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[bookmark: _Toc156907499]Project Team Roles & Responsibilities
[bookmark: _Toc156907500]Investigators
Principal Investigator
Prof Mark Boyd MD, FRACP
Chair of Medicine, Principal Investigator (Academic and Clinical)
University of Adelaide, Lyell McEwin Hospital 
Haydown Road, Elizabeth Vale, 5112 
Email: mark.boyd@adelaide.edu.au 
Tel: +61 8 8182 9653
Role description:  Project conceptualisation, trial design and implementation; study supervision; contribute to the statistical analysis plan; interpretation of the results; dissemination of the results in academic settings; translation and dissemination of the results to clinical settings.  No contact with trial participants.

Co-Investigators
Maeve Downes 	
Nursing Director  the Women’s and Children’s Division, including the Children’s Ward
Northern Adelaide Local Health Network, 
Tel: +61 8 81829776
Role description:  Trial conceptualisation, design and implementation; study supervision (including oversight of research staff in the ward); review the analysis plan; interpretation of the results; dissemination of the results in clinical settings.  Possible contact with trial participants to support clinical and research staff, and in liaising, supporting and facilitating an appropriate health service response.  

A/Prof Cheryl Shoubridge
Clinical Research Development Lead, Northern Health Project
University of Adelaide, Lyell McEwin Hospital 
Haydown Road, Elizabeth Vale, 5112 
Email: cheryl.shoubridge@adelaide.edu.au 
Tel: +61 8 8182 9653
Role description:  Project conceptualisation, trial design and implementation; study supervision; contribute to the statistical analysis plan; interpretation of the results; dissemination of the results in academic settings; translation and dissemination of the results to clinical settings.  No contact with trial participants.

Prof John Lynch
Professor of Epidemiology and Public Health
Deputy Dean of Research, University of Adelaide
Tel:  8313 6541
Email: john.lynch@adelaide.edu.au
Role description:  Project conceptualisation, trial design; contribute to the statistical analysis plan; interpretation of the results; dissemination of the results in academic settings. No contact with trial participants.

[bookmark: _Toc156907501]Associate Investigators
Emily Brigham
Nursing Unit Manager in the Children’s Ward
Women’s and Children’s Division, NALHN
Email: emily.brigham@sa.gov.au 
Tel: +61 8 8182 9776  
Role description:  Operational oversight of the trial.  Trial design and implementation; study supervision (including oversight of research staff in the ward); review of the analysis plan; interpretation of the results; dissemination of the results in clinical settings.  Contact with trial participants.

A/Prof Sarah MacDonald
Director of Social Work (Central Adelaide Local Health Network)
Clinical Associate Professor, School of Allied Health Science and Practice, University of Adelaide
Email: sarah.macdonald@sa.gov.au
Tel: 0401 117 790
Role description:  Operational oversight of the trial; supervision and debrief; expert input; no contact with trial participants.

Kate Neadley
PhD Candidate/Research Coordinator
University of Adelaide, Lyell McEwin Hospital
Haydown Road, Elizabeth Vale, 5112 
Email: kate.neadley@adelaide.edu.au 
Tel: +61 8 8182 9653
Role description:  Project conceptualisation, trial design and implementation; database development; study supervision; data entry and cleaning checks; contribute to the statistical analysis plan; interpretation of the results; dissemination of the results in academic settings. Contact with trial participants.

Dr Lily Chan
Biostatistician, Faculty of Health and Medical Science
University of Adelaide
Email: lily.chan@adelaide.edu.au
Tel: 0412 498 963
Role description: Project conceptualisation; trial design; database development; review of the analysis plan; interpretation of the results; expert input. No contact with trial participants.
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There is considerable evidence that social determinants of health (SDoH), the conditions in which we work, live and age, impact health and wellbeing(1). Structural drivers, such as inequitable economic policies and cuts to social care spending, create social disadvantage(1). At the individual-level, this disadvantage manifests as unmet social needs, i.e. housing and financial needs, limited access to fresh food and safety from interpersonal violence(2). As the impact of unmet social needs on overall health and wellbeing is increasingly understood, there is a growing call for health systems to act at the individual patient-level to address their unmet social needs(3). 
An increasingly common intervention for unmet social needs is a screening and referral intervention embedded in healthcare settings, also known as ‘social prescribing’ or Health Navigator (HN) interventions(4, 5). Generally, these interventions comprise three components: 1) patients are screened for unmet social needs, 2) patients reporting unmet social needs are referred to an HN to prioritise needs and create an action plan, and 3) an HN provides patients with referrals and follow-up to appropriate government and community resources(4). Some HN interventions have been shown to decrease unmet social needs and medication costs, and improve quality of life(5), while others report that patients have little desire to take part in screening or receive referrals(6, 7). These variable outcomes may be due to heterogeneity in study designs and reported outcomes, as well as differing HN roles and responsibilities(4). 

[bookmark: _Toc156907503]The Health Navigator
HNs are generally non-medical workers with knowledge of case management principles and the community services sector. Their primary responsibilities are to listen and respond to patients in a non-judgemental and trauma-informed manner as they assist them to reach their desired resources.
HN interventions occur most frequently in primary care, despite the substantial barriers faced by disadvantaged populations to accessing general practitioners(4, 5, 8, 9). Hospitals provide an opportunity to engage with vulnerable patients, particularly caregivers and children, who may not access primary care. HN interventions for families/caregivers who present to paediatric hospital departments provide a unique opportunity for early intervention in child health and wellbeing. 

[bookmark: _Toc156907504]The context of the Lyell McEwin Hospital
The Lyell McEwin Hospital (LMH) is the primary hospital in the Northern Adelaide Local Health Network (NALHN) that serves a highly disadvantaged population in Adelaide’s North. This disadvantage is demonstrated by the Index of Relative Socio-Economic Disadvantage (IRSD), a measure developed by the Australian Bureau of Statistics to rank areas within Australia by advantage and disadvantage based on socio-economic measures within the census. In 2021, the IRSD score for northern region of Adelaide was 945, markedly lower than the national average (1000), indicating a relatively greater disadvantage in this population. In 2021, 28% of children living in the North were developmentally vulnerable according to the Australian Early Development Census, compared to 20% for the rest of metropolitan Adelaide. Children in the North are also twice as likely as those in metro Adelaide to have contact with child protection services before starting school(10).
Our research into screening and referral for unmet social needs at the LMH has demonstrated several key findings. We have created and validated a simple, unmet social needs screening tool(11) that has been implemented as part of the routine admission processes in the Ward. Using this tool, we have shown that caregivers of children admitted to the Children’s Ward are prepared to answer potentially sensitive questions about unmet needs under the appropriate conditions(12). Although screening for unmet social needs is now encouraged as part of admission to the Ward, it is unclear how often screening is occurring and what barriers exist to implementing screening as standard practice. In other paediatric settings, clinicians conducting screening (typically nurses and doctors) have reported discomfort asking sensitive social needs questions (e.g. family and domestic violence), and the presence of child protection services has been linked to reductions in screening completion and openness to referrals (7, 13, 14).
We will conduct a mixed-methods study to assess the feasibility and acceptability of embedding an HN led intervention into the Children’s Ward, to screen and provide referrals for caregivers/families unmet social needs. Taking into account the unique social context of the Children’s Ward, we will also co-design  communication guidelines for conducting unmet needs screening, with doctors, nurses and caregivers of children admitted to the Ward. These guidelines will be used to create trust and mutual understanding of the motivation for screening on the Ward.
We appreciate that many of issues identified in SDoH screening are complex. Our team has valuable experience gained from conducting a similar study in the Northern Adelaide Cancer Centre (NACC). This ongoing study has demonstrated that a HN led intervention can help to provide a pathway of understanding about an unmet need and empower and support participants to understand where and how help can be found within appropriate government and community resources. This assistance not only enables participants to address immediate issues but to also potentially influence longer term challenges. The goal of the current project is to  understand if a similar outcome can be achieved  for parents/caregivers of children admitted to the Children’s Ward.

[bookmark: _Toc156907505]Aims
[bookmark: _Toc156907506]Primary Aim
To examine the feasibility and acceptability of screening for unmet social needs in parents/caregivers of children admitted to the Children’s Ward and using a HN led intervention to connect and engage these parents/caregivers with appropriate government and community resources and provide ongoing support and advocacy to access these resources.

[bookmark: _Toc156907507]Secondary Aims
· To explore patterns of screening for unmet social needs pre-, during recruitment and post-HN intervention
· To co-develop communication guidelines with community and clinicians who conduct screening (doctors and nurses) to assist with screening for unmet social needs in the Children’s Ward
· To explore changes in unmet social needs pre- and post-HN intervention 
· To explore changes in number and type of services accessed by parents/caregivers pre- and post-HN intervention
· To  examine relationships built between the HNs and community service providers.

[bookmark: _Toc156907508]Outcomes
[bookmark: _Toc156907509]Primary Outcome
The primary outcome of intervention feasibility and acceptability will be evaluated using mixed methods:
Quantitative outcomes:
1) Recruitment rates, will be successful if ≥80% of eligible participants agree to unmet needs screening
2) Intervention uptake, will be successful if ≥80% of participants with unmet social needs consent to take part in the HN service
3) Intervention completion, will be successful if ≥80% of participants with unmet social needs complete intervention
4) Reasons for non-participation
5) Reasons for intervention withdrawal 
6) Brief quantitative questionnaires sent to Children’s Ward team members  to explore feasibility and acceptability of screening and referral for unmet social needs pre-HN intervention, during recruitment when the HN is present on the Ward, and post-HN intervention
7) Brief quantitative questionnaires sent to all participants to explore intervention acceptability
Qualitative outcomes:
Intervention acceptability will be evaluated through separate focus groups with participants and Ward team members (i.e. doctors, nurses, play coordinators and Children’s Hospital teachers). It is possible participants may be unable to attend focus groups due to caring responsibilities, hence we will also send all participants the brief questionnaire mentioned above. This questionnaire(15) has been modified with Ward clinicians to ensure its applicability to the local context (see Appendix A).
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· Screening rates and completeness (i.e. how many and which screening domains are completed), and frequency and type of referrals provided
· To co-design, create and disseminate guidelines to clinicians in the Children’s Ward for communication about sensitive social needs
· Type and prevalence of unmet social needs experienced by parents/caregivers in the Children’s Ward
· Changes to unmet social needs (engaged with a service, failed, resolved) 
· Type and number of participants’ connections to services pre- and post-HN intervention

[bookmark: _Toc156907511]Methodology
[bookmark: _Toc156907512]Project Design
This project utilises a mixed-methods study design, including within-participant comparisons utilising pre–post intervention assessments and qualitative and quantitative assessments of participant and stakeholder groups within NALHN (Figure 1). 
This will involve: 
1) Community engagement with parents/caregivers and consultation with Ward team members to inform HN service integration in the Ward 
2)	Pre-post intervention data on screening and referral rates, and changes in clinician feasibility and  acceptability measures 
3)	Post-HN intervention focus groups with Ward team members, community service providers and participants to explore experiences with the HN service.

[image: ]Figure 1: Overview of pre-intervention, intervention, and post-intervention study activities. Through community and clinical engagement, we will co-design communication guidelines to assist clinicians administering the screening tool for unmet social needs.  An audit of screening rates and clinician surveys will be conducted pre-intervention to explore views of screening for unmet social needs. During the intervention, HNs will recruit participants with identified unmet social needs and provide referrals to appropriate community-based organisations. HNs will follow-up participants over four months, providing advocacy and assistance with referrals. Participants’, and clinicians’ and community service workers’ experiences with the HN will be explored in focus groups at the end of the intervention period. Clinician surveys and audits of screening rates will be conducted during recruitment (when HNs are available to assist clinicians and caregivers) and post-recruitment (when HNs are not present) to explore changes in clinicians’ attitudes towards and practice of screening for unmet social needs.



In this study, two HNs will work together to provide assistance and advocacy for this vulnerable population. One HN will be a NALHN employee and the other employed by the University of Adelaide. Both will be held to the same ethical standards as a NALHN employee. Both will receive supervision from appropriately trained and highly experienced SA Health employees (Investigators Brigham and Macdonald) to ensure these ethical standards are maintained and participants receive the highest standard of care.

[bookmark: _Toc156907513]Study Setting
Children’s Ward, Lyell McEwin Hospital, Haydown Road, Elizabeth Vale, South Australia 
[bookmark: _Toc156907514]Participants
Adult parent(s)/legal guardian(s) of children admitted to the Children’s Ward in the LMH
[bookmark: _Toc156907515]Inclusion Criteria
· Parent(s)/caregiver(s) of children (0 to <18 years) admitted to the Children’s Ward in the LMH

[bookmark: _Toc156907516]Exclusion Criteria
· Parent(s)/caregiver(s) of children readmitted to the Ward that have previously been recruited to the HN intervention
· Parent(s)/caregiver(s) <18 years 
· Limited English proficiency, as the HN intervention involves complex case management and in-depth communication about sensitive social needs (e.g. homelessness, domestic violence) and study funds are insufficient to hire interpreters.
· Families with current safety plans in place or actively involved with intensive family support services, as assistance from the Health Navigator may detract from current intensive support efforts

[bookmark: _Toc156907517]Development of communication guidelines for clinicians conducting screening for unmet social needs
To co-develop communication guidelines with community and clinicians to improve the acceptability of   screening for unmet social needs in the Children’s Ward, we propose to engage with several groups at different time points across the project timeline.
· Clinicians (I.e. doctors and nurses)- To improve screening acceptability, clinicians who conduct screening will be asked to take part in a focus group exploring their experiences and attitudes towards screening for unmet social needs (see interview schedule- Appendix B). This focus group will be conducted by a member of the research team, comprise 5-10 clinicians (volunteer in their own time), and will require approximately 60 minutes. The focus group will be recorded, de-identified and transcribed for analysis.
· Parents / Caregivers - To understand how parents/caregivers view screening for unmet social needs on the Children’s Ward, AI Neadley will approach parents/caregivers of children admitted to the Ward to conduct one-on-one semi-structured interviews (see interview schedule-Appendix C). Interviews will explore parents/caregivers experience of screening on the Ward, perceived barriers to answering screening questions (e.g. how the clinician introduces screening questions) and suggestions for how patients would prefer social needs screening to occur. Interviews will be recorded, de-identified and transcribed for analysis.
· Developing the communication guidelines - Participants’ suggestions (clinicians and parents / caregivers) from focus groups will be compiled into one A4 page of communication guidelines to assist clinicians on the Ward when administering the tool to screen for unmet social needs (Appendix D) during recruitment and in the Ward generally. 
· Recruitment HN-intervention - The communication guidelines will be attached to the back of the screening for unmet social needs tool for ease of reference for clinicians administering the tool. During early stages of the recruitment period, a researcher will be present on the Ward to remind clinicians of the communication guidelines and answer any questions.

[bookmark: _Toc156907518]Children’s Ward Team Surveys
To examine the feasibility and acceptability of screening and referral for unmet social needs in parents/caregivers of children admitted to the Children’s Ward, we will ask all the Children’s Ward Team members (i.e. doctors, nurses, play coordinators, Children’s Hospital teachers) to take part in surveys with feasibility and acceptability measures. Surveys will be administered electronically via email, sent by the Ward Nurse Unit Manager (AI Brigham) to all team members currently employed on the Ward, with anonymous responses. These feasibility and acceptability measures have been used in similar HN pilot studies(16) and modified with Ward clinicians to ensure its appropriateness for the local context (see Appendix E). These will be administered at the following time points (see Figure 1):
· Pre HN intervention survey - Prior to the HN intervention, surveys will be sent to all team members on the Ward to examine  attitudes to screening for unmet social needs. These will act as baseline quantitative measures of feasibility and acceptability.
· Post recruitment for HN intervention survey - After exposure to the HN and recruitment is complete, these surveys will be repeated to examine team members’ changes in  views of screening for unmet social needs. 
· Post HN intervention survey – Surveys will be repeated at the end of the HN intervention period, once the HN has been removed from the Ward.

[bookmark: _Toc156907519]HN Intervention
[bookmark: _Toc156907520]Recruitment
· With optional assistance from the provided communication guidelines, clinicians will conduct screening for unmet social needs during admission. For eligible participants who have completed screening and request assistance with any identified needs, their treating clinician will offer a referral to the HN. If the eligible participant consents to this referral, the clinician will invite the HN to approach the eligible participant. The HN will explain the study, obtain written informed consent and collect sociodemographic and contact details (Appendix F).
· The HN will conduct an initial meeting with the participant to understand their current situation and unmet social needs. The average length of stay in the Ward is approximately 1.8 days. If there is sufficient time, the HN will conduct this initial interview while the participant is in the Ward. If the participant is unable or does not wish to have this meeting in the Ward, the HN will request to call them at a specific time in the community to complete this interview within 14 days of recruitment.
From our experiences in the NACC, contacting eligible participants for consent in the community is labour-intensive and time-consuming. As this is a pilot study of limited duration, the HN will only recruit participants who are able to provide consent in the Ward.

[bookmark: _Toc156907521]Initial HN Interview 
· The HN will conduct an in-depth interview to understand their current situation and service history. Following principles of self-determination(17) and using a strengths-based approach(18, 19), the HN will assist the participant to prioritise up to their three most important needs and collaboratively develop an action plan for referrals to appropriate resources. If the participant requires any assistance with contacting the appropriate community resource, the HN will assist by:
· Making phone calls to community service providers 
· Organising meeting times
· Organising transport 
· Attending meetings advocating interpreting and translating information for family 
· The HN will record the participant’s history of accessing community services to avoid overlap with existing services, and for comparison at follow-up completion.
· Participants will be able to call the HN at any time during their work hours by study phone if they require assistance or clarification. The HN will arrange a time for follow-up at the participant’s convenience. The HN will only receive phone calls during working hours. Outside of working hours, there will be a message system that provides HN working hours and allows participants to leave their contact details for follow-up during working hours.

[bookmark: _Toc156907522]HN Intervention Follow-Up
· Follow-up will be scheduled for monthly contact over a four-month follow-up period (see Figure 1). This follow-up schedule can be reasonably adjusted by the participant as preferred. At each follow-up contact, the HN will seek information from the participant of any progress towards resolving their unmet need(s):
· If their needs have been met, this will be classified as ‘resolved’, and the process will be repeated for other identified unmet needs (if present). 
· If more time is required but the participant is still in contact with the same service, this will be classified as ‘engaged’ and revisited in the next follow-up call. 
· If the resource was not useful or unable to meet the participants’ needs, this will be classified as ‘failed’ and another resource will be identified by the HN to assist the participant. 
· Participants will be classified as ‘lost to follow-up’ if the HN is unable to contact the participant after three attempts in one month. These three attempts will be made using different modes of contact: SMS, email, and phone, to allow for any personal difficulties participants may be experiencing.
· If participants request to cease follow-up before the four-month endpoint because they have been appropriately engaged with services, this will be recorded as ‘early exit’.
Our research in the NACC has shown some needs (e.g. food insecurity, transportation) require relatively short follow-up periods, and others (e.g. Centrelink applications for financial stress) require longer, more intensive follow-up. HN workloads fluctuate with the intensity of unmet social needs, hence study team members and HNs will collaboratively monitor and evaluate HN workloads to ensure HN are not over capacity and parents/caregivers’ are receiving the best possible care.

[bookmark: _Toc156907523]Responsibilities and Limitations of the HN Role
· HNs will follow all mandatory reporting requirements. This will be clearly explained to participants during the informed consent process. 
· The HN service is not a crisis support service. If a participant reports family and domestic violence, they will be referred to the Social Work department at the LMH. In the event of a mental health or domestic violence crisis, the HN will follow the appropriate standard operating procedures. 
· From our experiences in the NACC, it is expected that the HNs role will be emotionally challenging at times. Debriefing with a qualified supervisor will be mandatory for at least one hour per week. 

[bookmark: _Toc156907524]Post HN intervention Focus Groups
· HN intervention acceptability will be evaluated through separate focus groups with participants, clinicians and community service providers engaged with the HN intervention (e.g. non-government organisations, charities) to explore their experiences with the HN service, strengths and limitations of the service and potential barriers to uptake. Focus groups will follow semi-structured interview questions (Appendices G, H and I respectively) and will be recorded, de-identified and transcribed.
· It is possible that parents/caregivers will be unable to attend focus groups due to caring responsibilities. To account for this potential attrition, we will send anonymous surveys to participants with questions assessing the acceptability of the HN service (see Appendix A).
We will not provide financial or any other compensation to focus group participants.

[bookmark: _Toc156907525]Screening audit
To explore patterns of screening for unmet social needs pre-HN intervention, during intervention recruitment when the HN is present on the Ward, and after recruitment when the HN is absent from the Ward, we propose to undertake an audit of screening rates and completeness at several time points across the project timeline (see Appendix J for audit items). Referral outcomes for HN intervention participants will be recorded in study documents as part of the HN role. 
· Pre-intervention Audit - Focusing on the same three-month period in which the recruitment period is scheduled in the proposed project, we plan to audit the records from a previous year. Due to complications with the introduction of the electronic medical record at the LMH in 2023, we have chosen to audit March-May 2022.
· Recruitment Audit - Recruitment to the HN led intervention project is scheduled to run across a three-month period (anticipate March-April-May 2024). We will audit the screening rates and completeness of screening across all patients admitted to the Ward during this period. 
· Post-recruitment Audit -  Following the recruitment period, we plan to audit the rates and completeness of screening across all patients admitted to the Children’s ward when the HN is no longer present on the to assist Ward team members. This audit will occur June-September 2024.
Screening tools are present in hard copy format in case notes on the Ward. All screening tools will be de-identified by the Ward clerk before being provided to the study team.

[bookmark: _Toc156907526]Withdrawal of Participants
Participants are free to withdraw at any time without reason. This is communicated in the Participant Information and Consent Form (PICF). 

[bookmark: _Toc156907527]Data Analysis
Given the primary aim of assessing feasibility and acceptability, there is no relevant sample size calculation. Our sample size will be limited by HN workload. Our research in the NACC and suggestions from community organisations performing similar functions to the HN intervention recommend a case load of no more than 3 participants per day, to allow sufficient time for research and follow-up in the community. This limits our sample size to a maximum of 60 participants, allowing 30 participants for each of the two HNs employed.

[bookmark: _Toc156907528]Analysis: Primary outcomes
Quantitative outcomes of intervention feasibility and acceptability will be analysed in STATA 17 software using the following outcomes:

	Aim
	Outcome
	Criteria for feasibility success
	Analysis

	Feasibility
























Acceptability





	Recruitment rate




Intervention uptake



Intervention completion


Feasibility and Acceptability Intervention Measures


Reasons for intervention withdrawal



Participant acceptability measures
	≥80 % of eligible participants recruited



≥80 % of eligible participants take up intervention


≥80 % of participants complete intervention


≥80 % clinicians find the intervention feasible and acceptable









≥80 % of participants find the intervention acceptable
	Descriptive, percentage 




Descriptive, percentage



Descriptive, percentage 



Descriptive, percentage





Categorical, percentage





Descriptive, percentage



Table 1: Analysis of quantitative outcomes for the primary aim of HN intervention feasibility.
To determine intervention acceptability, reflexive thematic analysis(20) will be applied to transcripts of focus groups with participants and Ward team members. Focus groups will explore strengths and limitations of the HN service, barriers to implementation and possibilities for improvement. Qualitative analysis will be conducted using NVivo 15 software. 
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Secondary outcomes will be quantitatively analysed using the following measures:
	Aim
	Outcome
	Measure
	Analysis

	Exploratory
	Screening for unmet social needs (audit)
	Screening rates 
Screening completeness 
	Pre-, during and post-HN intervention

	
	Unmet social needs
	Type
Prevalence
Engaged, resolved, failed, early exit
	Pre-post 
Pre-post
Categorical, percentage

	
	Connection to services
	Service Type
Total services engaged
	Pre-post 
Pre-post


Table 2: Quantitative analysis of secondary outcomes
We estimate approximately 1000 admissions over a 3-month period in the Children’s Ward. Assuming a sample screening proportion of 0.5 (the most conservative approach), in order to produce a two-sided 95% confidence interval with a half-width of no more than 0.05, 278 admissions from an estimated total 1000 admissions will be needed. We therefore aim to audit 300 admissions for each 3-month auditing period.
To explore and build upon relationships developed between the HNs and community service providers, we will invite community service workers with whom we have developed relationships to take part in focus groups exploring their interactions with the HN service (Appendix I). Focus group responses will be recorded, de-identified, transcribed and analysed using reflexive thematic analysis using NVivo 15 software (20) .

[bookmark: _Toc156907530]Confidentiality, data storage and security
[bookmark: _Toc99463929][bookmark: _Toc156907531]Data collection, access & storage
Social needs data will be electronically captured using REDCap (Research Electronic Data Capture), a secure web application for building and managing online questionnaires and databases. The data from the participants’ questionnaires will be entered onto a study specific, web-based module within REDCap via study computers or electronic tablets (iPad). No participant identifiers will be entered in REDCap. All data will be linked to a unique trial number within REDCap. Data from REDCap can be exported to statistical software for analysis. The electronic device will be password protected with screen lock after five minutes of non-use.  Data will be uploaded to a protected directory on the University of Adelaide’s secure server, in a folder accessible only via a university log-on and password.  Access to the data will be restricted to the named University investigators. Identifying data, such as participant contact information and demographics, will be captured in hardcopy, kept in locked filing drawers and offices for the duration of the study, and disposed in a confidential waste bin that is securely destroyed by cross-shredding. University of Adelaide study team members will have access to identifiable participant data. Data will be retained for 7 years following last interest (in accordance with University data policies).
[bookmark: _Toc156907532]Access to Existing Data
Study audits (see Screening Audit-p12) will access existing data. We will access one form from NALHN physical medical case notes, specifically the Needs Screening Tool (NALHN form MR314). Although NALHN transitioned to the electronic medical record (EMR) in 2023, this form is not yet included in the EMR and is used in hard-copy on the Ward (see Table 1).
For the Pre-Intervention Audit, Investigator Brigham will request 300 case notes, 100 from each month, of March-May 2022 from NALHN Medical Records. Investigator Brigham will make physical copies of the original form and attach blank stickers over any identifying data to de-identify data for collection. Investigator Brigham will make a physical copy of the de-identified form and provide this to Investigator Neadley to conduct the audit (see Audit_V1 in Supporting materials for data extraction template). 
For the Intervention and Post-Intervention audits, clinicians on the Ward will be using the NALHN MR314 physical form as part of standard practice. These forms are collected by the Ward clerk to scan into the EMR. For study data collection purposes the Ward clerk will make a copy of the form and attach a blank sticker over identifying data to de-identify the form. The Ward clerk will copy this de-identified form and provide this to Investigator Neadley to conduct the audit. Three hundred forms will be included in the Intervention audit (for the proposed intervention period March-May 2024) and 300 forms will be included in the Post-Intervention audit (June-September 2024) when the HN is no longer present on the Ward. We will obtain approximately 75-100 forms from each of the intervention and post-intervention months to avoid potential bias in data collection.
See Analysis-Secondary Outcomes (p13) for audit size calculations.


Table 1: Access to existing data
	[bookmark: _Toc99463930]Name/Description of data
	LMH MR314 Form: ‘Needs Screening Tool’  (physical case note format) 

	Data Custodian
	NALHN

	Database Name
	Not applicable

	Agency Type
	State

	Data Collection Format
	Non-identifiable



[bookmark: _Toc156907533]Confidentiality
Analysis of the data will be presented in aggregate such that it is not possible to identify individuals.  Following case management best practice, participants’ consent will be obtained to share their personal details with registered community service providers. This will enable the HN to share participants’ personal data with other case managers and community workers in the process of service navigation. 

[bookmark: _Toc156907534]Publication
This project does not involve any intellectual property. We anticipate there will be publications in peer-reviewed literature and at academic conferences. The PI will be responsible for resolving any authorship issues of any documents should they arise. Additionally, this work will be presented to senior NALHN management and participants.

[bookmark: _Toc156907535]Ethical Considerations
[bookmark: _Toc156907536]Benefits
Potential benefits to participants include assistance with unmet social needs, e.g. assistance and advocacy accessing community services to ameliorate housing and financial insecurity. These benefits may extend to the local community, as the study will identify referral pathways for unmet social needs that can be captured and used by clinicians and other members of the community to access assistance with unmet social needs. Benefits to researchers may include refining HN role and integration in different populations accessing care at the LMH, and understanding the unmet social needs of these disparate groups.

[bookmark: _Toc156907537]Risks
Potential risks to participants may include experiencing emotional distress while attempts are made by the HN to resolve unmet social needs. The HN will make it clear to participants that we may be unable to resolve their needs due to lack of available community resources. HNs may also experience emotional distresss during this process. HNs will be able to access either the University of Adelaide or SA Health Employment Assistance Package for free counselling. HNs will also be provided supervision and debriefing by Investigator Macdonald weekly to assist with potential distress (see Safety Considerations). We do not anticipate risk to the wider community or other researchers during the study. As all data will be de-identified, we do not anticipate any risks will result from the dissemination of study findings. 

[bookmark: _Toc156907538]Conflicts of interest
All authors declare no conflict of interest in the subject matter of this research.
[bookmark: _Toc156907539]Other
There are no further ethical issues to report.

[bookmark: _Toc156907540]Consumer and Community Engagement
Consumers accessing care at the LMH were involved in the development and validation of the screening tool for social needs (11). Throughout this study we will use our relationships with community services developed during our research in the Cancer Centre, and develop new links with community services as we assist this vulnerable population. Post-HN intervention, community service workers will be asked to take part in focus groups (see Apppendix I) to explore barriers and enablers to further implement the HN role in the LMH. 
[bookmark: _Toc156907541]Protocol Deviations
Protocol deviations occur when an investigator conducts a procedure or task that is not detailed in the study protocol and/or the Participant Information and Consent Form. It may comprise participant contact, laboratory work or management of data/documentation. Protocol deviations will be reported to the reviewing ethics committee as soon as practicable following the investigators becoming aware of the deviation.

[bookmark: _Toc156907542]Serious Breaches
A serious breach is a breach of Good Clinical Practice or deviation from the protocol that is likely to affect to a significant degree the safety or rights of a trial participant, or the reliability and robustness of the data generated in the clinical trial. The principal investigator will use continuous vigilance to identify and report any suspected breaches to the institution responsible for the study (the ‘sponsor’) within 72 hours of becoming aware of the event and report any serious breaches confirmed by the sponsor as occurring at the site to their institution (research governance office) within 72 hours of being notified of the serious breach.

[bookmark: _Toc156907543]Safety Considerations
Although previous studies in the Northern Adelaide Cancer Centre and Children’s Ward (under review) suggest the screening tool is acceptable to patients, it is possible participants may experience some discomfort discussing sensitive social needs e.g. housing insecurity. If participants display any signs of distress, the study process will be halted, and the HN will ask the participant if they require immediate mental health assistance, in which case the clinical team will be notified. If the participant does not require immediate assistance, the HN will ask if they would like to be referred to a mental health service and/or contacted in the future by the HN to discuss their needs. If yes, the HN will organise a time for follow-up at the participant’s convenience. If they wish no further involvement, they will be withdrawn from the study. 
It is likely some participants may have needs too complex for our intervention that require ongoing support. In this case, extended service navigation will be provided by professional case managers through pre-established partnership with community-based organisations (e.g. Baptist Care, Anglicare). With participant consent, they will be linked with a professional case manager to receive ongoing assistance beyond the study period.
[bookmark: _GoBack]Our experience in the Cancer Centre demonstrated that HNs require regular debriefing and supervision to ensure they provide participants the best standard of care. Investigator Macdonald will conduct supervision and debriefing activities with HNs once a week for approximately one hour, to discuss any difficulties that may arise with participants or referral processes.
[bookmark: _Toc156907544]Infection Control 
Contact with participants will follow and be consistent with the most current SA Health protocols on COVID-19 and other infectious diseases (e.g. social distancing, optimal hygiene practices). Researchers will not attend NALHN if they are unwell, have a fever, cough and/or sore throat, have been in contact with any person/s with a respiratory illness (e.g. cough, shortness of breath) in the last two weeks, or are required to be in social isolation, as per SA Health advice.  Researchers and HNs will be assessed to demonstrate competence in all local infection control, isolation, 5 moments of hand hygiene, Personal Protective Equipment use and escalation practices. While recruiting and conducting the study, the research team will practice social distancing (minimum of 1.5 m between people and no more than one person per 2 m2 in larger spaces). The iPad used for data collection will be cleaned with alcohol-based wipes before and after each use. Researchers may be required to undertake additional direction as advised by the Nursing Unit Manager or their delegate at any time. 
[bookmark: _Toc99463933][bookmark: _Toc156907545]Human Research Ethics Review
Ethics approval is sought from the Central Adelaide Local Health Network.  Governance approval (Site Specific Agreements) will be sought from the Northern Adelaide Local Health Network. This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007).

[bookmark: _Toc99463935][bookmark: _Toc156907546]Outcomes and Significance
Our research will assess if the HN model assists vulnerable families and their children through referrals and follow-up support to address unmet social needs. We will be one of the first groups in Australia to trial an HN intervention in the paediatric inpatient setting, and derive a better understanding of the degree of unmet need of families in the north. We will extend our pre-existing and build new connections and relationships with community service providers. Our approach will help develop a ‘community-facing’ hospital that takes into account the complex social context of patients’ health and wellbeing. It builds upon clinicians desire to integrate SDH as part of care and support planning for vulnerable families in the northern region. 
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