concerns, social sup-
port and family relationship outcomes. The process and
economic data will inform policy decision making, work-
force development, scalability and the future implemen-
tation of WOD in early parenting and childhood settings.
Given that the trial will be conducted during the COVID-
19 pandemic, flexibility in delivery of WOD using a tele-
health platform may be required. All modifications to the
trial methods and intervention delivery will be reported
with transparency using the CONSERVE statement for
reporting trial modifications due to the COVID-19 pan-
demic and any other extenuating circumstances. The
findings will be disseminated widely via peer reviewed
journals, scientific conferences, professional associations
(e.g., psychology, psychiatry, early parenting, early child-
hood), policy briefs for policymakers and government
departments, and roundtable forums for health profes-
sionals. This is a critical step toward improving oppor-
tunities for early and effective provision of mental health
care to fathers experiencing, or at risk of, mental health
difficulties in the critical early years of their children’s
lives.

Page 10 of 12

Abbreviations

CONSERVE: CONSORT and SPIRIT Extenstions for RCTs Revised in Extenuating
Circumstances; CONSORT: Consolidated Standards of Reporting Trials; EPIS
framework: Exploration, Preparation, Implimentation, Sustainment framework;
ICC: Intracluster correlation; ITT: Intention to treat; LGA: Local government
area; MCRI: Murdoch Children’s Research Institute; QALY: Quality-adjusted life
year; RCT: Randomised control trial; RE-AIM model: Reach, Effectiveness, Adop-
tion, Implimentation, Maintenance model; SPIRIT: Standard Protocol Items:
Recommendations for Intervention Trials; WOD: Working Out Dads.

Acknowledgements

The authors wish to acknowledge the WOD Father Advisory Group for their
feedback on the study procedures and contribution to refining the recruit-
ment materials.

Authors’ contributions

All authors (RG, MS, AF, CH, LW, AC, AG, JR, LL, BO, KE, KT, CG, SB, JM) con-
tributed to the conceptualisation of the trial design and methods. RG was a
major contributor in writing the manuscript. All authors (RG, MS, AF, CH, LW,
AC, AG, JR, LL, BO, KE, KT, CG, SB, JM) read, provided feedback, and approved
the final manuscript. MCRI is the trial sponsor, and can be contacted via the
corresponding author (RG).

Funding

This study is funded by the Australian Government Medical Research Future
Fund Million Minds Mission (targeted call for Suicide Prevention), and sup-
ported by the Victorian Government's Operational Infrastructure Support
Program. These funding bodies do not have a role in the design or conduct of
the study, or preparation of the manuscript. They have not peer reviewed the
study protocol. No funding or assistance has been received from a commercial
organization.

Availability of data and materials
Not applicable.

Declarations

Ethics approval and consent to participate

Ethics approval granted from the Royal Children’s Hospital Human Research
Ethics Committee (Protocol Number: 69411). Written consent from study
participants will be obtained.

Consent for publication
Not applicable.

Competing interests
The authors declare that they have no competing interests.

Author details

"Murdoch Children’s Research Institute, 50 Flemington Road, Parkville, Victoria
3052, Australia. “The University of Melbourne, Parkville, Australia. *LaTrobe Uni-
versity, Bundoora, Australia. “Tweddle Child & Family Health Service, Footscray,
Australia. *The Australian National University, Canberra, Australia. °Baker Heart
& Diabetes Institute, Melbourne, Australia. ’Swinburne University of Technol-
ogy, Hawthorn, Australia. ®Northwestern University, Evanston, IL, USA.

Received: 20 September 2021 Accepted: 11 January 2022
Published online: 12 February 2022

References

1. Giallo R, D'Esposito F, Cooklin A, Christensen D, Nicholson J. Factors
associated with trajectories of psychological distress for fathers across
the early parenting period: a national Australian study. Soc Psychiatry
Psychiatr Epidemiol. 2014;49:1961-71.

2. Giallo R, D'Esposito F, Christensen D, Mensah F, Cooklin A, Wade C, et al.
Father mental health during the early parenting period: results of an
Australian population based longitudinal study. Soc Psychiatry Psychiatr
Epidemiol. 2012;47(12):1907-16.



Giallo et al. BMC Psychiatry

20.

21.

22.

23.

24.

25.

(2022) 22:111

Giallo R, Cooklin A, Zerman N, Vittorino R. The psychological distress of
fathers attending an Australian early parenting Centre for early parenting
difficulties. Clin Psychol. 2013;17(2):46-55.

Sweeney S, MacBeth A. The effects of paternal depression on child

and adolescent outcomes: a systematic review. J Affect Disord.
2016;205:44-59.

Giallo R, Cooklin A, Wade C, D'Esposito F, Nicholson J. Fathers' postnatal
mental health and child well-being at age five: the mediating role of
parenting behavior. J Fam Issues. 2014;35(11):1546-62.

Hawton K, Casanas I, Comabella C, Haw C, Saunders K. Risk factors for sui-
cide in individuals with depression: a systematic review. J Affect Disord.
2013;147(1):17-28.

Goldstein Z, Rosen B, Howlett A, Anderson M, Herman D. Interventions
for paternal perinatal depression: a systematic review. J Affect Disord.
2020;265:505-10.

Tweddle Child & Family Health Service, king a. working out dads facilita-
tor manual. Melbourne: Tweddle Child & Family Health Service; 2021.
Paulson J, Bazemore S. Prenatal and postpartum depression in fathers
and its association with maternal depression. J Am Med Assoc.
2010;303(9):1961-9.

Leach LS, Poyser C, Cooklin AR, Giallo R. Prevalence and course of anxiety
disorders (and symptom levels) in men across the perinatal period: a
systematic review. J Affect Disord. 2016;190:675-86.

. Garfield CF, Duncan G, Rutsohn J, McDade TW, Adam EK, Coley RL, et al. A

longitudinal study of paternal mental health during transition to father-
hood as young adults. Pediatrics. 2014;133(5):836-43.

Rominov H, Giallo R, Whelan T. Fathers' postnatal distress, parenting self-
efficacy, later parenting behaviour and children’s emotional-behavioural
functioning: a longitudinal study. J Fam Psychol. 2016;30:907-17.
Paulson J, Dauber S, Leiferman J. Individual and combined effects of
postpartum depression in mothers and fathers on parenting behavior.
Pediatrics. 2006;118:659-68.

Davis RN, Davis MM, Freed GL, Clark SJ. Fathers'depression related to
positive and negative parenting behaviors with 1-year-old children.
Pediatrics. 2011;127(4):612.

Westrupp E, Rose N, Nicholson J, Brown S. Exposure to inter-parental
conflict across 10 years of childhood: data from the longitudinal study of
Australian children. Matern Child Health J. 2015;19(9):1966-73.

Giallo R, Seymour M, Treyvaud K, Christensen D, Cook F, Feinberg M, et al.
Interparental conflict across the early parenting period: evidence from
fathers participating in an Australian population-based study. J Fam
Issues. 2021;0(0):1-22.

Kane P, Garber J. The relation between fathers'depression and children’s
externalizing and internalizing symptoms and conflict: a meta-analysis.
Clin Psychol Rev. 2004;24:339-60.

Ramchandani P, Stein A, Evans J, O'Connor T. Paternal depression in the

postnatal period and child development: A prospective population study.

Lancet. 2005;365(9478):2201-5.

Ramchandani P, Stein A, O'Connor T, Heron J, Murray L, Evans J. Depres-
sion in men in the postnatal period and later child psychopathol-

ogy: a population cohort study. J Am Acad Child Adolesc Psychiatry.
2008;47(4):390-8.

Australian Bureau of Statistics. Causes of death, Australia. Canberra: ABS;
2020.

Rominov H, Giallo R, Pilkington P, Hamilton D, Whelan T.“Getting help for
yourself is a way of helping your baby”: fathers’ perceived support needs
for mental health and parenting in the perinatal period. Psychol Men
Masculinity. 2018;19:457-68.

Seymour M, Peace R, Wood CE, Jillard C, Evans K, O'Brien J, et al. "We're
in the background": Facilitators and barriers to fathers’engagement and
participation in a health intervention during the early parenting period.
Health Promot J Austr. 2020,32(52):78-86.

Janet Kuramoto S, Brent DA, Wilcox HC. The impact of parental

suicide on child and adolescent offspring. Suicide Life Threat Behav.
2009;39(2):137-51.

Rominov H, Giallo R, Pilkington P, Whelan T. Midwives' perceptions and
experiences engaging fathers in the perinatal period. Women Birth.
2017;30:308-18.

Lee JY, Knauer HA, Lee SJ, MacEachern MP, Garfield CF. Father-inclusive
perinatal parent education programs: a systematic review. Pediatrics.
2018;142(1):1-18.

26.

27.

28.

29.

30.

31

32.

33

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44,

45.

46.

47.

48.

Page 11 of 12

Rominov H, Pilkington P, Giallo R, Whelan T. A systematic review of inter-
ventions targeting paternal mental health in the perinatal period. Infant
Ment Health J. 2016;37:289-301.

Berk M, Dodd S, Henry M. The effect of macroeconomic variables on
suicide. Psychol Med. 2006;36:181-9.

Cherpitel C, Borges G, Wilcox H. Acute alcohol use and suicidal behavior:
a review of the literature. Alcohol Clin Exp Res. 2004;28(5):185-28S.
Seymour M, Dunning M, Cooklin A, Giallo R. Socio-ecological factors
associated with fathers'wellbeing in the early parenting period. Clincial.
Psychologist. 2014;18:63-73.

Giallo R, D'Esposito F, Cooklin A, Mensah F, Lucas N, Wade C, et al. Psycho-
social risk factors associated with fathers’mental health in the postnatal
period: results from a population-based study. Soc Psychiatry Psychiatr
Epidemiol. 2013;48:563-73.

Player M, Proudfoot J, Fogarty A, Whittle E, Spurrier M, Shand F, et al.
What interrupts suicide attempts in men: a qualitative study. PLoS One.
2015;10:e0128180.

Struszczyk S, Galdas P, Tiffin P.Men and suicide prevention: a scoping
review. J Ment Health. 2019;28:80-8.

Giallo R, Dunning M, Gent A. Attitudinal barriers to help-seeking and
preferences for mental health support among Australian fathers. J Reprod
Infant Psychol. 2017,35:236-47.

Hunter RF, de la Haye K, Murray JM, Badham J, Valente TW, Clarke M, et al.
Social network interventions for health behaviours and outcomes: a
systematic review and meta-analysis. PLoS Med. 2019;16(9):e1002890.
Latkin CA, Knowlton AR. Social network assessments and interventions
for health behavior change: a critical review. Behav Med. 2015;41(3):90-7.
Giallo R, Williams L, Evans K. A pilot evaluation of "'Working Out Dads": pro-
moting father mental health and parental self-efficacy. J Reprod Infant
Psychol. 2018;36:421-33.

Giallo R, Williams LA, Seymour M, Jillard C, Peace R, O'Brien J, et al."Work-
ing Out Dads'to promote men's mental and physical health in early
fatherhood: a mixed-methods evaluation. Journal of family. Studies.
2020:1-22.

Glasgow R, SH, Gaglio B, Rabin B, Smith M, Porter G, et al. RE-AIM planning
and evaluation framework: adapting to new science and practice with a
20-year review. Front Public Health. 2019;7:64.

Moullin JC, Dickson KS, Stadnick NA, Rabin B, Aarons GA. Systematic
review of the exploration, preparation, implementation, sustainment
(EPIS) framework. Implement Sci. 2019;14(1):1.

Giallo R, Cooklin A, Nicholson J. Risk factors associated with trajectories
of mothers'depressive symptoms across the early parenting period: an
Australian population based longitudinal study. Arch Womens Mental
Health. 2014;17(2):115-25.

Kessler R, Barker P, Cople L, Epstein J, Gfroerer J, Hiripi E, et al. Screening
for serious mental illness in the general population. Arch Psychiatry.
2003;60:184-9.

Sheehan DV, Lecrubier Y, Sheehan KH, Amorim P, Janavs J, Weiller E, et al.
The Mini-international neuropsychiatric interview (M.LN.L): the develop-
ment and validation of a structured diagnostic psychiatric interview for
DSM-IV and ICD-10. J Clin Psychiatry. 1998;59(Suppl 20):22-33 quiz 4-57.
van Spijker BA, Batterham PJ, Calear AL, Farrer L, Christensen H, Reynolds
J, etal. The suicidal ideation attributes scale (SIDAS): community-based
validation study of a new scale for the measurement of suicidal ideation.
Suicide Life Threat Behav. 2014;44(4):408-19.

Lovibond P, Lovibond S. The structure of negative emotional states:
Comparision of the depression, anxiety, stress scales (DASS) with the Beck
depression and anxiety inventories. Behav Res Ther. 1995;33:335-43.
Ware JE, Sherbourne C. The MOS 36-Item short-form health sur-

vey (SF-36): I. conceptual framework and item selection. Med Care.
1992,30(6):473-83.

Mansfield AK, Addis ME, Courtenay W. Measurement of men'’s help seek-
ing: development and evaluation of the barriers to help seeking scale.
Psychol Men Masculinity. 2005;6(2):95-108.

Meadows G, Harvey C, Fossey E, Burgess P. Assessing perceived need

for mental health care in a community survey: development of the
perceived need for care questionnaire (PNCQ). Soc Psychiatry Psychiatr
Epidemiol. 2000;35(9):427-35.

Crn¢ec R, Barnett B, Matthey S. Development of an instrument to

assess perceived self-efficacy in the parents of infants. Res Nurs Health.
2008;31(5):442-53.



Giallo et al. BMC Psychiatry ~ (2022)22:111 Page 12 of 12

49. Driscoll K, Pianta RC. Mothers’and fathers' perceptions of conflict and
closeness in parent-child relationships during early childhood. J Early
Childhood Infant Psychol. 2011;7:1-24.

50. Gilbert BC, Shulman H, Fischer L, Rogers M. The pregnancy risk assess-
ment monitoring system (PRAMS): methods and 1996 response rates
from 11 states. Matern Child Health J. 1999;3:199-200.

51. Hawthorne G, Osborne R. Population norms and meaningful differences
for the assessment of quality of life (AQoL) measure. Aust N Z J Public
Health. 2005;29:136-42.

52. Orkin AM, Gill PJ, Ghersi D, Campbell L, Sugarman J, Emsley R, et al.
Guidelines for reporting trial protocols and completed trials modified
due to the COVID-19 pandemic and other extenuating circumstances:
the CONSERVE 2021 statement. JAMA. 2021;326(3):257-65.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions . BMC




	Working out dads (WOD): a study protocol for a randomised controlled trial of a group-based peer support intervention for men experiencing mental health difficulties in early fatherhood
	Abstract 
	Background: 
	Methods: 
	Discussion: 
	Trial registration: 

	Background
	Mental health difficulties and their effects in early fatherhood
	Interventions for fathers with mental health difficulties in the early parenting period
	Working out dads: a group-based peer support intervention
	Aims and hypotheses

	Methodsdesign
	Overall study design and approach
	Consumer involvement and engagement
	Study setting and recruitment
	Screening & inclusionexclusion criteria
	Sample size
	Randomisation
	Intervention content, delivery and training
	Content and delivery
	Training

	Usual care
	Follow-up
	Measures
	Process evaluation
	COVID-19 pandemic safety measures and contingency planning
	Risk and safety management
	Data management
	Data analysis
	Health economics analysis

	Discussion
	Acknowledgements
	References


