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ABSTRACT
Introduction Poverty and deprivation can harm children’s 
future health, learning, economic productivity and societal 
participation. The Australian Healthier Wealthier Families 
project seeks to reduce the childhood inequities caused by 
poverty and deprivation by creating a systematic referral 
pathway between two free, community- based services: 
universal, well- child nursing services, which provide health 
and development support to families with children from 
birth to school entry, and financial counselling. By adapting 
the successful Scottish ‘Healthier Wealthier Children’ 
model, the objectives of this Australian pilot are to test the 
(1) feasibility of systematising the referral pathway, and 
(2) short- term impacts on household finances, caregiver 
health, parenting efficacy and financial service use.
Methods and analysis This pilot randomised controlled 
trial will run in three sites across two Australian states 
(Victoria and New South Wales), recruiting a total of 180 
participants. Nurses identify eligible caregivers with a 
6- item, study- designed screening survey for financial 
hardship. Caregivers who report one or more risk factors 
and consent are randomised. The intervention is financial 
counselling. The comparator is usual care plus information 
from a government money advice website. Feasibility 
will be evaluated using the number/proportion of 
caregivers who complete screening, consent and research 
measures, and access financial counselling. Though 
powered to assess feasibility, impacts will be measured 
6 months post- enrolment with qualitative interviews and 
questionnaires about caregiver- reported income, loans 
and costs (adapted from national surveys, for example, 
the Household, Income and Labour Dynamics in Australia 
Survey); health (General Health Questionnaire 1, EuroQol 
five- dimensional questionnaire, Depression, Anxiety, Stress 

Scale short- form); efficacy (from the Longitudinal Study 
of Australian Children); and financial service use (study- 
designed) compared between arms.
Ethics and dissemination Ethics committees of the 
Royal Children’s Hospital (HREC/57372/RCHM-2019) and 
South West Sydney Local Health District (2019/ETH13455) 
have approved the study. Participants and stakeholders 

Strengths and limitations of this study

 ► ‘Healthier Wealthier Families’ is the first Australian 
study to evaluate the feasibility of a systematic re-
ferral pathway between universal healthcare and 
community- based financial counselling for families 
of young children experiencing financial hardship.

 ► Delivery in three sites across two Australian states 
(Victoria and New South Wales) will enable great-
er scalability to different community and service 
contexts.

 ► Prioritisation of families and children who are of-
ten missed from services and research, by using 
flexible data collection strategies and working with 
interpreters.

 ► As feasibility is the primary outcome of interest, the 
study is not powered to demonstrate efficacy and 
rather will inform a large- scale effectiveness trial.

 ► The programme logic acknowledges that the im-
pacts of poverty on children are mediated through 
parental capacity and well- being; however, given 
the short follow- up period and small sample size, 
child impacts are measured qualitatively through 
interviews.
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will receive results through regular communication channels comprising 
meetings, presentations and publications.
Trial registration number ACTRN12620000154909; prospectively 
registered. Pre- results.

INTRODUCTION
Childhood poverty and Australia’s social welfare system
The first years of life are a critical developmental period 
when children living in or on the verge of poverty are 
the most vulnerable to its detrimental impacts on future 
health and well- being, cognitive development, educa-
tional attainment, employment and societal participa-
tion.1 2 Before the coronavirus disease 2019 (COVID-19) 
pandemic, one in six Australian children was already 
living in poverty (defined as living below 50% of median 
household income), and one in three was deprived of 
basic health essentials like adequate fruits and vegeta-
bles.3–6 Ten per cent of children experienced multiple 
deprivations or were excluded from activities widely 
regarded as essential, such as medical and dental treat-
ment, insurance, housing and emergency savings.3–6

In April 2020, as a result of the government restric-
tions enacted to control the spread of COVID-19, the 
Australian Bureau of Statistics estimated that 2.7 million 
Australians (almost 20% of the working population) lost 
their jobs or hours of work.7 8 Many of these Australians 
are caregivers to young children who are disproportion-
ately likely to experience multiple material deprivations.9 
This is especially true for children living in young or 
one- parent households, with an experience of disability 
or chronic disease, Aboriginal communities or families 
who do not speak English.9 There is strong international 
evidence that household financial resources impact child 
health and development outcomes, although the under-
lying mechanisms are complex.10 Protecting households 
from income poverty and increasing family finances are 
key strategies for promoting children’s opportunities and 
life chances.10

Australia has a complex social welfare system. Intended 
as a social safety net, it offers a range of support to 
families incorporating cash transfers, income support 
payments, tax concessions, and a variety of community 
services delivered by federal and state governments. This 
includes new (temporary) income benefits and services 
that were rapidly established in response to the COVID-19 
pandemic. However, many families face barriers to enti-
tlements, services and supports due to reasons including 
low financial literacy, lack of awareness of the assistance 
available, the complex application processes involved and 
the perceived stigma of receiving assistance.11 12 These 
families are also at risk of being targeted by high- cost and 
harmful debt services, gambling providers and pay- day 
lenders.13 The failure of Australia’s policies and services 
to ameliorate childhood poverty is reflected in its preva-
lence, which has remained between 14% and 18% since 
the 1990s.4

The potential benefits of financial counselling
Financial counselling is a promising component of the 
Australian policy response to increase household income 
and reduce material deprivation. Services are available to 
low- income households at no cost through non- profit and 
community organisations, funded by state and federal 
governments.14 15 Financial counsellors can help clients 
overcome barriers to the services and supports available 
by helping them understand their legal rights and enti-
tlements, negotiate and manage debt, avoid bankruptcy, 
prevent litigation and, when necessary, referring to other 
services such as community legal aid, housing support or 
personal (eg, mental health), family (eg, violence) and 
gambling supports.16 17 Some Australian financial coun-
selling services also provide financial education to build 
an individual’s capacity to understand money and make 
sound financial decisions (eg, 18).

Clients of financial counselling in Australia report 
significant short- term benefits, such as debt consolida-
tion and waivers, and uptake of welfare entitlements.17 19 
A recent evaluation of a community non- profit service 
reported that over two- thirds of clients had avoided 
legal action, accessed creditor hardship programmes, 
and felt their financial situations and literacy had 
improved.20 Importantly, 63% reported improvement 
in mental and emotional well- being, and 45% indicated 
that their relationships with their families and children 
had improved.20 It is estimated that timely access to this 
assistance delivers a cost–benefit of $5 saved for every 
$1 invested in financial counselling programmes.21 
International research shows that providing people with 
information about their eligibility for social welfare, 
and assistance navigating applications and services, can 
increase both the uptake of benefits and net income.22–24 
Importantly, this assistance makes the greatest differ-
ence for the people experiencing the highest levels of 
social adversity.22–24

Despite these benefits, financial counselling remains a 
relatively niche service that is unknown to many Austra-
lians. Financial counsellors are different from financial 
planners, credit service providers or debt consolidators, 
who can recommend and sell specific financial products 
and charge fees for services. To legally practise, finan-
cial counsellors require accreditation membership with 
a state- based professional financial counselling associa-
tion, and completion of a supervised training period and 
ongoing professional and personal development. Refer-
rals to financial counselling are typically made from social 
workers in health organisations or by clients who gain 
awareness of the services and self- refer, and made during 
periods of acute financial crisis.25 The services are not 
systematically linked with or integrated into other service 
platforms such as health or education, which means the 
sector is missing a critical opportunity for delivering 
much- needed preventative and early intervention finan-
cial support.
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Using healthcare to identify and respond to poverty and 
deprivation
Healthcare is recognised as a promising avenue for iden-
tifying and responding to poverty and deprivation.26–30 
Likewise, financial and money advice services offer poten-
tial for shifting the physical and mental health burdens 
that commonly occur with, and are exacerbated by, finan-
cial hardship.31 In Scotland, the National Health Service 
in Greater Glasgow and Clyde (NHSGGC) has been cham-
pioning the use of primary healthcare for promoting 
financial inclusion and reducing the structural inequities 
that lead to poor physical and mental health for families 
and children.32 In 2010, the NHSGGC established the 
‘Healthier Wealthier Children’ (HWC) programme to 
create new information and referral pathways between 
the early years health workforce (midwives and health 
visitors) and money advice workers.33

Initially, the HWC project was delivered in 10 Glasgow 
communities between November 2010 and March 2012, 
providing personalised financial counselling to preg-
nant women and families with young children, including 
information on welfare entitlements, income maximis-
ation, debt reduction, savings accounts and mentored 
loans.33 In 2012, HWC was evaluated for its economic and 
social impact. Of 2516 families referred, 1347 accessed 
the programme, and the resulting monetary gain for 
women and families totalled £3 million. The authors 
reported positive spill- over effects including improved 
health, housing and quality of life.33 Implementation of 
the service model has been sustained and integrated into 
the Scottish Government policy to reduce poverty since 
formal project closure in 2013. As of December 2019, the 
programme has resulted in a cumulative total of 24 470 
referrals and £34 699 481 total financial gain for women 
and families.34

The HWC model shows the increased income and 
well- being that a systematic referral pathway between 
healthcare and social welfare can generate for families 
and young children.29 This is consistent with the broader 
body of literature showing that welfare advice and income 
maximisation programmes delivered through health-
care can create financial benefits for people with low 
income.30 35 However, no studies have replicated the HWC 
model using universal healthcare for families with young 
children, and the model is yet to be rigorously evaluated 
via randomised controlled trial (RCT) design. Systematic 
reviews of the published literature highlight both the 
limited quantitative research investigating the impact of 
welfare advice on health and social outcomes,35–37 as well 
as the poor quality or lack of data investigating whether 
health services can be harnessed to change individuals’ 
social or economic outcomes.26 38

The current study
To develop this evidence, the current study—‘Healthier 
Wealthier Families’ (HWF)—will adapt the Scottish HWC 
model for the Australian context by linking universal, 
community- based, well- child nursing services that 

specifically support families with young children from 
birth to school entry (known as Child and Family Health 
(CFH)) with community- based financial counselling 
services. Despite the well- established impacts of poverty 
on children’s lifelong health and well- being, no Austra-
lian CFH service at the state or territory level systemat-
ically asks about or responds to poverty or deprivation. 
The need for a universal response to financial hardship 
will only increase as the negative impacts of COVID-19 on 
family finances and mental health unfold.

The study design is a pilot RCT comparing referral 
to a financial counselling service (the intervention) 
with money advice information that is freely available 
on the independent and government- funded website 
‘MoneySmart’ (the comparator/control). The primary 
objective is to test the feasibility of systematising the identi-
fication and referral pathway between the CFH and finan-
cial counselling services for families of young children 
at risk of or experiencing poverty and deprivation. This 
primary outcome is assessed with uptake data, and not a 
between- groups comparison of the RCT. The secondary 
objectives are to explore the short- term impacts of the 
intervention on household finances, caregiver health, 
parenting efficacy and use of financial services, and will 
be evaluated via a superiority trial design with two parallel 
groups and a primary endpoint at 6 months (noting the 
sample size is designed to test feasibility and underpow-
ered to test efficacy), in conjunction with qualitative 
interviews.

This feasibility RCT is a first step toward a definitive 
multisite effectiveness trial to examine whether the HWF 
intervention could reduce the impact of poverty and 
deprivation for Australian families when delivered at 
scale. While the pilot was not originally planned with the 
COVID-19 pandemic in mind, the catastrophic effects of 
the pandemic on family finances and well- being mean 
it is increasingly important to refine the feasibility and 
processes of this potential intervention.

METHODS AND ANALYSIS
The protocol is written adhering to the Standard Protocol 
Items: Recommendations for Interventional Trials guide-
lines (see online supplemental file). The research collab-
orators use an ongoing process review following quality 
improvement principles to refine the protocol. Notably, 
this feasibility trial is adapting to the changing social 
restrictions resulting from the COVID-19 pandemic, 
which differ across Australia. Table 1 presents the trial 
overview.

Study setting
This feasibility RCT is conducted in three Australian local 
government areas. These include two rapidly growing 
Victorian areas, one regional and one metropolitan in 
the capital city of Melbourne, and one metropolitan area 
in Sydney, the capital city of New South Wales. Partici-
pants are recruited from the free and universally available 
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Table 1 Overview of the Healthier Wealthier Families pilot randomised controlled trial (RCT)

  Randomisation unit Individual

  Sample size Each of the three sites anticipates enrolling 60 participants (30 per arm). The total target sample size 
is therefore 180 participants (90 per arm) with an anticipated 135 (75%) providing 6- month data. As 
reported by Teare et al, who assessed the sample size requirements of external pilot RCTs, this sample 
size will be sufficient to estimate the critical parameters of continuous or binary primary outcomes for 
the definitive RCT (of n=70/120 for continuous/binary outcomes), including poverty or poor parental 
mental health.46 The sample size was chosen pragmatically and in discussion with the participating 
sites as being possible relative to the study duration.

  Intervention arm Financial counselling

  Control arm Usual care plus money advice information

  Inclusion criteria  ► The parent or caregiver of a young child aged from birth to 5 years old.
 ► A client of the participating CFH services.
 ► Living inside the geographical boundaries serviced by the participating financial counselling organisations.
 ► Reporting at least one risk factor for financial hardship, as screened by the CFH nurse (see box 1).

The research is designed to include families with low literacy and who speak languages other than 
English. All communication can be conducted by phone or video, and interpreters are engaged to 
support families as required/requested. Due to the constraints of the pilot funding and resources, 
participating caregivers in the culturally diverse NSW site need to be fluent in at least one of the four 
most common languages: English, Arabic, Assyrian and Vietnamese.47 The main study documents will 
also be translated into these languages to increase engagement with potential participants.

  Exclusion criteria Participants meeting any of the following criteria at screening or enrolment are excluded from the pilot 
study:

 ► Do not comprehend the recruitment invitation using phone/video communication and interpreters as required/
requested (eg, due to substantial cognitive disability).

 ► Already enrolled and assigned a research participant ID.
 ► Have no mechanism for contact (telephone or email).
 ► Already an active client in a financial counselling service.

Participants identified as high risk for high- impact consequences (ie, assets or income at immediate 
risk, loss of accommodation or loss of access to essential utilities likely) are not randomised; this 
group (termed ‘priority 1’) is referred directly to financial counselling. For those who consent, research 
data are collected to inform the feasibility of the study.

  Outcome of 
feasibility trial for 
progressing to large- 
scale trial

  (Stop–Go criteria)

Definite Go (‘green light’) defined as:
 ► ≥50% of eligible participants consenting to pilot trial.
 ► ≥60% of those in the intervention arm receiving the intervention.
 ► ≥60% retention of consented participants to 6- month follow- up questionnaire.

Definite Stop (‘red light’) defined as:
 ► <30% of eligible participants consenting to pilot trial.
 ► <30% of those in the intervention arm receiving the intervention.
 ► <30% retention of consented participants to 6- month follow- up questionnaire.

  Primary outcome: 
feasibility

Number/proportion of:
 ► Potential participants who agree to complete screening survey (nurse report based on service records).
 ► Eligible clients who consent to participate (nurse and study records).
 ► Intervention participants who access, attend and complete the financial counselling intervention (financial 
counsellor report, participant report).

 ► Participants who complete the 6- month follow- up data collection questionnaire (collected by phone or in 
person) (study completion records).

  Secondary 
outcomes: impact

Measured at 3 and 6 months post- enrolment via participant report:
1. Household income, sources of income and types of loans, measured using questions adapted from the 

Household, Income and Labour Dynamics in Australia (HILDA)39 Survey and Longitudinal Study of Australian 
Children (LSAC).40

2. Meeting household costs, using questions adapted from the HILDA39 Survey, Australian Research Alliance for 
Children and Youth Nest Survey,3 and Community Understanding of Poverty and Social Exclusion Survey.41

3. Caregiver general health, measured using the General Health Questionnaire 148 49 and the EuroQol five- 
dimensional questionnaire.43 50

4. Caregiver mental health, measured using Depression, Anxiety, Stress Scale short- form.51

5. Parenting efficacy, using questions from the LSAC.40

6. Use of financial services, measured with study- designed questions.
And at 6 months post- enrolment via interview:
7. Nurse, financial counsellor and caregiver views on the feasibility of the research processes, and impacts on 

caregivers and children.

Continued
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CFH nursing services (also known as the Maternal and 
Child Health service in some states), which are governed 
at the state and local levels. Nurses in both states work 
with interpreters by phone or in person for appointments 
with families who speak languages other than English. 
Figure 1 presents the study timeline.

Interventions
The purpose of financial counselling intervention is to 
help each family maximise their income, reduce debt and 
help with budgeting. Thus, the intervention is tailored 
to a participant’s personal and financial needs. Before 
the COVID-19 pandemic, financial counsellors typically 
worked with clients over the phone or at the counsellors’ 
offices. In some instances of access issues, they visited a 
client in their home. During the COVID-19 pandemic, 
the participating financial counsellors predominately 
deliver their services via phone. For non- English- speaking 
clients, it is usual practice for the financial counsellors 
to deliver the service via a multilingual counsellor, or in 
conjunction with an independent telephone interpreter.

Following allocation to the intervention, a referral with 
the participant’s contact information is emailed to the 
financial counsellor intake address, and a financial coun-
sellor is assigned. The participant is contacted to arrange 
the first intervention appointment, which includes 
confirming contact and demographic details; ascertaining 
capacity to make financial decisions; discussing and priori-
tising financial needs; and planning for working together. 
Clients are asked to gather and send paperwork to finan-
cial counsellors or external agencies and are assisted by 

the financial counsellor to complete forms in a timely and 
accurate manner. Financial counsellors often contact and 
negotiate with creditors on a client’s behalf. Each partic-
ipant has as many visits with the financial counsellor as 
they need; these are scheduled together and confirmed 
by phone calls and text messages.

The comparator is usual care plus money advice that 
is freely available on the federally funded Australian 
Securities and Investments Commission’s MoneySmart 
website (the control). MoneySmart provides objective, 
plain- language advice developed by financial counsellors 
on a comprehensive range of debt, budgetary manage-
ment and financial literacy topics, and selected resources 
are available in multiple languages. MoneySmart outlines 
methods and contact details for further financial, legal 
and crisis support; this includes the National Debt Help-
line, a free hotline which links callers to a local financial 
counselling service. MoneySmart is commonly used by 
Australian financial counsellors to advise clients. While 
the comparator offers valuable but passive information 
via a website, it is distinct from the intervention, which 
operationalises this information for eligible families by 
tailoring support to their immediate financial needs and 
challenges.

Recruitment and consent
Potential participants are individuals who have an 
appointment with a participating CFH nurse and fulfil 
the eligibility criteria (figure 2). The nurse managers 
(study partners) select the nurses and centres who 
conduct screening. Participating nurses complete a short 
screening survey with clients at their appointments. Box 1 
describes the screening items which were co- designed by 
the HWF collaborating partners. Items were drawn from 
national and local datasets describing the characteristics 
most likely to identify families with young children who 
are at risk of or experiencing poverty and deprivation.39–41

If the screening survey shows that a client is eligible for 
the study, the nurse mentions this and asks if the client 
would like more information. If a client agrees, nurses 
note this, check and record the client’s contact informa-
tion on the survey form, and explain that they will pass 
the client’s contact details onto the research team who 
will contact them. If a client says no, nurses record a 
reason where one is provided and return the screening 
data to the research team without recording the client’s 
identifying information. Surveys are collected until the 
necessary sample size for each site is reached or the 
recruitment period ends.

Figure 1 Participant timeline. t1: within 2 weeks post- 
enrolment; t2: 3 months post- enrolment; t3: 6 months post- 
enrolment.

  Randomisation 
procedure

A statistician prepares the randomisation schedule using block randomisation. Participants are 
randomly assigned to either control or intervention arm with a 1:1 allocation following a computer- 
generated randomisation schedule stratified by site, using permuted blocks.

  Blinding (masking) The researchers assessing the outcomes and analysing the data are blind to randomisation status.

CFH, Child and Family Health; NSW, New South Wales.

Table 1 Continued

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2020-044488 on 21 M

ay 2021. D
ow

nloaded from
 

http://bmjopen.bmj.com/


6 Price AMH, et al. BMJ Open 2021;11:e044488. doi:10.1136/bmjopen-2020-044488

Open access 

Eligible clients are welcomed to the study by the 
research team via phone call or email within a week of 
the team receiving the screening survey. Over the phone, 
a researcher introduces the study and answers any ques-
tions that potential participants have about the study. 

Interpreters are engaged for phone calls and visits as indi-
cated on the screening survey or identified during phone 
calls. The study welcome email includes the Participant 
Information and Consent Form (PICF) and enrolment 
questionnaire. Participants can provide informed consent 
by: (1) clicking the relevant consent link on the electronic 
version and following the database prompts; (2) signing 
the electronic version and returning to the study email 
or by post, (3) verbally on the phone or by video link, or 
when face- to- face visits are possible and safe, (4) signing 
the hardcopy in person with the researcher.

Allocation, concealment and implementation
Participants are randomised using a study- designed, 
online, central randomisation service that stratifies by site. 
Randomisation occurs only after a participant provides 
informed consent, the eligibility of the participant is 

Figure 2 Participant journey.

Box 1 Financial hardship risk factors for eligibility

Item 1. No one in household currently has a paid job.
Item 2. The family does not have at least $500 in savings for an emer-
gency today.
In the last year, because of money pressure, the respondent missed or 
put off:
Item 3. Mortgage or rent repayments.
Item 4. Paying electricity, gas, water bills.
Item 5. Buying prescription medicines.
Item 6. Paying home or car insurance.
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confirmed and enrolment is complete. The randomisa-
tion schedule is securely stored by the site- specific rando-
misation programme and concealed by the statistician 
engaged by the research study for this purpose.

Blinding
The researchers responsible for data collection and data 
analysis are blinded to treatment allocation. Participants 
are asked not to disclose their randomisation status during 
data collection questionnaires. Where a researcher is 
unblinded, this is recorded by the manager for consider-
ation in the impact analyses.

The research partners who are not blinded include: 
the research managers and participants who are aware 
of randomisation to enable allocation and intervention 
delivery. The financial counsellors are informed who the 
intervention participants are but do not know who the 
control participants are, unless control participants seek 
the services of a financial counsellor themselves (as can 
happen in usual care), and disclose participation in the 
research study. The nurses are not informed of alloca-
tion but may become aware if participants disclose it, or 
the research team seeks a nurse’s advice to respond to a 
support issue involving the participant.

Quantitative data collection methods
The processes are designed to carefully and respectfully 
consider the needs of participants who may have complex 
lives or low English proficiency, for whom more research 
effort is necessary to contact, recruit and retain.42 The 
pilot therefore includes a range of options for consent 
and data collection, including online, by phone, by video 
link or by post, and with support from interpreters. Where 
it is safe, questionnaires can also be completed with 
participants in their homes. Participants will be invited 
to complete follow- up questionnaires at 3 and 6 months 
post- enrolment to assess the primary and secondary 
outcomes described in table 1. At the same time points, 
financial counsellors will be invited to complete a fidelity 
questionnaire for each intervention client to assess the 
goals initially set; frequency of participant contact and 
compliance; specific activities and advice delivered; and 
known changes in participant financial status.

Qualitative data collection methods
At 6 months post- enrolment, following collection of the 
6- month follow- up questionnaire, a stratified subsample 
of caregivers (8–10 across both trial arms in each site) 
representing partnered and sole parents, cultural diversity 
and those with lower or higher numbers of risk factors for 
financial hardship, CFH nurses (one to four per site) and 
financial counsellors (one to four per site), who consent 
to interview, will be purposefully chosen to complete a 
30- minute semistructured interview by phone/video. 
Families and financial counsellors will be asked for their 
perceptions of financial supports (including the inter-
vention) used during the study period, and the impacts 
on families and children. Nurses will be asked for their 

perceptions of screening and recruitment processes for 
identifying and engaging families who could benefit from 
financial counselling.

Data management
All participants are assigned a unique numerical identi-
fier for use throughout the study. Secure electronic data-
bases record all participant data. Hardcopy materials that 
cannot be transferred to electronic documents are stored 
in locked cabinets. Only project staff directly involved in 
the analysis of the data have access to data. All project data 
are stored for the required period, that is, indefinitely if 
the participant consents to providing their data for data 
pooling or, otherwise, for 15 years after the completion 
of the study. After that time, hardcopy materials are 
destroyed by shredding, and any password- protected elec-
tronic archives are permanently deleted.

Statistical analysis methods
Baseline characteristics of participating families will be 
described for each trial arm using the mean, median and 
IQR for continuous data and proportions for categor-
ical data. Primary outcomes are the feasibility measures 
described in table 1 and will be assessed descriptively. 
Secondary outcomes are the impact measures in table 1 
and will be described by treatment arm. As this is a feasi-
bility pilot, the sample size is not calculated to have suffi-
cient power to detect between- groups differences in the 
secondary outcomes. Rather, we will explore impact and 
inform the sample size for a large- scale RCT by comparing 
groups using the t- test and non- parametric tests for contin-
uous data and the Χ2 test for categorical data. Austra-
lian valuation weights for the EuroQol five- dimensional 
questionnaire will be applied to generate health utility 
scores,43 and the incremental difference between trial 
arms estimated. Linear and logistic regression modelling 
will be conducted to test group differences adjusting for 
basic baseline characteristics identified a priori (where 
the model allows), which may differ between sites and 
group allocation; for example, participant gender, age, 
mental health and sociodemographic characteristics. All 
regression analyses will be adjusted for study site in line 
with the stratification of the study randomisation. The 
only subgroup analysis planned is to describe the partic-
ipants identified as priority 1 (high- risk) who are not 
included as RCT participants but do continue as research 
participants. Their data will be described using the above 
methods.

Qualitative analysis methods
Semistructured interviews will be audio- recorded and 
transcribed using Rev software or Zoom transcrip-
tion function. Transcriptions will be reviewed by the 
researcher for accuracy. Data will be entered into NVivo 
for management, will be thematically coded with constant 
comparison between transcripts and analysed using 
Braun et al’s 6- phase reflexive approach.44 These data will 
be used to develop and refine the HWF programme logic 
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and protocol, with the broader goals of maximising the 
programme feasibility and effectiveness for the large- scale 
trial.

Patient and public involvement
Before screening or intervention delivery commences, 
the nurses and financial counsellors ask non- participant 
clients for feedback on the screening tool and trial goals, 
which is integrated into the study processes. As part of the 
trial’s ongoing process review, the researchers, nurses and 
financial counsellors seek consumer feedback on the trial 
processes to understand and refine the feasibility of the 
study processes.

Data monitoring and auditing
The HWF Advisory Groups incorporate key stakeholders 
and experts to direct and advise on the technical design, 
implementation and interpretation of the feasibility 
trial. No data monitoring committee is needed due to 
the minimal risks of the research. No audits are planned, 
although the governing ethics committees may audit 
this research as part of their own processes. No interim 
analyses or stopping rules will be applied, although the 
pilot may be terminated early if recruitment or inter-
vention delivery is not feasible due to social interven-
tions resulting from COVID-19 or another epidemic or 
catastrophe.

Table 1 describes the Stop–Go criteria to progress 
from the pilot to large- scale RCT. These criteria are 
informed by nurses’ and financial counsellors’ advice on 
anticipated recruitment and intervention delivery, the 
challenges posed to service delivery by the COVID-19 
pandemic (such as the rapid transitioning from face- to- 
face to phone appointments, and the barriers to access 
that these changes can create for eligible families), and 
the team’s experience conducting longitudinal and inter-
vention research with families experiencing adversity.42 
Areas that are amenable to change before a large- scale 
trial will be investigated as highlighted by Charlesworth et 
al,45 through the qualitative study.

Managing potential harms
Adverse events are recorded from the time the partic-
ipant completes informed consent until 30 days after 
the last study visit. It is anticipated that adverse events 
will most likely relate to psychosocial, substance abuse, 
home safety and child protection issues. The HWF Safety 
and Communication Protocol provides researchers with 
a structured set of responses to participant- disclosed 
risks including support needs, safety related and emer-
gencies. Support and debriefing for research staff are 
provided by the investigators and employee assistance 
programmes. Where an incident that requires a child 
protection notification occurs during a nurse or finan-
cial counsellor visit, the nurses and financial counsellors 
will respond in accordance with their local mandatory 
reporter guidelines.

ETHICS AND DISSEMINATION
The study is approved by the Human Research 
Ethics Committees of the Royal Children’s Hospital 
(HREC/57372/RCHM-2019), and South West Sydney 
Local Health District (2019/ETH13455). A condition of 
approval is that any proposed amendments to the project, 
including changes to the protocol, PICF and participant 
materials are submitted to the governing HRECs for 
approval before use. Protocol amendments are reflected 
in trial registry updates. The managerial research staff 
make safety and progress reports to the HRECs at least 
annually and within 3 months of study termination or 
completion at each site.

Confidentiality
Participant confidentiality is strictly held in trust by the inves-
tigators, research staff, and the sponsoring institutions and 
their agents, and is extended to cover clinical information 
relating to participants. No information concerning the 
study or data is released to any unauthorised party without 
prior written approval of the sponsoring institution. Inves-
tigators and students have access to the dataset via permis-
sions maintained by the data managers.

Access to data
All investigators will be able to access cleaned study data 
for analysis. Data will be housed on the sponsors’ secure 
networks or the file transfer protocol site created for 
the study, and all datasets will be password protected. To 
ensure confidentiality, dispersed data files will not include 
identifying participant information.

Ancillary and post-trial care
None is planned as the research is low risk; the interven-
tion is an existing service that is already freely available and 
designed for individuals that include the families targeted by 
this research; identification of eligible families is conducted 
by a nursing service that has as part of its core business the 
identification of issues and referral to relevant agencies; 
the comparator is usual care practice plus some additional, 
low- risk money advice information; and the project team is 
experienced in considering and minimising the risks of this 
type of intervention research for the participant group.

Dissemination
The investigators and sponsors will communicate trial 
results to stakeholders, participants, healthcare profes-
sionals, financial counsellors, the public and other rele-
vant groups via meetings, presentations and publications. 
Data and document sharing will be decided on a case- 
by- case basis at the discretion of the research team and 
consistent with ethical approval.
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Supplementary File: SPIRIT Checklist for the Healthier Wealthier Families pilot trial 

Note, page numbers relate to the clean manuscript.  

Section/ item Item 

No 

Description Page 

Administrative information  

Title 1 Descriptive title identifying the study design, population, interventions, 

and, if applicable, trial acronym 

1 

Trial registration 2a Trial identifier and registry name. If not yet registered, name of 

intended registry 

2 

2b All items from the World Health Organization Trial Registration Data 

Set 

2 

Protocol version 3 Date and version identifier 1 

Funding 4 Sources and types of financial, material, and other support 23 

Roles and 

responsibilities 

5a Names, affiliations, and roles of protocol contributors 1, 22 

5b Name and contact information for the trial sponsor 23 

 5c Role of study sponsor and funders, if any, in study design; collection, 

management, analysis, and interpretation of data; writing of the 

report; and the decision to submit the report for publication, including 

whether they will have ultimate authority over any of these activities 

23 

 5d Composition, roles, and responsibilities of the coordinating centre, 

steering committee, endpoint adjudication committee, data 

management team, and other individuals or groups overseeing the 

trial, if applicable (see Item 21a for data monitoring committee) 

16 

Introduction  

Background and 

rationale 

6a Description of research question and justification for undertaking the 

trial, including summary of relevant studies (published and 

unpublished) examining benefits and harms for each intervention 

4-7 

 6b Explanation for choice of comparators 7 

Objectives 7 Specific objectives or hypotheses 7 

Trial design 8 Description of trial design including type of trial (eg, parallel group, 

crossover, factorial, single group), allocation ratio, and framework (eg, 

superiority, equivalence, noninferiority, exploratory) 

7 

Methods: Participants, interventions, and outcomes  

Study setting 9 Description of study settings (eg, community clinic, academic hospital) 

and list of countries where data will be collected. Reference to where 

list of study sites can be obtained 

9 
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Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility 

criteria for study centres and individuals who will perform the 

interventions (eg, surgeons, psychotherapists) 

Table 1 

Interventions 11a Interventions for each group with sufficient detail to allow replication, 

including how and when they will be administered 

12 

11b Criteria for discontinuing or modifying allocated interventions for a 

given trial participant (eg, drug dose change in response to harms, 

participant request, or improving/worsening disease) 

16 

11c Strategies to improve adherence to intervention protocols, and any 

procedures for monitoring adherence (eg, drug tablet return, 

laboratory tests) 

14 

11d Relevant concomitant care and interventions that are permitted or 

prohibited during the trial 

NA 

Outcomes 12 Primary, secondary, and other outcomes, including the specific 

measurement variable (eg, systolic blood pressure), analysis metric (eg, 

change from baseline, final value, time to event), method of 

aggregation (eg, median, proportion), and time point for each 

outcome. Explanation of the clinical relevance of chosen efficacy and 

harm outcomes is strongly recommended 

Table 1, 

Figure 1 

Participant timeline 13 Time schedule of enrolment, interventions (including any run-ins and 

washouts), assessments, and visits for participants. A schematic 

diagram is highly recommended (see Figure) 

Figures 1 

& 2  

Sample size 14 Estimated number of participants needed to achieve study objectives 

and how it was determined, including clinical and statistical 

assumptions supporting any sample size calculations 

Table 1 

Recruitment 15 Strategies for achieving adequate participant enrolment to reach target 

sample size 

13 

Methods: Assignment of interventions (for controlled trials)  

Allocation:    

Sequence 

generation 

16a Method of generating the allocation sequence (eg, computer-

generated random numbers), and list of any factors for stratification. 

To reduce predictability of a random sequence, details of any planned 

restriction (eg, blocking) should be provided in a separate document 

that is unavailable to those who enrol participants or assign 

interventions 

13 

Allocation 

concealment 

mechanism 

16b Mechanism of implementing the allocation sequence (eg, central 

telephone; sequentially numbered, opaque, sealed envelopes), 

describing any steps to conceal the sequence until interventions are 

assigned 

13 
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 3 

Implementation 16c Who will generate the allocation sequence, who will enrol participants, 

and who will assign participants to interventions 

14 

Blinding (masking) 17a Who will be blinded after assignment to interventions (eg, trial 

participants, care providers, outcome assessors, data analysts), and 

how 

Table 1 

 17b If blinded, circumstances under which unblinding is permissible, and 

procedure for revealing a participant’s allocated intervention during 
the trial 

Table 1 

Methods: Data collection, management, and analysis  

Data collection 

methods 

18a Plans for assessment and collection of outcome, baseline, and other 

trial data, including any related processes to promote data quality (eg, 

duplicate measurements, training of assessors) and a description of 

study instruments (eg, questionnaires, laboratory tests) along with 

their reliability and validity, if known. Reference to where data 

collection forms can be found, if not in the protocol 

14 

 18b Plans to promote participant retention and complete follow-up, 

including list of any outcome data to be collected for participants who 

discontinue or deviate from intervention protocols 

14 

Data management 19 Plans for data entry, coding, security, and storage, including any 

related processes to promote data quality (eg, double data entry; 

range checks for data values). Reference to where details of data 

management procedures can be found, if not in the protocol 

15 

Statistical methods 20a Statistical methods for analysing primary and secondary outcomes. 

Reference to where other details of the statistical analysis plan can be 

found, if not in the protocol 

15-16 

 20b Methods for any additional analyses (eg, subgroup and adjusted 

analyses) 

15-16 

 20c Definition of analysis population relating to protocol non-adherence 

(eg, as randomised analysis), and any statistical methods to handle 

missing data (eg, multiple imputation) 

15-16 

Methods: Monitoring  

Data monitoring 21a Composition of data monitoring committee (DMC); summary of its role 

and reporting structure; statement of whether it is independent from 

the sponsor and competing interests; and reference to where further 

details about its charter can be found, if not in the protocol. 

Alternatively, an explanation of why a DMC is not needed 

16 

 21b Description of any interim analyses and stopping guidelines, including 

who will have access to these interim results and make the final 

decision to terminate the trial 

16 
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Harms 22 Plans for collecting, assessing, reporting, and managing solicited and 

spontaneously reported adverse events and other unintended effects 

of trial interventions or trial conduct 

17 

Auditing 23 Frequency and procedures for auditing trial conduct, if any, and 

whether the process will be independent from investigators and the 

sponsor 

17 

Ethics and dissemination  

Research ethics 

approval 

24 Plans for seeking research ethics committee/institutional review board 

(REC/IRB) approval 

17 

Protocol 

amendments 

25 Plans for communicating important protocol modifications (eg, 

changes to eligibility criteria, outcomes, analyses) to relevant parties 

(eg, investigators, REC/IRBs, trial participants, trial registries, journals, 

regulators) 

17 

Consent or assent 26a Who will obtain informed consent or assent from potential trial 

participants or authorised surrogates, and how (see Item 32) 

13 

 26b Additional consent provisions for collection and use of participant data 

and biological specimens in ancillary studies, if applicable 

13 

Confidentiality 27 How personal information about potential and enrolled participants 

will be collected, shared, and maintained in order to protect 

confidentiality before, during, and after the trial 

17 

Declaration of 

interests 

28 Financial and other competing interests for principal investigators for 

the overall trial and each study site 

23 

Access to data 29 Statement of who will have access to the final trial dataset, and 

disclosure of contractual agreements that limit such access for 

investigators 

17 

Ancillary and post-

trial care 

30 Provisions, if any, for ancillary and post-trial care, and for 

compensation to those who suffer harm from trial participation 

17 

Dissemination 

policy 

31a Plans for investigators and sponsor to communicate trial results to 

participants, healthcare professionals, the public, and other relevant 

groups (eg, via publication, reporting in results databases, or other 

data sharing arrangements), including any publication restrictions 

18 

 31b Authorship eligibility guidelines and any intended use of professional 

writers 

NA 

 31c Plans, if any, for granting public access to the full protocol, participant-

level dataset, and statistical code 

18 

Appendices    

Informed consent 

materials 

32 Model consent form and other related documentation given to 

participants and authorised surrogates 

Supp 

material 
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Biological 

specimens 

33 Plans for collection, laboratory evaluation, and storage of biological 

specimens for genetic or molecular analysis in the current trial and for 

future use in ancillary studies, if applicable 

NA 
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