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1. [bookmark: _Toc43354017]Introduction 
[bookmark: _Toc43354018]1.1 Epidemiology 
Domestic violence and abuse (DVA) is threatening behaviour, violence or abuse between adults who are relatives, partners or ex-partners.[1] It occurs in all types of relationships and cuts across all sections of society, although it is a gendered problem: women are more likely to be injured, to require medical attention or hospitalisation and to fear for their lives as a result of violence, and men are more likely to perpetrate violence. That said, male victims are increasingly recognised within the context of both same sex and heterosexual relationships,[2] although understanding of male victimisation is still in it’s infancy.[3,4] Lifetime prevalence in the UK is 29% for women and 13% for men.[5] 
Some 15% of UK children witness at least one form of DVA during childhood. Three percent have witnessed abuse in the previous 12 months; [6] a likely undercount of the number of children  affected given that children can be exposed to the detrimental impact of DVA in myriad ways (e.g. overhearing; witnessing aftermath; disrupted parenting). 
Exposure to DVA is the most frequently reported type of childhood trauma and the most prevalent factor identified by social workers when assessing children’s needs. [7,8] Children exposed to one incident of violent victimisation are likely to be repeatedly exposed to the same type of violence [9]and are at greater risk of experiencing multiple different types of victimisation, known as poly-victimisation. [10] Numerous risk factors are associated with DVA perpetration and victimisation at individual, family, community and societal levels [11]. The presence of which in families with inter-parental violence (IPV) creates an environment of pervasive adversity for the child, in which multiple stressors can accumulate and impinge upon the child’s development.[12]
Children exposed to DVA are two to four times more likely to exhibit clinically significant mental health (MH) problems, and more likely to experience elevated internalising symptoms (e.g. anxiety, depression), externalising behaviours (e.g. aggression) and trauma symptoms, that whilst sub-clinical, can also cause significant distress and functional impairment for CYP and their families. [7,13] Exposure to DVA in childhood is also associated with negative outcomes in adulthood;[14] mediated in part by early adjustment difficulties, particularly behaviour problems.[15] Factors such as maternal MH, quality of parenting and children’s appraisals moderate risk of poor child outcomes,[16,17] and therefore represent modifiable targets for intervention.
The aggregate annual cost of DVA to the UK in 2008 was £15.8 bn annually, although this figure does not account for long-term sequelae.[18] Recent estimates suggest 1 in 8 UK school aged children in the UK experience an identifiable MH disorder, [19] with the cost associated with emotional, conduct, and hyperkinetic disorders put at £1.57 billion (£2220 per child), with longer term costs rising to £2.35 billion (£3310 per child);[20] Evidence outlined above indicates, DVA is a key contributor to the onset of these childhood problems. Whilst it shouldn’t be the only driver, there is a clear business case supporting the provision of effective intervention for children affected by DVA. 
Overall, the prevalence of childhood exposure to DVA, the profound impact of exposure, and the economic burden associated with it, demand effective policy and practice responses to prevent and ameliorate its negative sequelae across the lifespan. Further, reducing the impact of DVA on children is critical to reducing the global burden of MH disease associated with childhood trauma-increasingly recognised as a neglected public health emergency.[21,22]
[bookmark: _Toc43354019]1.2 Need for effective interventions: 
The most direct way of preventing the negative consequences of DVA for children is to prevent or end the violence itself. [23] Systematic reviews highlight the lack of evidence for effective interventions to prevent the initiation of DVA and to prevent children’s exposure to it.[24,25]  Therefore the most common approach is still to provide services directly to children and their parents once abuse has taken place.[26] 
The coercive and, often, chronic, nature of DVA (specifically directed at the child’s parent by a perpetrator, with whom the child almost always has an ongoing emotional relationship), coupled with the distinct possibility of re-exposure, means that the impact of DVA can be profound and often more pronounced that arising from exposure to other forms of trauma.  [27,28] Therefore, standardised treatments, even those that are trauma informed, may not be appropriate for this group of children and parents.[29–32]
[bookmark: _Toc43354020]1.3 Existing evidence on specialist interventions
Four systematic reviews over the previous ten years have identified a range of targeted interventions delivered to children, or to children and their non-abusing parents following exposure to abuse. [33–36] 
The lead applicant and several co-applicants conducted one of the most recent reviews as part of the IMPROVE study, commissioned  by the NIHR to identify best bet interventions for future evaluation in the UK. [35] The review identified 13 completed trials (published between 1995 and 2015) of five different types of intervention. Most studies were conducted in North America, and none in the UK. A lack of replication of specific programmes was noted, and the quality of the trials was assessed as being generally low or unclear. Studies tended to be small, including mothers and children aged four-14 years, and whilst samples were ethnically diverse, mostly they do not reflect the ethnicity profile of the UK population. Trials inconsistently measured a limited range of symptom-focused outcomes with little systematic measurement of harm, beyond monitoring the differences in outcomes between groups (for which many of the studies were underpowered to detect). No studies included concurrent process evaluation, and provided little detail about the practice and research contexts in which they were undertaken and the causal mechanism(s) by which the specific intervention being tested was expected to effect change in outcomes. No trials included an economic analysis. 
One of the key recommendations to arise from the IMPROVE evidence synthesis was that group based psychoeducational programmes should be prioritised for further evaluation in UK settings given. This recommendation was based on weak evidence of effectiveness and modelling of cost effectiveness although strong indication of implementation of this type of programme in the UK. 
In terms of effectiveness, a three arm quasi experimental evaluation by Graham Bermann and colleagues [37] found that at end of treatment (10 weeks) and at end of follow-up (8 months), internalising scores were similar for children receiving psycho-education compared with a waitlist control , with no evidence of an effect. However, the number of children in the clinical range was reduced by 65% in the group of children receiving intervention alongside mothers, by 35% in the group of children receiving intervention without parental involvement and 24% in the WLC group when measured at end of treatment (10 weeks). The authors reported children receiving psychoeducation (with or without parental involvement) had improved externalising scores compared with children in the WLC group, however this finding was undermined by initial baseline imbalances in scores across groups. [35].No data were reported relative to the control group for the 8-month follow-up. 
Graham-Bermann et al.[38]  looked at the rate of change over time of internalising symptoms of children aged 4–6 years, finding that those receiving psycho-education (with the involvement of mothers)  had improved internalising symptoms at the end of treatment and at 8 months compared with those in the no intervention control.  The authors present a multiple logistic regression analysis (MLRA) and found a treatment effect of 0.475 improvement in internalising symptoms, but this appears to be valid only for girls in the group (the trial was not stratified by sex). The authors also reported 
In contrast, Overbeek et al. [39] assessed the effects of the same intervention adapted for use in the Netherlands, although in this study the comparator was an attention control group. This study found no difference in post traumatic stress symptoms or internalising and externalising symptoms, reporting that symptoms ameliorated over time for both groups. Other non randomised studies have reporting positive impact on children’s adjustment, knowledge and attitudes about DVA, although weak study designs preclude conclusions about effectiveness. (see for reviews [33,34]
There are currently no cost effectiveness studies of this particular type of programme, although modelling (carried out as part of the IMPROVE study) based on the results of a network meta analysis considering the relative effectiveness of different types of intervention (based on the weal evidence available and strong assumptions) reported psycho-education was likely to be cost effective for reducing internalising difficulties if willingness to pay per standardised mean difference in internalising and externalising difficulties is greater than the Incremental Cost Effectiveness Ratio (ICER) of £858/SMD and £3722.9/SMD respectively – much lower than the NICE cost effectiveness ration of £20000-£30000.
[bookmark: _Toc43354021]1.4 The UK response to children exposed to DVA
Investigation into the DVA response for children, conducted by OFSTED, the Care Quality Commission and others, concluded too little is being done to prevent DVA and repair the damage it causes, and that more thought is needed on how local areas can support children and victims.[40]  The most recent review of provision for children experiencing DVA concluded that in two thirds of all Local Authorities interviewed (n=30) children faced barriers to accessing specialist services. [41]. The Five Year Forward View for Mental Health and the most recent review of child and adolescent mental health services (CAMHS) noted children exposed to DVA (amongst other vulnerable groups) may find it difficult to access health services, [42] [43]  
An earlier review of CAMHS services found that only eight percent of services offered a tailored response for children exposed to DVA.[44] In reality, this tailored response often constitutes referral to a specialised DVA programme delivered by other community, usually voluntary sector, organisations. A number of mapping studies suggest this community provision is patchy and hampered by underfunding. [41,45–47]  But where programmes are provided they are most likely to take the form of group-based psycho-educational support to mothers and children in parallel. [35,45]  This is in line with NICE guidance which recommends that interventions should be commissioned that aim to strengthen between the child and their non-abusive parent or carer through the delivery of joint or parallel sessions. [48]
[bookmark: _Toc43354022]1.5 Psycho-educational intervention in the UK 
Psycho-educational programmes aim to improve children’s emotional wellbeing and MH through structured activities and discussion to: promote knowledge and address attitudes to DVA; express thoughts and feelings about experiences of DVA; help children and mothers develop safety plans; enhance the quality of parent-relationships and reduce social isolation. Programmes are mostly delivered in community settings and, whilst hosted by one agency, success is dependent on co-operation of other partner agencies which supply staff to deliver the intervention, and as part of their interaction with families, identify those who may benefit from the programme. Psycho-education is mostly offered to children based on known exposure to DVA rather than on presentation of specific or serious symptoms of MH disorder. It is perceived as an important model of early intervention, filling a gap between universal and specialist services. [45,46] 
Several ‘brands’ of programme are available in the UK, although a scoping study conducted in 2015, indicates that one programme in particular, Children Overcoming Domestic Abuse (CODA), delivered by Against Violence and Abuse (AVA), is offered with the greatest degree of regularity (see section 5 for programme description). 
The programme was developed in Canada, and had been evaluated in one small peer reviewed study before being brought to the UK. [49] 
The programme has been evaluated in five separate service based studies, [50–54] however, these have very much focused on the process of service delivery and acceptability of the programme (see below). To date there has been no robust evaluation of the clinical and cost effectiveness of this, or any similar programme in the UK. 
Monitoring data when reported, suggest CODA has reasonable completion rates (75-87%).[50,54] Qualitative evidence suggests the programme is acceptable to mothers, children and professionals, and is perceived to benefit children’s wellbeing.[35] However, consultation with young people in  IMPROVE  raised questions about acceptability for older children (>12 years), due to the need to develop independence from parents and concerns about confidentiality.[35] Several evaluations note a large drop-off between referral and uptake, and high attrition of mothers, which leads to disengagement by children. One of the studies noted need to consider the response to male caregivers in terms of recognising the impact of DVA on children [50] and a call to involve more male facilitators was ubiquitous. [50,51,54]
The CODA programme is novel in that it specifies not only a set of intervention activities to be delivered directly to mothers and children, but also a complex implementation model, directed toward embedding the programme into its local system. The functioning of this model of system change has received less evaluation. Even if efficacious, the ultimate impact of an intervention will be negligible if it is neither capable of reaching a sufficiently large proportion of the target audience, nor becoming sustained in everyday practice. [55] 
Failure to reach the intended audience is a particular threat to interventions delivered to relatively “hidden” populations such as children exposed to DVA. Overall feasibility of delivery may be contingent on the strength of the existing community response to DVA, with those areas characterised by stronger inter-agency relationships better able to implement and sustain the programme over time.[50] Collectively, these issues highlight important uncertainties about the implementation and sustainability of the programme. 
[bookmark: _Toc43354023]1.6 A policy pull for robust evaluation of effectiveness in UK settings
That CODA is offered in some areas of the UK in the absence of empirical support means that it is being delivered without clear understanding of its cost effectiveness, safety implications and fit with parents’ and children’s priorities (this is true of any programme currently offered in the UK), This is unsatisfactory both from ethical and efficiency standpoints- issues that are thrown into  sharp relief by a recently reinvigorated policy focus on DVA.
The UK Government is currently considering a new DVA Bill, designed to ‘transform the way England and Wales tackles DVA’.  A central tenet of the Bill is to ‘recognise the harm that domestic abuse inflicts on children’. Increased recognition of harm will necessitate effective interventions.[56] A fund of £8m has already been made available for projects designed to intervene early to help children who have been directly or indirectly affected by DVA. Yet the lack of good quality evidence will mean that this money is spent on services and programmes that may make little difference to children’s health and well-being. 
[bookmark: _Hlk43099618]Well-designed and carefully implemented RCTs are urgently required to test the relevance of promising interventions in the UK context, and to evaluate those interventions, like CODA, that are most commonly provided, but which currently lack empirical support. [35,36]
There is vigorous debate in the UK, as there is elsewhere [57] about the applicability of experimental research to this field. However, a randomised design offers the least biased method for investigating effectiveness [58] and although there may be challenges associated with the conduct of a trial with this vulnerable group, it is possible to undertake well-designed, pragmatic and ethical experimental studies that generate usable evidence to inform policy and practice. [59,60] 
Given the complexity of the systems in which DVA interventions are delivered,
it is critical that any trial of the potential impact pays substantial attention to how successfully the intervention couples with the local DVA system, and how pre-existing differences in the structures and activities of this network facilitate or impede reach, implementation and effects.
[bookmark: _Toc43354024]1.7 Rationale for the current study: 
[bookmark: _Hlk43099434]There is strong epidemiological evidence that children’s exposure to DVA is associated with impairment in physical and MH in childhood and into adulthood. However, there is an absence of UK evidence about cost effective interventions that aim to prevent or limit poor outcomes. In some areas of the UK, it is established practice to offer Psychoeducational interventions to children who have been exposed to DVA. One model in particular, the Community Group Programme, has been implemented with some degree of frequency. Robust evaluation of this already constituted intervention is justified, and indeed long overdue. 
The need for good quality evidence on cost effectiveness is particularly pressing in the context of invigorated policy focus on effective responses to prevent and limit harm caused by exposure to DVA. 
Before embarking on a costly effectiveness trial, a smaller study is needed to address important uncertainties about the intervention itself, its implementation in different settings, and acceptability of trial methods that would be needed to evaluate effectiveness.[61] The study we propose is designed to assess these uncertainties and represents the first UK study to use trial methodology to evaluate an intervention for children exposed to DVA.
[bookmark: _Toc43354025]1.8 Risks and benefits to study participants 
The nature of DVA means that there are inherent risks to undertaking research with victim/survivors of DVA and children including: the potential for disempowered parents and children to feel pressured to take part in research; the possibility (due to the overlap between DVA and child maltreatment) that child safeguarding issues will be identified, and the potential for participants to be re-exposed to abuse by the perpetrator. This is in addition to the emotional impact of re-engaging with experiences of and feelings about the abuse in the context of the research (and/or the intervention), and the potential for researchers to experience secondary trauma if they hear participants’ stories. Our collaborating team has grappled with these ethical and safety issues for more than two decades and have extensive experience in mitigating these risks. 
Research conducted with vulnerable populations, if undertaken safely and sensitively, can be empowering for those involved. [32,60,62] Moreover, there is a risk associated with not undertaking this research, given that the intervention is offered in the UK and elsewhere without a clear understanding of its effectiveness and any associated harms. Without investment in research of this kind, the response to children and their mothers will continue to be a ‘best guess’, which may make no discernible difference to health and wellbeing, and at worst may cause further harm.

[bookmark: _Toc43354026]1.9 Conducting the study in the context of Covid-19
This protocol has been developed in the context of the COVID-19 pandemic. This has shone a spotlight on the everyday risks for those living  with DVA, and has highlighted the challenges of seeking help for those affected by it. Service providers have reported greatly increased calls to helplines, online contacts and traffic, and many have responded by shifting face to face support of adult victims/survivors to digital models of delivery. In contrast, anecdotal evidence gathered from Cardiff Women’s Aid, one of our service partners in this study, suggests a decreasing rate of referrals for children experiencing and affected by DVA, even in the context of greatly increased adult referrals. This could signal a decrease in identification of children owing to restricted access to key agencies during lockdown, or a de-prioritisation of children’s needs by non specialist services.  
It is likely that during the lockdown, children have been exposed to more and escalated levels of violence and abuse given i) additional pressures of economic stress, social isolation and poor parental mental health; all factors that are know correlates of increased interparental/caregiver conflict and DVA; ii) increased time spent in the home with abusive caregivers (children of separated families have been able to shuttle between homes during this period), and iii) lack of contact with sources of support 
A further barrier to supporting children during the pandemic is a lack of online interventions for children recovering from their experience of DVA. Digital technology is increasingly used as a mechanism through which interventions or parts of interventions to reduce violence against children are delivered. [63] However, effective interventions developed specifically for children with experience of DVA are lacking. [35] By contrast, there are some emerging online interventions targeted at adults experiencing abuse and professionals who may come into contact with children and families, although evidence of effectiveness is mixed.[64,65]
The lack of digital mechanisms for delivery of interventions and more general support has come particularly to the fore during the COVID-19 crisis, which has meant that the delivery of face to face support is temporarily suspended. As a result, many frontline interventions and services have innovated to move support for children online. Against Violence and Abuse (AVA), the developers of  the CODA intervention to be evaluated by the FReDA study, are no exceptions. They have supported local areas to move the delivery of CODA sessions online. This provides the study with a contingency plan in the wake of further lockdowns, but also an opportunity to consider how CODA, as a digital intervention, is delivered and experienced, including possible harms.  
As a team we are supporting AVA to secure funds to further support the development of an online CODA programme, to be ready at the point that we begin recruiting to the study. We are also collaborating with PenARC to conduct a rapid evidence review to identify online interventions delivered to at risk groups of children and young people, which along with the expertise of team members relating to adaption of interventions, can be used to support the development of an online offer. 
With this in mind, throughout this protocol we have added information on how the study will be conducted in the context of a further lockdown. As before, this draws on general recommendations as to how to conduct safe and ethical research with children and parents with experience of DVA, [62,66] but is also further informed by recent advice on digital safeguarding,[67] remote delivery of interventions during COVID-19[68] and conduct of violence against women and children research in the context of the current pandemic. [69] An appropriate ethics amendment will be sought for online delivery, once the digital intervention is available. 
2. [bookmark: _Toc43354027]Aim and objectives
[bookmark: _Toc43354028][bookmark: _Hlk43100371]2.1 Aim 
To provide information necessary to evaluate the feasibility and design of a definitive randomised controlled trial. 
[bookmark: _Toc43354029]2.2 Research questions
Q1 Is CODA acceptable and feasible to implement in two community settings?; 
Q2 Can the intervention be delivered with fidelity by multiple practitioners?; 
Q3 How do socio-demographically diverse populations of women and children engage with the intervention?; 
Q4 Is the trial design feasible and acceptable to implement in community-based organisations?; 
Q5 What is the in-principle acceptability of CODA for victimised male caregivers and their children?
[bookmark: _Toc43354030]2.3 Objectives 
[bookmark: _Toc43354031]2.3.1 Primary objective 
Recruit and randomise 64 parent-child dyads or family clusters to receive CODA plus standard care or standard care only, and to retain and follow up participants over 12 months.
[bookmark: _Toc43354032]2.3.2 Secondary objectives
Trial methods
1. Assess questionnaire completion and acceptability of study measures 
2. Develop and pilot methods for characterising care as usual 
3. Identify and pilot the collection of resource use data, and the associated unit costs for cost effectiveness analysis
4. Establish mechanisms and permissions needed to link trial data to administrative data, and to assess the acceptability of linkage to study participants. 
5. Secure written commitment to fund intervention in the context of a full trial from 4 sites.
Intervention acceptability and feasibility 
6. Determine acceptability of the intervention to female caregivers, children and staff involved in hosting and/or delivering the intervention. 
7. Develop and pilot fidelity framework for intervention
8. Assess inter-organisational linkages between host sites and other key services contributing to the DVA response using social network analysis (SNA) methods. 
9. Identifying potential unintended consequences and methods for mitigating/monitoring them in a full evaluation
10. Assess the mechanisms of support and supervision needed for those involved in the delivery of the intervention and trial.
11. Identify and recruit 15 male caregivers with experience of DVA victimisation, and explore ‘in principle’ acceptability of the intervention to male caregivers
[bookmark: _Toc43354033]2.4 Assessment of study objectives 
[bookmark: _Hlk36405111]Table 1: Study endpoints and mechanisms of assessment 

	Objective 
	Outcome measure 
	Time point for assessment 

	Recruit and randomise 64 parent-child dyads or family clusters to
	Number recruited and randomised 
	During 12 months of trial 

	Questionnaire completion and acceptability of measures 
	Completion rate for primary outcome measures 

Overall item completion rate across all measures 

Questionnaire items flagged as distressing 
	T0, T1, T2, T3


T0, T3 


T0, T3 

	Acceptability of intervention to female caregivers, children and staff 
	Attendance logs


Qualitative interviews 
	For each session of each intervention cycle delivered

Time points throughout 18 data collection window

	Develop and pilot methods for characterising care as usual 
	Qualitative interviews 

Contact logs 


Resource use data 
	Throughout study 

Throughout 12 months enrolment in study

T0, T3

	Identify and pilot collection of resource use data and cost the intervention 
	Best method for collecting data on use of health and social care services and other related costs associated with the trial.
	T0, T3

	Develop and pilot fidelity framework for intervention
	A method to assess fidelity in the main trial
	Throughout study  

	Assess inter-organisational linkages between host sites and other key services contributing to the DVA response using social network analysis (SNA) methods. 
	A method to collect and assess ego network of host organisations 
	Months 5-19

	Develop and pilot a measure of iatrogenic harm for the intervention and study
	A method to collect specific data on iatrogenic harms 
	Throughout study 

	Assess the mechanisms of support and supervision needed for those involved in the delivery of the intervention 
	Qualitative interviews with staff
	Throughout study  

	Establish mechanisms and permissions needed for data linkage 
	Protocol for linkage in England and Wales

Rate of in principle consent given by female caregivers

Qualitative interviews 
	Throughout study 

	Identify and recruit 15 male caregivers 
	Number of men identified, number consenting to interview 
	18 month data collection window

	Explore acceptability of the intervention to male caregivers
	Qualitative interviews 
	18 month data collection window 

	Secure written commitment to fund intervention in the context of a full trial from 4 sites.
	Letters of support 
	Throughout study 



3. [bookmark: _Toc43354034]Research design, randomisation and recruitment 
[bookmark: _Toc43354035]3.1 Study design
This will be a two site, open, pragmatic, parallel group, individually randomised controlled feasibility trial, with integrated process and economic evaluations. The trial is design is such that it assesses whether the addition of CODA to usual care confers any benefit over usual care alone. However, given this is a feasibility study, this hypothesis will not be evaluated, but would be the subject of a future trial if shown to be feasible. 
 
The design of the trial draws upon lessons from recent methodological studies including the CONSORT extensions for pilot and feasibility trials (led by co-applicant SE), pragmatic trials, and social and psychological interventions [70–72] and MRC-NIHR funded guidance for feasibility studies (co-author GM, [73]). Further, it employs a similar design to that used in a previous trial (PATH) led by one of the co-applicants (GF) to evaluate the effectiveness of psychological support for adult female survivors delivered by community based DVA organisations.[59] 

Whilst the PATH trial provides evidence that trials of DVA interventions are not inherently unfeasible, we are uncertain whether women would be willing to allow randomisation of their children to a treatment as usual condition. Further, given the paucity of specialised services for children exposed to DVA, and that CODA is already known to some professionals, we are unclear as to whether host organisations and those delivering the intervention will be able to maintain equipoise, and prevent contamination of control participants. The proposed study will address these uncertainties. 
[bookmark: _Toc43354036]3.2 Recruitment
[bookmark: _Toc43354037]3.2.1 Host sites and services
We will evaluate the CODA programme in two areas: Cardiff in South Wales and Southend-on Sea- in South Eastern Essex. The host organisations will be Cardiff Women’s Aid (CWA) and Family Action (via a network of nine Children’s centres), respectively. CWA is a specialist DVA organisation delivering a continuum of services (practical, informational, emotional support, legal advocacy) to women and children, and an advice line for men. Family Action is a national charity providing practical, emotional and financial support to those who are experiencing poverty, disadvantage and social isolation across the country. They have a national domestic abuse co-ordinator responsible for developing national strategy in relation to the identification and response to victim/survivors and their families in local communities where Family Action are operational. Host sites have been recruited owing to existing links between the principal investigator and third sector organisations supporting the delivery of the intervention. We will use the results of this feasibility study to develop host site inclusion and exclusion criteria for a full trial.
[bookmark: _Toc43354038]3.2.2 Families 
Recruitment of eligible family clusters will be facilitated by the host organisation. However, owing to the often hidden nature of DVA, identification and referral of potentially eligible participants involves the wider network of community organisations (statutory and non-statutory). 
In order to embed these referral pathways, the intervention co-ordinator (IC) will seek to raise professionals’ awareness of the programme before the study opens for referrals. As a reflection of the normal delivery model, activities undertaken as part of work to embed the intervention will not be specified, beyond direction given in the intervention manual, (e.g. set up of steering group, link with social services). [74] They will be explored as part of the process evaluation. 
Community agencies will identify eligible families through their normal practices (see figure 1, study flow diagram). Upon identification of DVA and with consent from mothers, agencies will refer mothers and children meeting eligibility criteria to the IC. Posters and links to online information regarding the study will be distributed to community agencies to enable self-referrals. The IC will assess eligibility and seek permission to pass contact details to the research team. A researcher will contact the family to arrange a face to face meeting with both the intervention co-ordinator and a female researcher (see section 5.2 intervention delivery, and section 8, study procedures, for more detail). The purpose of this meeting will be to explain the study and seek informed consent and assent. All participants will be informed of alternative arrangements if there is a subsequent lockdown and informed they can withdrawal from the study at any time if the set-up of the study no longer is suitable for them. 
[bookmark: _Toc43354039]3.2.3 Recruitment of families in the context of Covid-19
In the event of a second lockdown, the intervention co-ordinator will communicate with key community agencies to let them know that the study will continue with online delivery of the intervention. Referrals and the first contact with a referred family will occur as usual. If a parent consents to contact by a researcher, the researcher will contact the family by telephone to arrange an online face to face meeting to explain the study and seek consent/assent. If this is not possible (owing to lack of technology) and extended phone call will be made. Where possible, both the intervention co-ordintator and researcher will be present in the consent meeting. In these instances, informed consent from the parent for their own and their child’s participation will be sought, but informed assent from children will not. 


[bookmark: _Toc43354040]3.3 Randomisation 
The unit of randomisation will be the mother-child dyad or family cluster (where there is more than one eligible child). Family clusters recruited to the study will be randomised in a 1:1 ratio to the two study arms (intervention + usual care vs. usual care), using a remote telephone randomisation system implemented by the Bristol Randomised Trials Collaboration (BRTC). Randomisation will be stratified by site, age band (seven-eight, nine-11 years, where more than one child, age band will be determined by average age of children), and whether more than one child from the family is participating in the trial (1 vs >1). (see section 8.4 for randomisation procedure)
[bookmark: _Toc43354041]3.4 Protection against bias 
It is not possible to blind families or host organisations to the allocation of the intervention. However families will be randomised after baseline data collection to ensure staff and researchers are blind at the time of recruitment and completion of study measures. There will be complete concealment of the allocation sequence from the researcher by use of blocked randomisation. 
Families and individual family members will be given ID numbers for use during data collection and entry, and the statisticians will not know the identity or anything else about families. Once the data are entered and cleaned, the statisticians will assign new ID numbers. The rest of the study team will not know how these relate to the previous ID numbers, or to the actual family identities, thus the analyses of quantitative outcomes will be conducted blind. The health economists will also be blind to study arm while conducting the economic analysis.
Researchers undertaking data collection will not have any involvement in the delivery of the intervention. Research and intervention teams will be separately managed to ensure evaluation is independent and does not distort intervention delivery. Only some of the staff within the host organisation will receive CODA training, and where possible those who do not access training will work with control participants, so as to minimise contamination.
We will examine the potential for contamination across arms using qualitative and questionnaire data, to ensure that this is not a threat to internal validity in a full trial. Given that individually randomised trials are fairly tolerant to some degree of contamination, this information will likely be used to inform decisions about sample size in order to increase power to cope with the observed contamination. [75]
Follow up surveys will be at approximately 14 weeks (to coincide with intervention end), and six and 12 months after baseline data collection. Protocols used in a previous trial in a DVA setting [53] will be adapted and followed to minimise attrition. We will incentivise family retention by offering shopping tokens following the completion of each wave of study measures. A larger payment will be made for completion at 12 months, which has been shown to improve retention. [53,58] The impact of loss to follow up will be protected against during the analysis, by imputing missing data, and by examining the sensitivity of the proposed main analyses to missing data assumptions. 
4. [bookmark: _Toc43354042]Study population and sample size
[bookmark: _Toc43354043]4.1 Study population
The population from which our sample will be drawn are families with experience of DVA including at least one child aged 7-11 years. Families may be identified as experiencing DVA for the first time or may have a long history of service access because of abuse. Families may also be actively help-seeking to address experiences of DVA. Children may have experienced DVA in a variety of ways and do not need to have seen or directly heard abuse taking place. Children’s eligibility for the intervention is determined by their experience and not the nature or severity of adjustment difficulties.
[bookmark: _Toc43354044]4.2 Sample size
[bookmark: _Toc43354045]4.2.1 Feasibility trial 
[bookmark: _Hlk43101012]We have taken a pragmatic approach to sample size calculation, based on having enough children to run the programme at least twice per area. The maximum number of children to be included in a group is eight.[74] Therefore, to fill two groups of eight in one site, 32 mother-child pairs (or less if family clusters) would need to be recruited to allow for 1:1 randomisation to intervention vs usual care conditions. In total, we aim to recruit 64 mothers and children to the study. 

To enable sufficient recruitment, we anticipate that each site will need to receive 200 referrals (see Table 2 for assumptions relating to referral and recruitment rates).

[bookmark: _Hlk36405548][bookmark: _Hlk38709022]Table 2 Assumptions regarding referral and recruitment rates 

	Assumption 
	n

	Referrals
	200

	60% of referrals meet inclusion criteria 
	120

	60% of referrals meeting criteria can be contacted by IC
	72

	80% of those meeting IC consent to contact by researcher
	58

	70 % of those consenting to contact attend recruitment meeting 
	40

	80% of those attending meeting are recruited 
	32

	recruited as  % of referrals
	16

	recruited as % of those contacted by IC
	45



This sample will enable us to understand feasibility issues as well as the parameters  for estimating the sample size in the main trial, although pilot and feasibility trials are usually too small to provide precise estimates,[76] this study being no exception to this rule. Where the recruitment target is exceeded prior to the end of the recruitment window, if possible (depending on resource available to host sites) we will continue to recruit mothers and children to the trial to develop a picture of accrual over time, to increase the precision with which unknown parameters can be estimated,[77] and to identify factors that may facilitate successful study delivery. The final participant will be recruited in month 19, to allow for delivery of a full cycle of the intervention, within the 12 month recruitment window, and completion of all follow up measures. 

[bookmark: _Toc43354046]4.2.2 Process evaluation
[bookmark: _Hlk43101244]We will use maximum variation sampling to purposively sample adults (n=20; 2:1 intervention vs control)  and children (n=20; 2:1 intervention vs control) based on particular characteristics of interest (e.g. ethnicity, sexual orientation, socio-economic status, type of DVA contexts), to take part in qualitative interviews.[78] 
This sampling strategy will ensure a diversity of backgrounds and views are represented, so as to explore acceptability and feasibility of the intervention for minority groups and by socio-economic status. This will provide understandings of how differential engagement with the intervention might exacerbate or reduce inequalities.

[bookmark: _Toc43354047]4.3 Socio-economic position and inequalities
The CODA addresses a key determinant of health - exposure to DVA,[79] and therefore is a potential means for reducing health inequality. Although DVA is prevalent across the socioeconomic spectrum, it is more common in families and communities that are relatively deprived;[80] thus CODA addresses a determinant of ill health that disproportionately affects children from poorer backgrounds. Children can be referred to the intervention by any community service and therefore those who are not engaged with health services may still be able to benefit. It is also possible for mothers to self-refer to this intervention.  The intervention will be offered in community settings, free of charge, at times that are convenient for mothers and children. It is commonplace for agencies hosting this intervention to assist attending mothers and children with transport and crèche requirements ensuring maximum uptake of the intervention, and intervention costs have been calculated accordingly. We will collect basic socio-demographic data for referred families and include assessment of family socio-demographic and economic status in the proposed study trial measures so that we can evaluate if referral to, take up and completion of the intervention is patterned by family characteristics including socio-economic position. We will also purposively sample adults and young people from a range of socioeconomic contexts for qualitative components to explore potential variation in the way the intervention is experienced. In any subsequent effectiveness trial we will undertake subgroup analyses to examine potential interaction between allocation with family characteristics (employment status, parental employment) and host site area-level deprivation, to explore variability in effectiveness according to socioeconomic disadvantage.

In the baseline assessment we measure the socio-economic status using three methods: a) the Office of National Statistics (ONS) National Statistics Socio-economic Classification (NS-SEC) b) ONS education classification and c) monthly gross income.  
The NS-SEC was constructed to explore how far class differentiates across a wide range of outcomes such as health, education, and social mobility. NS-SEC is used on all social surveys, so results from the NS-SEC coding tool will be comparable to a vast number of other outputs. We will use the NS-SEC full and most accurate method that requires an occupation code (SOC 2010 code) and three questions about the employment status of the user (employed, self-employed, etc.), the size of the organisation supervisory responsibility.  We summary the questions needed below. [81].  There is a separate method described on page 10 of the NS-SEC manual to code students and unemployed people.


[bookmark: _Toc43354048]4.3.1 The impact of online delivery on socially and economically disadvantaged families 
The ONS estimates that the vast majority of households with children have access to the internet – however, there are likely to be challenges around online access in the poorest communities. As noted above, DVA disproportionately affects children from poorer backgrounds, and families recruited to the study may have fewer internet enabled devices, and data limits may prevent full access to ‘rich’ content. [68]Where services move to online delivery, we will support them to source devices to be loaned to study participants. We will record if and how many devices are loaned and explore barriers to access as part of the process evaluation
4.3.2 Further impacts of online delivery.
There could be possible barrier to accessibility of online intervention to those with visual or functional disabilities. It may also be difficult for those to access who have low levels of computer literacy. There may also be concerns about confidentiality and securely accessing the online intervention both within the home and online security. Finally, there is a risk that those that have experienced abuse online from their abuser may be reluctant to interact with an online intervention. These risks will be monitored and explored during the recruitment and process evaluation stages.

[bookmark: _Toc43354049]4.4 Inclusion/exclusion criteria
[bookmark: _Toc43354050]4.4.1 Rationale
The rationale for inclusion/exclusion criteria for the feasibility RCT is largely pragmatic and reflects how the intervention is delivered in real world settings, ensuring that findings of a future definitive trial are meaningful. In theory, the CODA is delivered to young people aged four-21 years. The decision to evaluate the feasibility of the programme for 7-11 year olds is informed by a number of factors: 1) local areas often deliver the CODA to a narrower age band, dependent on perceived need and current service offerings.  2) young people consulting on the IMPROVE evidence synthesis [35] questioned the acceptability of group-based programmes directly involving  parents for YP > 12 years. 3) The few trials considering the effectiveness of similar interventions have recruited similarly aged samples of children.[35] Children excluded from the study due to age (including siblings) will receive care as usual which may involve referral to other services, and where appropriate directly support by the host site. 

[bookmark: _Toc43354051]4.4.2 Inclusion criteria
· Family identified as having experienced DVA during lifetime of referred child
· children aged 7-11 years exposed to DVA and their female caregiver; 
· living separately from the perpetrator of the DVA eliciting referral; 
· no significant risk to the physical safety of the child (from either parent) or supporting parent. 
· Ability to complete outcome questionnaires (with reading assistance or translation where required)
[bookmark: _Toc43354052]4.4.3 Exclusion criteria
· Families in acute crisis, as determined by caregiver, identifying agency, intervention co-ordinator or researcher (e.g. only recently left the abusive situation; immediate risk of harm, lack of stable accommodation, significant substance misuse that would inhibit engagement in study or intervention); 
· Victimised male caregivers and their children (male caregivers are included in the process evaluation). 
· Participants who cannot understand the English language sufficiently well to give informed consent and to complete the questionnaires and where safe translation services where adequate and safe translation services cannot be secured. 
5. [bookmark: _Toc43354053]Planned intervention
[bookmark: _Toc43354054]5.1 Intervention arm
The Community Group Programme (CODA) is a Canadian founded, manualised, trauma-informed psycho-educational programme. The intervention has been adapted for a UK audience by the third sector organisation Against Violence and Abuse (AVA). The intervention is supported by manuals and tools, as well as an online forum for providers, all of which can be accessed via AVA. As noted in the introduction, to date there has been no outcomes focussed evaluation of effectiveness of this model in the UK. 
An evaluation of the original programme, conducted in Canada found positive changes in children’s knowledge, behaviours and attitudes relating to DVA.[49] Several trials of a similar programme developed in the US reported reductions in children’s internalising and externalising symptoms relative to a (waitlist) control [37,38] although these studies were conducted by programme developers and were at high risk of bias. A further independent study of the same programme found no effect. [39] Overall, the evidence base on psycho-educational programmes for children who have experienced DVA is fairly weak and inconclusive. 

The CODA aims to prevent onset or escalation of MH problems following exposure to DVA.[49,51] It targets children no longer exposed to serious abuse and who live separately from the abusive party; acknowledging that some forms of abuse, such as coercive control may be ongoing beyond separation.[82,83] It is offered based on children’s known exposure to DVA and perceived need, rather than linked to presentation of any particular symptom profile, as is often the case with specialist MH services.											 
Prior to participation in the intervention, parents receive a telephone call from the intervention co-ordinator to inform them of the referral and to screen for eligibility. Intervention co-ordinators arrange an in person meeting with the parent and referred child to further assess suitability for the intervention and to conduct a detailed risk assessment. These two initial contacts are also designed to build rapport and to begin priming parents and children regarding what to expect. 

Participating children and their female parent (or carer) attend a 12-week intervention, participating in parallel groups. Sessions are delivered on a weekly basis (1.5-2 hours) and consist of structured activities and free play. 
The focus and order of each session is manualised and activities and resources are suggested, however it is possible for facilitators to deliver different activities that address the prescribed focus of the session. The content of each parent session reflects that of the children’s sessions. 

It is recommended that groups are delivered in age bands of 7-8 and 9-11 years.[74] Siblings are not permitted to attend the same group, so as to protect each child’s confidentiality, and in acknowledgment that siblings in the same family may experience DVA differently. [84] If groups run in a serial fashion (i.e. two different groups are not available at the same time) mothers must make a decision regarding which child attends first, although have the option to attend with each child.  
Whilst it is desirable for the intervention to be delivered to a child and their female parent or caregiver in parallel, children can participate in the programme without the active involvement of their mother. In instances where the mother does not participate, the intervention co-ordinator is responsible for providing information on the content of weekly group sessions, and assisting mothers to respond to emergent issues (e.g. blame of the non-abusive parent for remaining in the situation). 


[bookmark: _Toc43354055]5.1.1 Intervention theory 
The intervention theory is not made explicit in the supporting materials. However, it’s key aims are: to help children break the secret of abuse that has happened in their families, imbue children with knowledge that they are not the only ones to have experienced DVA, equip them with the vocabulary to describe their experiences, understand that use of abusive behaviour is always wrong, to reduce feelings of shame and self-blame, explore constructive means of conflict resolution, to develop peer relationships, to assist mothers in acknowledging and exploring the impact of DVA on children and parenting, equip mothers with the skills and confidence to support their children in talking about DVA and addressing adjustment difficulties associated with exposure, to parent in age appropriate and sensitive ways, to enhance maternal wellbeing and perceptions of social support.  
Several etiological process models speak to these aims and inform key intervention activities including: i) development of a trauma narrative and focus on children’s maladaptive trauma-related appraisals (trauma theory; social-cognitive perspectives); ii) development of adaptive responses to everyday conflict (social information processing theory); iii) helping mothers to understand impact of DVA on children, respond to children’s distress and develop warm and sensitive parenting (attachment theory, spill-over hypothesis, coercion theory), iv) enhance maternal mental health, wellbeing and social support (family stress hypothesis).
[bookmark: _Hlk36405788]The programme is expected to improve intermediate outcomes by improving parenting self-efficacy, enhancing child and parent perceptions of social support and addressing maladaptive appraisals and attitudes about abusive behaviour and relationships [85–89]  (see Appendix 1; programme theory). Change in children’s longer-term MH and wellbeing is expected to be mediated by enhanced maternal MH and parenting practices (increased warm and sensitive parenting and reduced hostility). [90,91]  

5.1.2 [bookmark: _Toc43354056]Online delivery in the context of COVID-19
AVA have already made some headway in transferring the CODA programme online, piloting the intervention with a group in Lewisham. A grant application has been submitted to the Youth Endowment Fund, which released a call relating to the adaption of group-based interventions for online delivery. It is AVA’s intention to have further developed their online offer by the start of recruitment for the FReDA study in order that the research can proceed as planned (see timeline in Appendix 3).

[bookmark: _Toc43354057]5.2 Implementation and delivery of the intervention
The intervention includes a complex model for embedding the CODA, focused on harnessing existing relationships and resources between organisations to ensure wide reach and coordinated delivery. It requires coordination by a host agency (e.g. specialist DVA agency; Local Authority early intervention service), and relies upon the support of community agencies and partnerships to maintain the programme, through the provision of suitable community venues and staff to facilitate the groups. Each 12-week cycle requires a minimum of four facilitators (2 per group) and can be delivered by professionals from a range of backgrounds and disciplines.
[bookmark: _Toc43354058]5.2.1 Co-ordination by host site 
An intervention co-ordinator (IC), responsible for embedding and delivering the intervention in their local setting, will be recruited by each host organisation, and situated in host site premises. A stipulation of the appointment will be preparedness to participle fully in evaluation activity. The FTE of the recruited worker will be determined by host sites and will be explored as a key factor influencing implementation. ICs and at least two managers from host sites will participate in a local five-day training programme, delivered by AVA. Four training days will focus on delivery of the programme (e.g. dynamics of DVA, impact of DVA, managing groups). The final day will focus on the study purpose and procedures including safety reporting.  In line with usual practice, following training, managers and CIs will be given access to a restricted area of the AVA website containing training and facilitation materials. In the event that training must be delivered online, we will deliver the training over two weeks rather than one. A further ‘top up’ day of training will be required for online delivery, and will be funded independently. 
[bookmark: _Toc43354059]5.2.2 Generating referrals from community agencies: 
The IC will seek to raise professionals’ awareness of the programme over a period of two months , before the study opens for referrals . As a reflection of the normal delivery model, activities undertaken as part of work to embed the intervention will not be specified beyond direction given in the intervention manual, (e.g. set up of steering group, link with social services) [74] although they will be explored  as part of the process evaluation. Community agencies will identify eligible families through their normal practices (see Figure 1). Upon identification of DVA and with consent from mothers, agencies will refer mothers and children meeting eligibility criteria to the IC. Posters and links to online information regarding the study will be distributed to community agencies to enable self-referrals. 
[bookmark: _Toc43354060]5.2.3 Recruitment and training of multi-agency facilitators (MAF): 
ICs will be responsible for identifying a pool of up to 10 multiagency facilitators (MAF) to deliver the programme in each site. Service evaluations highlight the feasibility of recruiting local professionals to deliver the programme as part of their existing roles, although underscore this is easier when an area has a well-developed DVA response and high level managerial buy in is secured for release of staff time.[50,51] .
MAFs may include staff from the host site, and/or external organisations such as (social care, specialist MH services, youth justice). It is desirable for MAFs to have a mix of skills including: group work experience, experience working with women who have experienced DVA, an understanding of child development, previous work experience with children, an understanding of risk indicators and assessment in the context of DVA and child safeguarding responses. MAFs may be male or female. MAFs from each site will participate in a local five day training programme, delivered by intervention developers. The content of the training will be as above. It will be a requirement that all MAFs (as well as others having direct contact with participants i.e. ICs and researchers) will have had an enhanced DBS check within the last two years. 
It is possible that MAFs involved in delivering the intervention will also be involved in delivering usual care. This will be monitored as part of the process evaluation. 
Two facilitators are required to deliver the parent group, and two to deliver the children’s group (it is good practice for a worker of each gender to facilitate children’s sessions, although in practice this is rarely possible); these should be the same people throughout the 12-week cycle. The timing of the sessions within the day is determined by the intervention co-ordinator. In the event of online delivery we will closely monitor how sites deliver the intervention.
[bookmark: _Toc43354061]5.2.4 Clinical and operational supervision of intervention coordinators and multi-agency facilitators: 
ICs and MAFs will receive monthly supervision from programme developers, once the programme is active. Sessions will be delivered via skype or telephone to minimise travel costs. Supervision will cover fidelity to the intervention model and any emergent issues relating to delivery of the intervention. Operational supervision of CIs will be provided by managers at host sites, and will focus on issues such as identification of MAFs, referral rates, accuracy of referrals and co-ordinator workload. Host sites and MAF employing organisations will be asked to make a written commitment at the outset of the study to ensure at least monthly supervision. 
[bookmark: _Toc43354062]5.2.5 Intervention funding
The child focussed services provided by CWA are commissioned and funded by the Welsh Government. Funding for the intervention in the context of this study will be met by Health and Care Research Wales, who are able to fund excess treatment costs for research outside of NHS settings. Funding for DVA services in Southend on Sea is provided primarily by the Local Authority. Funding for delivery of the intervention in the context of the study will be met by a combination of contribution in kind by the LA and Family Action (commissioned by the LA), Public Heath England and charitable funding. 
[bookmark: _Toc43354063]5.3 Control arm 
Care as usual for children experiencing DVA in the UK is in general, unstandardized and poorly defined. This is in large part owing to short term commissioning arrangements and limited funding, which gives rise to a rapidly changing landscape of what is available for children who have experienced DVA. A key purpose of the process evaluation is to characterise care as usual in each local area. We will draw on study questionnaires but also routinely collected data by the organisations to understand which services families are helped to access, and how this may differ across study arms. In the event of a further lockdown, the study will be well placed to explore changes in the ‘usual’ offer to children and families experiencing DVA. Families randomised to the control arm of the study will be informed that they will be able to take up the intervention after twelve months, when their participation in the study ends. Both study sites have committed to resourcing this provision.
[bookmark: _Toc43354064]5.3.1 CWA
As CWA is a specialist domestic abuse service, it is commonplace for children referred to the service to receive one to one support from a children and young people’s DVA worker, although the service has a waiting list. This may involve activities with a focus on fun and respite, those that are trauma focus such as working together to construct a trauma narrative, or those that address the mental health difficulties connected to the trauma. The content of support sessions is informed by a risk assessment (focusing on risks associated with DVA) and initial assessment. Assessment may highlight other needs that require referral to other services. Where children are accessing psychological therapy (through CAMHS or other services), it is common place to wait until this has completed, before starting or resuming trauma focussed support. In general is CWA practice, not to offer multiple forms of support to children in parallel, for example group based and 121 support. 
Targeted support for children may be delivered in tandem with practical (advocacy) and or emotional support or psychological therapy for a child’s parent within the CWA cluster of services and partner agencies. 
[bookmark: _Toc43354065]5.3.2 Southend 

In Southend, Family Action is  commissioned by Southend Borough Council to deliver services via nine Children’s Centres. The Children’s Centres offer a range of programmes in each centre to support individuals and families within their locality. These range from advice for new and expectant parents, Positive parenting courses, advice regarding a wide range of issues relating to children, parenting and family life, support from health professionals, such as midwives, and a range of parent and child activities to support learning, attachment and interaction.   Whilst children’s Centres target families with children aged 0-5, many of these families have older children. In addition to the work of the Children’s Centres Family Action also deliver  “Stronger Families”  a Lottery Funded project for children 5 to 10 and their families, which provides homebased and group work family support. 
Further, the Local Authority have a commitment to expanding provision for children affected by DVA and Family Action have a national approach to DVA which covers all aspects of delivery, including direct targeted support to families and partnership  with specialist partner agencies. This is to ensure a coordinated community response to DVA can be achieved. 
As part of the embedded process evaluation (see section 8.7) we will examine support available to participants in the control arm of the study using data collected in interviews with parents and children, and focus groups with staff from the host site, intervention co-ordinators and MAFs. This will include support offered within the host organisation, as well as that by other community agencies to which children experiencing DVA may be referred or sign posted by the host organisation. We will also draw on data collected using the Client Service Receipt Inventory, [92,93] included as part of the economic evaluation and from contact logs recording support offered or facilitated by the host site. 
As an output of this study we will produce tools and a standardised procedure for monitoring care as usual that can be used in the context of a full trial. 

[bookmark: _Toc43354066]5.4 Intellectual property relating to intervention
[bookmark: _Hlk43097408]The background intellectual property (IP) for the CODA belongs to AVA. Foreground IP derived from the study will be owned by the research team, but will be free for use to refine the intervention. At this point, the IP will become background IP, and therefore owned by AVA. A memorandum of understanding to this effect will be prepared by the University of East London’s Research Commercialisation Manager and intellectual property will be a standing item on the trial management and steering groups.
6. [bookmark: _Toc43354067]Data collection
[bookmark: _Toc43354068]6.1 Outcomes
[bookmark: _Toc43354069]6.1.1 Trial feasibility 
The outcome of the proposed study will be a decision as to whether progression to a full RCT is justified in terms of pre-specified progression criteria (Table 3). A go/no go system of green (proceed to trial), amber (revise and review) and red (do not proceed without further evaluation) [94]  will be used to evaluate progression criteria. These progression criteria will be refined in advance of study commencement, in collaboration with the Trial Steering Committee (TSC) and PPI groups. 
A decision on whether (and how) to proceed to full scale evaluation will be reached in consultation with the TSC, on the basis of the totality of evidence produced by this study. This will include reviewing performance against pre-set quantitative criteria, and insights from qualitative data regarding whether enough is known to be confident that improvements can be achieved in a full trial without the expense of another feasibility study.
Where part or all of the intervention is delivered on line, it may be necessary to adapt these progression criteria. All changes will be reviewed by the TSC and amendments to approvals will be sought as necessary. 

[bookmark: _Hlk38709749]Table 3: Progression criteria 

	Research question
	Progression Criterion
	Data source
	Stop/go criteria

	
	
	
	Green
	Amber 
	Red

	Is the CODA acceptable and feasible to implement in two community settings
	Commitment to fund intervention for duration of study 
	Letters of support from funders
	Letters of support for full trial 
	Letters of support for feasibility trial, but none for full trial
	None

	
	Each site was able to recruit and retain an intervention co-ordinator
	
	A co-ordinator in post for 16-18 mths
	A co-ordinator in post 12-15 mths
	A co-ordinator in post <12 mths

	
	Each site was able to recruit and train enough multi-agency facilitators
	Co-ordinator referral log; training attendance: interviews
	More than enough to deliver all sessions in all cycles and deal with sickness/leaving posts
	Enough to deliver 90% of sessions with difficulties covering  sickness/absence
	More than 10% of all sessions could not be delivered or had to be reschedule

	
	Partner agencies are willing to refer to the programme (number of referrals in 12 months)
	Referral forms 
	>40 
	≥20<40
	<20 referrals over the course of 12 months 

	
	Suitable venues and resources were secured for delivery of CODA 
	Co-ordinator records, session logs, interviews/focus groups with IC and MAFs
	Most of the time
	More than half of the time
	Less than half of the time

	
	Each site was able to deliver CODA to at least  2 cohorts of families
	Co-ordinator referral log; MAF session logs; interviews
	≥2
	1
	0

	
	The intervention is acceptable to families 

	MAF attendance records; interviews
	60 complete ≥8 sessions
	50% complete ≥4<8 sessions
	40% complete <4
Sessions

	Can the intervention be delivered with fidelity by multiple practitioners
	Intervention was delivered with high fidelity (as rated by 2 independent raters using logs) across both sites 
	Session logs
	>70% 
	≥50<70
	<50%

	Is the CODA as delivered in two sites equally accessible and acceptable to all eligible families?
	
Uptake of intervention 
	Co-ordinator referral log; MAF attendance logs
	Evidence that uptake of the intervention can be achieved in lower socio-economic and minority ethnic groups  
	Evidence of low reach in lower socio-economic and minority ethnic groups; TSC conclude measures can be taken to mitigate
	Evidence of low reach in lower socio-economic and minority ethnic groups. TSC conclude measures can be taken to mitigate

	
	Continued engagement (as defined as at least one family member attending ≥4 sessions)
	Co-ordinator referral log; MAF attendance logs
	Evidence that continued engagement can be achieved in lower socio-economic and minority ethnic groups 
	Evidence of reduced engagement in lower socio-economic and minority ethnic groups; TSC conclude measures can be taken to mitigate
	Evidence of low continued engagement in lower socio-economic and minority ethnic groups. TSC conclude measures can be taken to mitigate


	Is the trial design feasible and acceptable to implement in community-based organisations
	proportion of eligible families approached who met with a researcher (ie interested in the study) 
	Co-ordinator records and number of referrals received
	>70%
	≥50%<70%
	<50%

	
	% consenting to the study as a proportion of families meeting with a researcher
	Researcher log of outcome of research meeting; CTU notifications of randomisation; consent forms
	50%
	40%
	30%

	
	% consenting to data linkage as a proportion of families completing study measures at 12 months 
	Participant consent forms
	>75%
	≥50%<75%
	<50%

	
	Completion of study measures 
	Proportion of questionnaires that are >75% complete at each wave of data collection 
	>75%
	≥50%<75%
	<50%

	
	
	Measure used to assess primary outcome at least 50% complete
	>75%
	≥50%<75%
	<50%

	
	Completion of health economic measures by participants
	Proportion of resource use questionnaires that are complete at each wave of data collection 
	>75%
	≥50%<75%
	<50%

	
	
	Measure used to assess health economic outcome 
	>75%
	≥50%<75%
	<50%

	
	
	Intervention costs measures 
	>75%
	≥50%<75%
	<50%

	
	% families retained at 12 months (T3)
	Return rates of study questionnaire at T3 (by at least one family member)
	(≥75%,
	≥60<75%,
	<60%)

	
	Perceived harms 
	Qualitative interviews/focus groups families, MAFs, host site 
	No harms perceived to be associated with the study 
	Minor harms/burden noted (e.g. time consuming, boring, difficulty changing role, sense of competing priorities) AND PPI groups and TSC agree can be addressed with modification of study design 
	Major harms perceived (significant harm to study participant or member of staff; major disruption to working practices to the extent that could threaten delivery of key organisational objectives





[bookmark: _Toc43354070]6.1.2 Proposed primary outcome for full trial
We will measure the indicative proposed primary outcome of a future full-scale trial - child report of internalising symptoms (e.g. anxiety, depression, withdrawal) and externalising problems (e.g. acting out, oppositional behaviour)  at 12 months, measured using the Behaviour and Feelings Survey. [95]This is a 12 item measure that has been derived from the widely used Youth Self-Report and Child Behavior Checklist [96] using item response theory, and is shown to have excellent internal consistency, reliability and validity, as well as being sensitive to change over time. [95] The measure is suitable for use with children as young as seven years and takes on average, less than two minutes to complete.
Children’s rather than  parents’ reports will be used to assess the primary outcome measure given evidence that parents may not fully appreciate the difficulties that their children experience in the context of inter-parental conflict and violence. [97] Mothers will complete the caregiver form of the measure as part of the secondary outcomes.
We will examine comprehension and completion of the measure by children of differing ages, ethnicities and reading abilities to determine whether the majority of children at the younger end of the sample will be able to complete the measure orally. If this is not the case, in a main trial we will rely on mothers’ reports on the caregiver version of the BPC or select an alternative measure. 
[bookmark: _Toc43354071]6.1.3 Proposed secondary outcomes
Informed by our logic model (Appendix 1), secondary outcomes to be assessed in a future trial are listed in Table 4. 
Groups may fill at different rates, meaning the post intervention data collection time point will vary relative to date of randomisation, but will be consistent in terms of amount passing after completing the intervention. In an attempt to balance the two trial arms in terms of timing of outcome measures  we will assign control and intervention participants recruited within each two week interval to a cluster. We will collect dates of randomisation, intervention commencement, intervention completion, and follow-up so that variation can be calculated, and impacts on effect estimates modelled within a full trial. Given this is a feasibility trial, it is appropriate to consider how well this strategy works, what variation this produces and how this may impact on experience of the intervention, before proceeding to a definitive trial. 
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[bookmark: _Hlk38711018]Table 4: Study measures and timepoints
Table 4: Study measures and timepoints
	Outcome area
	Outcome domain
	Reporter*
	Measure 
	Items 
	Reference 
	0
	1
	2
	3

	Experience of abuse and adversity 
	Caregiver experience of IPV
	PR
	Composite Abuse Scale revised – short form 
	15
	Ford-Gilboe M, Wathen CN, Varcoe C, et al. Development of a brief measure of intimate partner violence experiences: the Composite Abuse Scale (Revised)—Short Form (CASR-SF). BMJ Open 2016;6:e012824. doi:10.1136/bmjopen-2016012824 
	x
	x
	x
	x

	
	Child exposure to additional adversities
	PR
	Yale-Vermont Adversity in Childhood Scale
	20 
	Yale-Vermont Adversity in Childhood Scale (Y-VACS) Hudziak, J.J. & Kaufman, J. (2014) 
 

	x
	
	
	

	Knowledge, attitudes, cognitions about abuse 
	Children’s attitudes about abuse 
	CR 

	Normative beliefs about general aggression and aggressive behaviour – Only the General Belief Questions 


	8 
	Huesmann, L. & Guerra, Nancy. (1997). Children's Normative Beliefs About Aggression and Aggressive Behavior. Journal of personality and social psychology. 72. 408-19. 10.1037/0022-3514.72.2.408.
	x
	x
	
	

	
	Appraisals of self blame
	CR
	Children’s perception of interparental conflict – only the self blame subscale 
	5 
	Grych, J.H., Seid, M. , & Fincham, F.D. (1992). Assessing marital conflict from the child's perspective: The Children's Perception of Interparental Conflict Scale. Child Development, 63, 558-572. 
	x
	x
	
	

	Emotion regulation and coping
	Child perceptions of coping efficacy 
	CR
	The Children’s Coping Self Efficacy Questionnaire (CCSEQ; Sandler, Tein, et al., 2000) 


	7 
	Sandler, I. N., Tein, J., Mehta, P., Wolchik, S., & Ayers, T. S. (2000). Coping efficacy 
and psychological problems of children of divorce. Child Development, 71, 1099
1118. doi: 10.1111/1467-8624.00212

https://prism.ucalgary.ca/bitstream/handle/11023/205/ucalgary_2012_thorne_keoma.pd?sequence=2
	x
	x
	
	

	
	Children’s emotion regulation 
	PR
	ERC Q-sort scale
	24
	Shields, A., & Cicchetti, D. (1997). Emotion regulation among school-age children: The development and validation of a new criterion Q-sort scale. Developmental Psychology, 33, 906–916.
	x
	x
	
	

	Child adjustment 
	Internalising/externalising – Primary Outcome
	CR
	Behavior and feelings survey 


	12
	John R. Weisz, Rachel A. Vaughn-Coaxum, Spencer C. Evans, Kristel Thomassin, Jacqueline Hersh, Mei Yi Ng, Nancy Lau, Erica H. Lee, Jacquelyn N. Raftery-Helmer & Patrick Mair (2019) Efficient Monitoring of Treatment Response during Youth Psychotherapy: The Behavior and Feelings Survey, Journal of Clinical Child & Adolescent Psychology, DOI: 10.1080/15374416.2018.1547973

	x
	
	x
	x

	
	School happiness 
	CR
	How I feel about my School
	7
	Allen K, Marlow R, Edwards V, et al. 'How I Feel About My School': The construction and validation of a measure of wellbeing at school for primary school children. Clin Child Psychol Psychiatry. 2018;23(1):25–41. doi:10.1177/1359104516687612
	x
	
	x
	x

	Quality of life
	[bookmark: _Toc38825774][bookmark: _Toc43354072]Paediatric health related quality of life measure for use in economic evaluation (child)

	PR
	CHU9D
	9
	Stevens, K. Valuation of the Child Health Utility 9D Index. PharmacoEconomics 30, 729–747 (2012). https://doi.org/10.2165/11599120-000000000-00000
	x
	
	x
	x

	
	Adult health related quality of life (parent)
	PR
	EQ-5D 5L
	5
	Development and preliminary testing of the new five-level version of EQ-5D (EQ-5D-5L)
Herdman M, Gudex C, Lloyd A, Janssen M, Kind P, Parkin D, Bonsel G, Badia X
Qual Life Res 2011 Dec;20(10):1727-1736
	x
	
	x
	x

	Parental health and wellbeing 
	Depression
	PR
	PHQ9
	9
	Kroenke, K. & Spitzer, R.L. (2002). The PHQ-9: A new depression and diagnostic severity measure. Psychiatric Annals, 32, 509-521.
	x
	
	x
	x

	
	Anxiety
	PR
	GAD7
	7
	Spitzer RL, Kroenke K, Williams JB, Löwe B. A brief measure for assessing generalized anxiety disorder: the GAD-7. Arch Intern Med. 2006;166(10):1092‐1097. doi:10.1001/archinte.166.10.1092
	x
	
	x
	x

	Parenting 
	Parenting self-efficacy 
	PR 
	Child Adjustment and Parent Efficacy Scale
CAPES-SE

	
	Morawska, A., Sanders, M.R., Haslam, D., Filus, A. and Fletcher, R. (2014), CAPES development and validation. Australian Psychologist, 49: 241-252. doi:10.1111/ap.12057

	x
	x
	x
	x

	
	Parent capacity to mentalize their children 
	PR
	Parental Reflective Functioning Questionnaire (PRFQ)
	18 
	Pazzagli, C., Delvecchio, E., Raspa, V. et al. The Parental Reflective Functioning Questionnaire in Mothers and Fathers of School-Aged Children. J Child Fam Stud 27, 80–90 (2018). https://doi.org/10.1007/s10826-017-0856-8
	x
	x
	x
	x

	Service use
	Self-reported data on health services usage and other services such as primary care services,
investigations, intermediate care referrals and secondary care. In addition, this Inventory will collect
data on the use of a broader set of services, including social worker, counsellor, advice services,
special education and criminal justice services and current employment status and time off work in last 4 weeks
	PR
	Service Receipt Inventory Form 

	
	Based on combining and shortened version of the Client Service Receipt Inventory (CSRI) adult available from Database of Instruments for Resource Use Measurement (DIRUM), see http://www.dirum.org/instruments/details/44
	x
	
	
	x

	Socio-economic status


	Socio economic status based on ONS classifications based on job, education and income
	
	National Statistics Socio-economic Classification (NS-SEC).

Highest qualification

Monthly gross income 



	4, 1
	NS-SEC
http://www.neighbourhood.statistics.gov.uk/HTMLDocs/dev3/ONS_SOC_occupation_coding_tool.htmlSOC-20 code and 2 questions

https://www.ons.gov.uk/methodology/classificationsandstandards/standardoccupationalclassificationsoc/soc2020/soc2020volume3thenationalstatisticssocioeconomicclassificationnssecrebasedonthesoc2020

ONS labour market survey

	x
	
	
	


PR  - Parent report; CR – child report 





[bookmark: _Toc43354073]6.1.4 Process outcomes 
Following the MRC guidelines for process evaluations of complex interventions with a focus on implementation, mechanisms of impact, and context [98] it will: examine 
· intervention feasibility, 
· fidelity, 
· reach  
· acceptability, and will focus on the online delivery if required due to COVID,
· provision of care as usual to participants randomised to the control arm of the study (and how this differs from CODA) and potential contamination;
· explore context and potential mechanisms of action, 
· Findings from the process evaluation will also support the feasibility assessment of health economic evaluation by considering potential benefits not captured by a health-related quality of life questionnaire and potential costs not covered in direct costing.
[bookmark: _Toc43354074]6.1.5 Economic outcomes 
In a future trial, the economic evaluation will be conducted to estimate the cost and cost- effectiveness of the intervention versus standard care alone. For this work, we will use a societal perspective, and include a broad range of costs and outcomes. In the feasibility study we will set out a framework that will be used to estimate the cost and cost- effectiveness of the intervention in a future trial based upon the primary outcomes and a cost-utility analysis based upon a preference based measure, the CHU9D for children[99,100]  and EQ-5D 5L for adults. 
[bookmark: _Toc43354075]6.2 Data sources
[bookmark: _Toc43354076]6.2.1 Outcome evaluation 
Primary and secondary outcomes will be collected via child and parent questionnaires at baseline, T1 (approximately 14 weeks, corresponding with the end of intervention in the treatment arm), T2(6 months) and T2 (12 months). 
[bookmark: _Toc43354077]6.2.2 Process evaluation 
Table 5 shows the data sources, methods and areas of investigation covered by the process evaluation. Where we are limited to conducting all data collection remotely, we may need to adapt some of the methods suggested here, particularly those involving multiple participants at once i.e. focus groups. However a number of co-applicants have experience of facilitating online discussion groups involving different stakeholders and participants may have become familiar with interacting with multiple people in an online environment. 
[bookmark: _Hlk36406522]Table 5 Overview of data sources and methods for nested process evaluation
	Method
	Sample and sampling
	Areas covered
	Process issue addressed

	Optimisation and embedding stage 

	Focus group and network mapping 
	Host organisation staff
	Connections with other agencies, usual offer for survivors of DVA; anticipated value and fit of intervention, impact on host organisation, work to embed intervention, anticipated barriers/facilitators; integration of study
	Contextual influences, implementation, acceptability/feasibility of intervention and study, mechanisms of change, defining usual care

	Individual interview 
	Intervention co-ordinator (1 x each site)
	Connections with other agencies, work undertaken to embed intervention and generate referrals, barriers and facilitators to implementation, own and others perceptions of intervention worth 
	Contextual influences, implementation, reach, acceptability/feasibility of intervention and study, mechanisms of change, cost

	Feasibility RCT

	Referral log completed by co-ordinator 
	Referral forms completed by community organisations and submitted to intervention co-ordinator
	Basic information about referring agency and family members
	Implementation, reach, feasibility of intervention and study

	Co-ordinator contact log 
	Log of contact with all referred families (ineligible families sign posted to host or other services)
	Proportion contacted, proportion of eligible families, reasons for ineligibility, proportion willing to hear about study
	Reach, feasibility of intervention and study

	Researcher contact log 
	Log of contact with all families willing to hear about study 
	Proportion that could be contacted by researcher, proportion who met with researcher, outcome of recruitment meetings and reasons for declining participation
	Reach, feasibility of study. 

	Host site professional contact log
	Log of support given and facilitated (e.g. referral to external agency) for all trial participants
	Amount and type of support received by caregivers and children
	Care as usual 

	Individual interview 
	Intervention co-ordinator (2 x each site; 6 months and 12 months into delivery)
	Connections with other agencies, work undertaken to embed intervention and generate referrals, barriers and facilitators to implementation, own and others perceptions of intervention worth,  Intentions to continue delivery of intervention
	Contextual influences, implementation, reach, acceptability/feasibility of intervention and study, mechanisms of change, sustainability, cost/benefit

	Individual interview 
	Mothers in intervention and control arms (n=20), recruited in ration of 2:1 respectively. Within- arm purposive sampling to reflect a range of socio-demographic characteristics, including ethnic diversity, socio-economic status, and experience of DVA.
	Own and child’s experience of receiving intervention, perceived benefits and harms, barriers and facilitators to attendance and internalisation of content, suggestions for adaption, access to other services, experience of study, consent to data linkage, acceptability of mixed gender intervention groups 
	Reach, definition of care as usual, acceptability and feasibility of intervention and study design, mechanisms of change, fidelity, intervention optimisation, cost/benefit

	Individual interview 
	Children in intervention and control arms (n=20), recruited in ration of 2:1 respectively. Within- arm purposive sampling to reflect a range of socio-demographic characteristics, including ethnic diversity, socio-economic status, and experience of DVA.
	Experience of receiving intervention, perceived benefits and harms, barriers and facilitators to attendance and internalisation of content, suggestions for adaption, access to other services, experience of study
	Reach, definition of care as usual, acceptability and feasibility of intervention and study design, mechanisms of change, fidelity, intervention optimisation, cost/benefit

	Focus group and network mapping
	Host site staff
	Connections with other agencies, usual offer for survivors of DVA; value and fit of intervention, impact on host organisation, work to embed intervention, barriers/facilitators to implementation; Intention to continue delivery of intervention integration of study, 
	Contextual influences, implementation, acceptability/feasibility of intervention and study, mechanisms of change, fidelity, definition of usual care, Sustainability, cost/benefit

	Focus group 
	Multi-agency facilitators 
	Work required to deliver the intervention, experience of delivering intervention, barriers and facilitates to implementation, adaptions and motivation for adaption, reflections on who accessed the intervention, perceived impact on participants, self, host organisation, community, sustainability, acceptability and feasibility of mixed gender groups. 
	Reach, Acceptability, feasibility, fidelity, sustainability, cost/benefit


[bookmark: _Toc43354078]6.3 Compliance and loss to follow-up
Adherence to the intervention will be assessed as part of the process evaluation. MAFs will keep attendance logs for each session delivered, which will be shared with the research team. MAFs will also keep session logs detailing key events occurring in each session. 
Participants who do not complete the intervention will be followed up for completion of study measures, as per the data collection schedule. When parents fail to return questionnaires within two weeks of issuing, they will be contacted by phone and text message to remind them to complete study measures. New questionnaires (and stamped addressed envelopes, where sent by post) will be issued if needed. 
Where researchers are unable to make contact with mothers after three attempts, they will begin to contact their alternative contacts established at the outset of the study. Researchers will attempt to contact mothers over a period of four weeks, after which questionnaires will be recorded as missing (at approximately six weeks after issuing questionnaire). To encourage completion of study measures, mothers and children will receive a shopping voucher as a token of appreciation, following receipt of their questionnaire.[101] A higher value voucher will be offered for return of the final questionnaire.  
The proportion of missing questionnaires at each wave will be reported, along with characteristics of those participants lost to follow up. We will also record and describe the amount of effort (reminders) required needed to retain the final sample, which is helpful for the planning of future studies. 
7. [bookmark: _Toc38825781][bookmark: _Toc38825782][bookmark: _Toc38825783][bookmark: _Toc38825784][bookmark: _Toc43354079]Analyses 
[bookmark: _Toc43354080]7.1 Primary and secondary outcomes 
We will examine the rates of completion and discrimination (i.e. variability of responses, floor/ceiling effects) of primary and secondary outcome measures. We will assess the internal consistency of the scaled outcomes by reporting Cronbach’s alpha statistics at baseline and follow-up for scales outcomes. Analysis will be performed in R, SAS or Stata. The full trial, if warranted, will examine how effects on the above outcomes are moderated by individual, family and abuse characteristics guided by findings from the process evaluation in this study.
[bookmark: _Toc43354081]7.2 Missing data 
As stated above, we will report the number of questionnaires missing at each wave of data collection. For received questionnaires we will examine rates of missing data for individual items and scales as a proxy indicator of acceptability and feasibility of study measures. This information will also be used to inform decisions about treatment of missing data in any future trial.
[bookmark: _Toc43354082]7.3 Quantitative process outcomes 
[bookmark: _Toc43354083]7.3.1 Recruitment, retention, adherence, service use
The analyses will be largely descriptive, providing an estimate of referral, recruitment, engagement and retention rates. All outcomes related to feasibility will be reported as point estimates with 95% confidence intervals. Recruitment, randomisation, engagement, retention and follow-up of families will be summarised in a CONSORT flow diagram. We will tabulate demographic characteristics of families within settings by study arm (intervention or control) and assessment time point (baseline or follow-up) using descriptive statistics: means and standard deviations (or medians and interquartile ranges, as appropriate) for continuous outcomes, and frequencies and percentages for discrete outcomes. Study parameters will also be tabulated by family socioeconomic disadvantage and parent ethnicity. We will report results in line with the CONSORT extension for pilot and feasibility trials. [71]
[bookmark: _Toc43354084]7.3.2 Social network analysis 
Egonet will be used to conduct all statistical analyses and to create diagrammatic representations (net-maps) of each ego network. Betweenness centrality (brokerage) scores and number of cliques will be calculated for each network. Once the data have been collected, we will measure betweenness centrality (the extent to which each host organisation plays a gatekeeping role). [102,103]. Social network metrics (betweenness centrality and importance and frequency of interactions) collected at the start of the intervention will be linked to data on engagement with the intervention over time (e.g. number of referrals, staff nominated and released by management to deliver the intervention), enabling us to capture the extent to which engagement with the intervention begins to diffuse throughout the local domestic violence system during the study period, or whether engagement remains limited to a core group of organisations with strong pre-existing ties to the host agency. We will also compare network metrics before and after implementation to explore whether the intervention itself serves as a lever for network changes (e.g. closer ties between the host and other organisations).
[bookmark: _Toc43354085]7.4 Economic evaluation 
In this feasibility study we will assess costs associated with intervention delivery as well as assess the feasibility of collecting health and social service resource use through a Client Service Receipt Inventory.
A micro-costing approach will be used to estimate the intervention costs associated with the intervention. The intervention costs for FREDA include training costs (staff time during training), staff time during delivery of the intervention (trainers, administrator), venue hire, course materials, consumables and refreshments as well as any home visits to the family. Travel costs for trainers to deliver the intervention will be included, while travel costs by participants will be excluded. Healthcare unit costs for this resources will be estimated using unit cost reported in Curtis and Burns. [104] 
Feasibility of the health and social service resource use measures will be assessed via analyses of completion rates for each measure (total score and each item), calculating mean scores, standard deviations and response distributions to examine potential ‘floor’/‘ceiling’ effects and Cronbach’s alpha statistics (baseline and follow-up) to assess the internal consistency of measures. Health Economics outcomes will be converted to preference based scores based on the tariffs available (ICECAP-A, EQ-5D 5L). The health economics will also explore ‘floor’/’ceiling’ effects and correlations of the CHU9D79 and EQ-5D 5L preference based measures to the primary outcome using Cronbach’s alpha statistic and Pearson’s correlation. Acceptability of data collection methods will be assessed through completion rates and stakeholder views gathered via interview. 
Descriptive statistics will be used to summarise the use of health and social resources and health economic outcomes (EQ-5D 5L and ICECAP-A).
[bookmark: _Toc43354086]7.5 Qualitative process outcomes
Qualitative data will be recorded and transcribed verbatim. Thematic analysis, drawing on the approach of constant comparison, will be utilised to construct both pre-specified themes derived from the research questions and novel themes.[105] A coding framework will be piloted and calibrated by the research team using a sub-sample of the data. A second member of the research team, blinded to the individual participant, will independently code a proportion of the data. Discrepancies in coding will be adjudicated by a third member of the research team. The qualitative data analysis computer software package N-Vivo will be utilised to support data management and analysis. 
[bookmark: _Toc43354087]7.6 Assessment of feasibility 
The primary analysis of the feasibility RCT will determine whether the pre-specified progression criteria to a full-scale trial are met (see table 6). As noted above, these may need to be revised in the event that some or all of the intervention cycles are delivered online, 
[bookmark: _Hlk38721076]Table 6: Progression criteria to determine feasibility of a full trial  
	Research question
	Progression Criterion
	Data source
	Stop/go criteria

	
	
	
	Green
	Amber 
	Red

	Is the CODA acceptable and feasible to implement in two community settings
	Commitment to fund intervention for duration of study 
	Letters of support from funders
	Letters of support for full trial 
	Letters of support for feasibility trial, but none for full trial
	None

	
	Each site was able to recruit and retain an intervention co-ordinator
	
	A co-ordinator in post for 16-18 mths
	A co-ordinator in post 12-15 mths
	A co-ordinator in post <12 mths

	
	Each site was able to recruit and train enough multi-agency facilitators
	Co-ordinator referral log; training attendance: interviews
	More than enough to deliver all sessions in all cycles and deal with sickness/leaving posts
	Enough to deliver 90% of sessions with difficulties covering  sickness/absence
	More than 10% of all sessions could not be delivered or had to be reschedule

	
	Partner agencies are willing to refer to the programme (number of referrals in 12 months)
	Referral forms 
	>40 
	≥20<40
	<20 referrals over the course of 12 months 

	
	Suitable venues and resources were secured for delivery of CODA 
	Co-ordinator records, session logs, interviews/focus groups with IC and MAFs
	Most of the time
	More than half of the time
	Less than half of the time

	
	Each site was able to deliver CODA to at least  2 cohorts of families
	Co-ordinator referral log; MAF session logs; interviews
	≥2
	1
	0

	
	The intervention is acceptable to families 

	MAF attendance records; interviews
	60 complete ≥8 sessions
	50% complete ≥4<8 sessions
	40% complete <4
Sessions

	Can the intervention be delivered with fidelity by multiple practitioners
	Intervention was delivered with high fidelity (as rated by 2 independent raters using logs) across both sites 
	Session logs
	>70% 
	≥50<70
	<50%

	Is the CODA as delivered in two sites equally accessible and acceptable to all eligible families?
	
Uptake of intervention 
	Co-ordinator referral log; MAF attendance logs
	Evidence that uptake of the intervention can be achieved in lower socio-economic and minority ethnic groups  
	Evidence of low reach in lower socio-economic and minority ethnic groups; TSC conclude measures can be taken to mitigate
	Evidence of low reach in lower socio-economic and minority ethnic groups. TSC conclude measures can be taken to mitigate

	
	Continued engagement (as defined as at least one family member attending ≥4 sessions)
	Co-ordinator referral log; MAF attendance logs
	Evidence that continued engagement can be achieved in lower socio-economic and minority ethnic groups 
	Evidence of reduced engagement in lower socio-economic and minority ethnic groups; TSC conclude measures can be taken to mitigate
	Evidence of low continued engagement in lower socio-economic and minority ethnic groups. TSC conclude measures can be taken to mitigate


	Is the trial design feasible and acceptable to implement in community-based organisations
	proportion of eligible families approached who met with a researcher (ie interested in the study) 
	Co-ordinator records and number of referrals received
	>70%
	≥50%<70%
	<50%

	
	% consenting to the study as a proportion of families meeting with a researcher
	Researcher log of outcome of research meeting; CTU notifications of randomisation; consent forms
	50%
	40%
	30%

	
	% consenting to data linkage as a proportion of families consenting to participation in the study
	Participant consent forms
	>75%
	≥50%<75%
	<50%

	
	Completion of study measures 
	Proportion of questionnaires that are >75% complete at each wave of data collection 
	>75%
	≥50%<75%
	<50%

	
	
	Measure used to assess primary outcome at least 50% complete
	>75%
	≥50%<75%
	<50%

	
	Completion of health economic measures by participants
	Proportion of resource use questionnaires that are complete at each wave of data collection 
	>75%
	≥50%<75%
	<50%

	
	
	Measure used to assess health economic outcome 
	>75%
	≥50%<75%
	<50%

	
	
	Measure used to assess intervention costs 
	>75%
	≥50%<75%
	<50%

	
	% families retained at 12 months (T3)
	Return rates of study questionnaire at T3 (by at least one family member)
	(≥75%,
	≥60<75%,
	<60%)

	
	Perceived harms 
	Qualitative interviews/focus groups families, MAFs, host site 
	No harms perceived to be associated with the study 
	Minor harms/burden noted (e.g. time consuming, boring, difficulty changing role, sense of competing priorities) AND PPI groups and TSC agree can be addressed with modification of study design 
	Major harms perceived (significant harm to study participant or member of staff; major disruption to working practices to the extent that could threaten delivery of key organisational objectives





8. [bookmark: _Toc43354088]Study Procedures        
[bookmark: _Toc43354089]8.1 Summary of participant identification, referral and recruitment 
Below is the summary of the identification, approach and recruitment strategy to identify suitable mother-child dyads or family clusters for trial participation..
1. Dyad/family is identified via the host organisation, community agency (gatekeeper) or via self-referral to the intervention co-ordinator. (see Table 7) 
2. [bookmark: _Hlk34214098]Where identified by a gatekeeper organisation, professional completes referral form and passes this to intervention co-ordinator. The mechanism for transmitting referral information is to be decided by the host organisation, in line with organisational and local data sharing processes and agreements. Referral paperwork will be completed by the intervention co-ordinator where individuals are identified by the host service or self-refer.
3. Intervention co-ordinator contacts referred family, verifies referral information and conducts screening for study eligibility. If eligible, co-ordinator explains that the area is participating in a study to evaluate group-based support. Asks for permission to communicate details to research team, in order that they can consider participation in the study. If not eligible, sign posts to support options within host organisation, or other organisations that constitute usual care.
4. If permission to pass details to researcher is given, parent informed that they will be contacted by researcher within 48 hours to arrange a meeting.  Intervention co-ordinator can arrange to meet family to discuss access to usual care in the meantime. 
5. If no permission given, co-ordinator signposts to usual care support options
6. Researcher contacts parent to offer brief information about the study and arrange research meeting with parent and child/ren. Where possible the intervention co-ordinator will also attend this meeting. The patient information sheet may be e/mailed to parent if safe to do so. Researcher establishes whether safe to contact by phone or text. Time of meeting is communicated to co-ordinator. 
7. If safe, text confirmation of meeting is sent.
8. 24 hours before meeting, text reminder is sent. If parent cancels meeting, establish whether they want to rearrange. Communicate changes to co-ordinator. 
9. At meeting: 
a. Researcher explains the intervention and study and assesses suitability. 
b. Where suitable and parent is willing to proceed, 
c. Researcher obtains informed consent from the parent and consent/assent from the child/ren to join the study 
d. If parents and children require more time to decide whether or not to participate, researcher makes second appointment and if safe to do so, gives participant information sheets for further perusal.
e. Researcher gathers safety information, including GP, alternative contacts and any existing mental health or substance misuse support workers.
f. Researcher asks parent and child/ren to complete baseline questionnaires.
g. Participant is randomised and immediately informed of results.
h. If family is in intervention arm, what happens next terms of the start of the CODA will be explained by intervention co-ordinator. Where there is time to discuss, the co-ordinator Will begin exploration of usual care options. 
i. If family is in control arm what happens next will be explained and usual care options will be explored with the co-ordinator.
j. Researcher supplies a written timeline of when to expect reminder contact and questionnaires at end of intervention, 6 and 12 months 
k. If this meeting is required to be conducted via the telephone due to COVID lockdown conditions, consent will be taken via audio recording of the interaction. The recording will then be checked by a second researcher and consent form counter signed
10. Information communicated to intervention co-ordinator via secure email, irrespective of whether co-ordinator is attendance at meeting.
11. Potential participants who do not attend arranged initial eligibility meetings as planned will be contacted two more times before contact ceases. 

[bookmark: _Toc43354090]8.2 Generating study referrals 
The intervention co-ordinator and a part time research associate (in each site) will be involved in raising awareness about the study amongst community organisations and within the host organisation. The IC will seek to raise professionals’ awareness of the programme before the study opens for referrals. As a reflection of the normal delivery model, activities undertaken as part of work to embed the intervention will not be specified beyond direction given in the intervention manual, (e.g. set up of steering group, link with social services) [74] although they will be explored  as part of the process evaluation. 
Posters and links to online information regarding the study will be distributed to community agencies for display, as a reminder to professionals and also to enable self-referrals. 
Referrals to the study are possible via a number of routes. 
[bookmark: _Hlk38722286]
Table 7. Identification and referral routes to study 
	REFERRAL FROM
	METHOD OF REFERRAL

	Community organisation (GP, CAMHS, AMHS, school, Police)
	Referral telephone call/email to intervention co-ordinator; confirmation of receipt by intervention co-ordinator; contact by co-ordinator to screen and seek permission to pass details to researcher; email/call to research team 

	Host organisation 
	Referral call/email by member of staff to co-ordinator. Confirmation of receipt by co-ordinator; Contact by co-ordinator to screen and seek permission to pass details to researcher; email/call to research team

	Self-referral 
	Self-referral made to host organisation. Individual is seen/contacted by co-ordinator to screen and seek permission to pass details to researcher; email/call to research team



[bookmark: _Toc43354091]8.2.1 Contact and screening for eligibility following referral
All caregivers referred to the study will be contacted by the intervention co-ordinator. The co-ordinator will attempt to contact the caregiver up to eight times over a period of two weeks. Failure to make contact during this time frame will result in the family being designated as uncontactable. This will be fed back to the referring agency by the intervention co-ordinator 
Upon making contact the co-ordinator will explain the reason for their contact and referral to the study. Using the screening log the co-ordinator will undertake initial screening for eligibility. Ineligible families will be informed of the reason for ineligibility and options for usual care will be discussed by the co-ordinator. All (anonymised) screening logs will be passed by the co-ordinator to the research team. This will include:
· Referring agency
· Age of parent and child
· Gender of parent and child 
· Ethnicity of parent and child
· Reason not eligible for study participation, or if they are eligible but declined and associated reason. 
Eligible families will be given brief information about the study and asked for permission to pass contact details to the research team. Where permission is given, the intervention co-ordinator will pass details to a named researcher within 24 hours. This procedure will be carried out over telephone and will nit need adapting to account for a further lockdown. 
[bookmark: _Toc43354092]8.2.2 Approach to eligible families 
The researcher will attempt to make contact within 48 hours of receiving details from the intervention co-ordinator. Attempts to contact will be made over a period of 1 week, before the family is deemed uncontactable and information is passed back to the intervention co-ordinator who will attempt to advise on usual care. 
On making contact, the researcher will arrange to meet with eligible children and caregivers at a safe location. This may be the caregiver’s home, the host organisation or other community venue. Where possible, the intervention co-ordinator will also be present at this meeting. The purpose of this meeting will be to seek informed consent for participation. Where possible and safe, the PIS will be emailed or sent ahead of the meeting. As above, this procedure is carried out by phone and does not need adapting in the event of a lockdown. 
[bookmark: _Toc43354093]8.3 Informed consent     
·   The chief investigator (CI) retains overall responsibility for the informed consent of participants at both sites and must ensure that any person delegated responsibility to participate in the informed consent process is duly authorised, trained and competent to participate according to the ethically approved protocol, principles of Good Clinical Practice (GCP) and Declaration of Helsinki. 
· The research team will be responsible for the consent process and this will be duly checked and monitored by the CI and PI for the Welsh site.
· Informed consent will be obtained prior to the participant undergoing the risk assessment and randomisation process. The right of a participant to decline participation without giving reasons will be respected. The participant will remain free to withdraw at any time from the trial without giving reasons. 
· The CI will take responsibility for ensuring that all vulnerable subjects are protected and participate voluntarily in an environment free from coercion or undue influence.
· Individuals who do not give consent will be given written information detailing how they may access the study at a later date. 
· As noted above, consent meetings will take place online or via phone if there are restrictions on meeting in person 
[bookmark: _Toc43354094]8.3.1 Assessment of adult capacity
Assessment of capacity to consent is important in all research and particularly in this study for parents and children who may have experienced many years of control or coercion.
For consent to be ethical and valid in law, participants must be capable of giving consent for themselves. A capable person will: 
· understand the purpose and nature of the research 
· understand what the research involves, its benefits (or lack of benefits), risks and burdens 
· understand the alternatives to taking part 
· be able to retain the information long enough to make an effective decision
· be able to make a free choice 
· be capable of making this particular decision at the time it needs to be made (though their capacity may fluctuate, and they may be capable of making some decisions but not others depending on their complexity)
· where participants are capable of consenting for themselves but are particularly susceptible to coercion, it is important to explain how their interests will be protected.
A person is assumed to have the mental capacity to make a decision unless it is shown to be absent. Mental capacity is considered to be lacking if, in a specific circumstance, a person is unable to make a decision for him or herself because of impairment or a disturbance in the functioning of their mind or brain. In practice for participants with mental incapacity this means that they should not be included in clinical trials if the same results can be obtained using persons capable of giving consent and should only be included where there are grounds for expecting that their taking part will be of direct benefit to that participant, thereby outweighing the risks. 
[bookmark: _Toc43354095]8.3.2 Child assent 
Parents will be asked to give their consent for their own and their children’s participation in the study. Children will be asked to give their assent to participation. Assent is agreement given by a child / young person, or others who are not legally empowered to give consent. Both the intervention co-ordinator (via updates from MAFS) and the research team will monitor changes to capacity and consent/assent over the duration of the study. 
It is important to provide children / young people with information that matches their capacity when seeking assent. To ensure that study materials are appropriate to enable children to provide consent or informed assent, at this early stage of the study we will consult with DECIPHeR’s Young People's involvement group, ALPHA.
As noted above, in the context of a subsequent lockdown, we will only seek to gain parental consent. An online or phone meeting with a child could provoke anxiety , however of children express an interest in seeking with the researcher, this will be happily accommodated. 
[bookmark: _Toc43354096]8.3.3 Procedure for securing consent/assent
In order to secure consent/assent, the researcher will first make phone contact with the female caregiver, within 48 hours of receiving the referral from the intervention co-ordinator. The researcher will give brief information about the study over the phone and make a provisional date to meet with the family, if they are interested in taking part. If safe to do so, the researcher will email or post copies of the patient information sheet (adult and child versions) and the consent forms to allow family members to peruse them in their own time. Efforts will be made to give at least 48 hours between contact and the meeting. The researcher will make a reminder call/send reminder text the day before the meeting. Families who no longer wish to meet the researcher after reading study documents will be advised how to contact the study in the future. 
The researcher will meet the dyad/family cluster together in order to explain the study. Meetings will take place at the family home or in another community setting (e.g. children’s centre) – decisions about where to meet will be guided by safety considerations and caregiver preferences (see section 9.1.3 for researcher safety considerations). 
Caregivers and children will not be spoken to separately given children’s ages and the fact that this may undermine trust in the early stages of rapport building. The researcher will first explain the study to the caregiver, and will also explain alternative arrangements in the context of a further lockdown, should this occur. During this time, children will be offered arts and craft materials; where recruitment occurs online children will not be required to stay during the informed consent procedure for parents. 
If the parent is happy for themselves and their child/ren to participate, the researcher will then ask the child’s permission to tell them about the study. In order to structure the conversation the researcher will talk through the child version of the PIS, allowing children to ask questions and clarify their understanding of each section of the information. At the end of the explanation, the researcher will ask whether the child would be happy to take part, and if so, ask them to explain the study as if talking to a friend as a check that they have understood the requirements of the intervention and study. Children and parents will complete consent/assent forms. Online versions will be made available if consent meetings do not take place face to face. 
[bookmark: _Hlk36185294]In order for dyads/clusters to be recruited it is essential that children give active assent to participate. Where a child is unsure or unwilling to give assent, but the child’s parent is willing to consent, the researcher will seek to address the child’s concerns in a discussion with the child and his/her parent. Where the child remains uncertain, the dyad will be offered the opportunity to think over participation. In this scenario the researcher will arrange a follow up call with the child’s parent for the day after, to hear the family’s final decision. Where a family is happy to go forwards, the researcher will use the remote randomisation system to allocate the family. The researcher will inform the parent of allocation and explain next steps. Where the child remains uncertain, the family will not be recruited to the study, although they will be advised they will be welcome to make future contact with the study, either directly or via the host organisation  
[bookmark: _Toc43354097]8.3.4 Collection of safety information 
Mothers and children participating in the current study will be asked at the recruitment meeting to detail any safety protocols that can be used to ensure safe contact throughout the follow-up period. For example, it may only be safe to contact a women during particular hours, or a code word may be required to confirm the identity of the researcher and vice versa. Where possible, all phone contacts will be preceded by a text message to ensure that it is a safe time to speak. Attention will be given to how these protocols may differ during a further lockdown, and this information recorded.
Where it is not safe to contact a woman via telephone, alternative arrangements will be made – i.e. contact via email, WhatsApp/text message or a third-party professional organisation. If it is not possible to communicate via any channel then the family will not be recruited to the trial, and instead referred to usual care by the intervention co-ordinator. Contact arrangements and all updates will be logged on the digital CRF. At the end of the trial, preferences for contact will be reviewed to inform the develop of a safety SOP for a full trial, 
During the course of the study, some women may become unreachable for a number of reasons (e.g. due to the need to change residence or phone number). The research team will ask women to provide three or more safe and trusted contacts at recruitment that may be used to re-establish contact. Women will be asked to inform these contacts that they are participating in a family health study and their details have been given as alternative contacts.  Researchers will not share any information about the research and the participant with any of the safe contacts. Alternative contacts will be used when a researcher has made three unsuccessful attempts to contact an individual.  
Safety and contact information collected at recruitment will be recorded and entered onto the study database in order that all members of the research team having face to face contact with participants can be privy to the information. Details will be checked and updated at each subsequent contact with a family. 
In assessing safety, primacy will be given to the value of  women’s and children’s perception of risk throughout the study, where researchers will act if a change in risk is perceived in the absence of any tangible evidence, empowering participants and taking account of evidence that survivor perceptions of threat are important predictors of risk.[106]  If at any time during the study the researcher is informed (by a participant or credible third party) that it is no longer safe to continue contact with a parent or child, the claim will be followed up (if made by a third party and it is safe to do so) and if necessary, involvement in the study will be terminated.  
[bookmark: _Toc43354098]8.4 Randomisation procedure    
Randomisation will take place in the presence of mothers and children, and the intervention co-ordinator, following consent and completion of baseline measures. 
The researcher will contact a remote randomisation system via phone or online (via data collection tablet or smartphone). In order to implement the stratification protocol, the researcher will be required to input information regarding site, child age band (7-8; 9-11) and whether more than one child will be taking part using numerical identifiers. Dyads/family clusters will be assigned a family ID number, and then allocated using a block randomisation algorithm. Following randomisation, individual family members will be assigned an extension to the family ID number.
Caregivers and children will be informed immediately of their allocation and will explain again, what this means for study participants. Caregivers will be provided with a written summary of the meaning of their allocation and next steps in terms of intervention and study procedure.  Where possible, the intervention co-ordinator will be present at the recruitment meeting, and will initiate care as usual immediately. Where the intervention co-ordinator is not able to be present, allocation will be communicated by phone immediately after the recruitment meeting, with the expectation that the co-ordinator will contact caregivers as soon as possible. 
Allocation will be formally documented via a confirmatory email from the randomisation system to the recruiting researcher. The email will be saved in the trial master file. This information will then be recorded on the trial database and an email sent to the intervention coordinator by the researcher, making clear the communication that has already taken place regarding allocation (ie to ensure that the IC does not double count formal communication about allocation as new information about a further participant). 
[bookmark: _Toc43354099]8.5 Schedule and procedure for data collection 
Trial measures will be collected at four time points: baseline (T0), immediately following the intervention (T1) and six (T2) and 12 (T3) months post randomisation. 
On each occasion, questionnaires for children will be presented in an electronic format. Mothers will be given the option of completing an electronic or paper and pencil version of the questionnaire. Children will be given the option of completing their assessment in a separate room from mothers, if mothers are agreeable. The researcher will remain present whilst questionnaires are completed (with the child if in a separate room). They will support children and/or mothers to read questions if necessary. 
Prior to each follow-up, the researcher will contact mothers by phone to establish a convenient and safe time and location to meet. Where possible, researchers will arrange to meet mothers and children in person to administer the questionnaires, following the same methods as baseline assessments. This will ensure appropriate assistance and independent completion of measures. 
Where a face-to-face meeting is not possible, mothers and children will be offered the opportunity to complete their questionnaire online, or as a last option, to complete primary and secondary outcome measures over the telephone. Mode of data collection at each timepoint will be recorded on the trial database.
[bookmark: _Toc43354100]8.5.1 Loss of contact with participant 
Where researchers are unable to make contact with mothers after three attempts, they will begin to contact their alternative contacts established at the outset of the study. Researchers will attempt to contact mothers over a period of four weeks, after which questionnaires will be recorded as missing. 
Following completion of T1 and T2 measures, mothers and children will receive shopping vouchers to the value of £20 and £10 respectively. After completion of T3 measures, mothers and children will receive shopping vouchers to the value of £30 and £15 respectively. Vouchers will be given at the data collection meeting or sent through the post.  
[bookmark: _Toc43354101]8.6 Post-trial care
In addition to follow-up immediately after the intervention has finished (approximately 4 months for control participants)  the trial follows participants up at , 6 and 12 months post-randomisation. It is likely that after this time the research team would sign-post mothers and children to relevant ongoing support agencies, including the host sites, if this were necessary. On completion of the trial, participants in the control arm of the trial will be offered the intervention. 
If the findings of this study indicate progression to a full trial, the research team will work with AVA and the host organisations to develop a funding application. In the event that, a full trial is not possible the research team will work closely with collaborating partners, particularly AVA, to derive practical messages that are sensitive to the potential for reputational impact or lost revenue streams. 
[bookmark: _Toc43354102]8.7 Process evaluation 
The nested process evaluation will draw on a range of methods to explore key uncertainties regarding the intervention and trial procedure.
[bookmark: _Toc43354103]8.7.1 Acceptability and feasibility of the intervention and study design: 
Focus groups conducted with host site staff, prior to and following delivery of the intervention will be used to explore perceptions of the interventions’ value, anticipated benefits and harms, workability and fit with organisational values. Focus groups with MAFs will be held at the end of the intervention delivery period focussing on the above themes, but also on the facilitators’ experience of delivering the intervention. Where face to face meetings are not possible we will hold structured online meetings (via MS Teams or Zoom) to gather opinions and feedback. 
Mothers and children from each study arm will be interviewed about experiences of the intervention and other support received, as well as participation in the study. Focus will be given to identification of iatrogenic effects (associated with the study and/or intervention) and accessibility to and appropriateness for marginalised groups such as ethnic minority families and parents and children with disabilities. A suite of creative methods will be provided to children to work with during the interview and may include collaging, artwork, or Lego Duplo construction. [107–110] Such methods have been employed when working with vulnerable groups or sensitive topics as they can increase participant comfort and mitigate some of the power imbalance within the researcher-participant relationship. The exact methods will be decided through consultation with the PPI group. Children will be offered the opportunity to participate in paired interviews with another member of the group or to have a parent present if they are uncomfortable with individual interviews. 
In the event face to face interviews are not possible, we will conduct interviews via an online platform. In this event it is likely that some mothers and children will have participated in an online version of the intervention and will be comfortable with this mode of interaction, although this may not be the case for all. 
We will explore the in-principle acceptability of the intervention to victimised male parents through interview of consenting male caregivers. Male caregivers may be identified by community organisations (in the same way that female caregivers are identified) as potential referrals to such an intervention for males, were this to be established. Basic information will be passed to the intervention co-ordinator for monitoring. The intervention co-ordinator will then contact the individual in order to sign-posting to available services or to offer support by the host organisation if this is available. Consent will be sought by the IC for approach by a member of the research team.   Given uncertainty as to whether victimised male caregivers will be identified with any frequency by community organisations, we will also work with the host organisation to identify male parents. Interviews will explore male parents’ support needs in general, whether the CODA would be a useful and acceptable form of support to meet these needs, how it might need to be adapted, and how interventions might be publicised and made available in order to reach and retain male parents. 

[bookmark: _Toc43354104]8.7.2 Fidelity: 
During the embedding phase of the intervention, we will work with intervention developers and host sites to design a session log and fidelity assessment tool. This will be piloted and sign off will be sought form the TSC before inclusion of the tool as a method of gathering process data. Session logs will be completed by each MAF. Information from session logs will be supplemented by qualitative data gathered from two MAF focus groups which will explore planned and unplanned adaptations to the intervention and reasons for changes. 

[bookmark: _Toc43354105]8.7.3 Intervention reach and retention: 
Information from referral forms, completed by referring organisations, will be recorded by the IC so we are able to monitor the number and source of referral, as well as basic socio-demographic characteristics of referred parents and children. Data will be anonymised and aggregated before being passed to the research team.
We are interested in mapping the demand for the intervention by male caregivers and therefore agencies will be requested to complete referral forms for male parents who would be considered eligible for a programme such as CODA, were one to be available to males, although it will be made explicit to caregivers that the referral will lead to usual support by the host site, rather than access to the CODA. Multi-agency facilitators will record attendance at each session so that we can monitor dose, characteristics of those dropping out from the programme as well as session content that may trigger drop out.

[bookmark: _Toc43354106]8.7.4 Care as usual for control participants and contamination: 
We will examine support available to participants in the control arm of the study using data collected in interviews with parents and children, and focus groups with staff from the host site, intervention co-ordinators and MAFs. We will also draw on data collected using the Client Service Receipt Inventory, [92,93] included as part of the economic evaluation and from contact logs recording support offered or facilitated by the host site. We will examine the potential for contamination across arms using qualitative and questionnaire data, to ensure that this is not a threat to internal validity in a full trial. This information will likely be used to inform decisions about sample size in order to increase power to cope with the observed contamination. [75]

[bookmark: _Toc43354107]8.7.5 Implementation and contextual influences: 
Previous findings suggest implementation of the CODA may be more or less successful depending on the existing local DVA response.[51] We will use inter-organisational ego social network analysis to understand how the intervention gains traction within each local system over the course of the study. 
Members of the two host organisations will participate in focus groups to visually map, and rate in terms of importance and frequency, their domestic violence-related interactions with other organisations. Social network metrics collected at baseline will be linked to data on community engagement with the intervention (e.g. number of referrals) to capture if engagement begins to diffuse throughout the local system or is limited to a few organisations closely linked with the host agency at the outset of the study. Mapping and computation of social network metrics will be undertaken for a second time, following 12 months of intervention delivery to explore diffusion of engagement with the intervention. [111]
Focus groups with host organisation staff and interviews with ICs will be used to explore activity to embed the intervention, as well as perceived barriers and facilitators to delivery at the level of the community (e.g. poor multi-agency links, availability of similar interventions), organisation (perceived fit with organisational values, commitment to free time for delivery) and individual (attitude  to DVA, perceived usefulness of the intervention, perceptions of other facilitators, willingness to commit time). 
[bookmark: _Toc43354108]8.7.6 Acceptability and feasibility of data linkage
We will use qualitative interviews (including those with fathers) to explore participant views on the acceptability of linkage. During interviews we will show a short video explaining key concepts, and ask participants for feedback on the extent to which they understood concepts and whether they would be prepared to consent to linkage. We will explore participant’s rationales for both positive and negative responses. 
At the 12 month follow-up, we will ask participants to read an information sheet included at the back of the study questionnaire, and indicate whether they would be prepared to consent to linkage. The information sheet will include a link to the informational video for those completing the questionnaire remotely; those completing in person will be able to view the video on the researcher’s tablet. 
Given this is a feasibility study, it will be made clear to participants, that we are asking for their hypothetical consent, and no linkage will be undertaken. The proportion of parents and children giving their consent will be calculated. We will examine whether those taking part in qualitative interviews are more likely to provide consent, given the earlier opportunity to explore linkage in more detail. 
Collection of acceptability data from those who consent to being interviewed and those retained to the study at 12 months introduces a degree of selection bias, however we do not wish to discourage people from consenting to the study in the first place or add additional time to the consent meeting when there is already extensive material to cover. 
[bookmark: _Toc43354109]8.8 Economic evaluation
The economic evaluation will draw on various data sources. We will set out a framework that will be used to estimate the cost and cost- effectiveness of the intervention in a future trial based upon the primary outcomes and a cost-utility analysis based upon a preference based measure, the CHU9D.[99,100] 
The resources used to deliver the intervention will be collected from the study sites using a micro-costing approach and will include set up and training costs. Care will be taken to gauge the degree of outreach costs to generate referrals to the services and any historic set up costs that have already been incurred. The intervention costs will be based on the child (if siblings are not included in the intervention) or averaged across the family if siblings are included in the intervention. We will collect self-reported data on health services usage and other services at baseline and 12 months  using the Client Service Receipt Inventory (children’s version and adult versions).[92,93] This Inventory includes primary care services, prescribed medication, investigations, intermediate care referrals and secondary care. In addition, this Inventory will collect data on the use of a broader set of services, including social worker, counsellor, advice services, special education and criminal justice services.  The Inventory will also will collect data on missed schooling (for the child) or work (for the mother) through sickness and absenteeism.  Any missing data in the Inventory will be recorded to help develop strategies to minimise missing data in a future trial. As described above we will interview  intervention co-ordinators, host site professionals and MAFs and ask professionals to complete contact logs for all trial participants to document the services provided, so that we can measure more accurately the effectiveness of the intervention.[112]   

[bookmark: _Toc43354110]8.9 Sub-study to evaluate acceptability for victimised male participants 
[bookmark: _Toc43354111]8.9.1 Identification of potential participants 
We are interested in mapping the demand for the intervention by male caregivers and therefore agencies will be requested to complete referral forms for male parents who would be considered eligible for a programme such as CODA, were one to be available to males. 
Referral forms will be sent to the intervention co-ordinator who will contact fathers in order to sign post to support options and to gauge interest in participating in the qualitative sub-study.  The details of fathers giving permission will be passed to the research team. If it is not possible to generate enough participants through this route, we will work with host sites to identify any potentially eligible fathers currently or recently engaged with the service. As a final strategy we will use publicity material in host sites in an attempt to generate self referrals to the study. 
[bookmark: _Toc43354112]8.9.2 Eligibility 
Inclusion 
· Male parents who have experienced DVA victimisation (from a partner of any gender)
Exclusion
· Parents in acute crisis, as determined by caregiver, identifying agency, intervention co-ordinator or researcher (e.g. only recently left the abusive situation; lack of stable accommodation, significant substance misuse that would inhibit engagement in study or intervention ); 
· Participants who cannot understand the English language sufficiently well to give informed consent, and where adequate and safe translation services cannot be secured. 
[bookmark: _Toc43354113]8.9.3 Sampling and sample size 
[bookmark: _Hlk43101301]We will use convenience sampling [113]  to recruit up to 15 fathers (across both sites)  to take part in qualitative interviews. We will also monitor the number of fathers in contact with host organisations during the 12 month delivery period. This will enable us to take a view as to whether there would be sufficient throughput to make a group based model of intervention feasible. 
[bookmark: _Toc43354114]8.10 Participant compensation 
[bookmark: _Toc43354115]8.10.1 Questionnaire study measures 
· Baseline study measures: Mothers will receive a £20 voucher and children a £10 voucher
· [bookmark: _Hlk38861470]T1 study measures: (end of intervention) Mothers will receive a £20 voucher and children a £10 voucher
· T2 study measures: (T1+6mths) Mothers will receive a £20 voucher and children a £10 voucher (64 families = £1920)
· T3 study measures: (T1+12 mths): Mothers will receive a £30 voucher and children a £15 voucher (64 families = £2880).
· Mothers completing all measures will receive a total of £90 and children a total of £45 for completion of study questionnaires
[bookmark: _Toc43354116]8.10.2 Qualitative interviews with mothers and children participating in trial 
· Mothers will received a £20 voucher and children £10
[bookmark: _Toc43354117]8.10.3 Sub-study with fathers
· Participants will received a £20 voucher
[bookmark: _Toc43354118]8.11 Data management and storage      
[bookmark: _Toc43354119]8.11.1 Data protection and participant confidentiality 
See also Appendix 2 data management plan. Data will be collected, stored and processed in a secure manner in accordance with the General Data Protection Regulation 2016 and the data protection Act (2018). The data custodian for this trial is the University of East London. 
Personal information on research participants will be collected and kept secure by the creation of a coded, depersonalised database where the participant’s identifying information is replaced by an unrelated sequence of characters. This will be securely maintained with the linking code in separate locations using encrypted digital files within password protected folders and storage media. Access to this data will be limited to the research team with responsibility for data entry and analysis.  
Anonymised data will be archived and made public via the UEL Data Repository. Personal details will be kept for 5 years after participation. 
[bookmark: _Toc43354120]8.11.2 Source data
Source Data and documents collected and owned by the host site:
These documents will remain the property of the service provider, but will be made available to the research team to verify information given to the researcher. Access to this information has been agreed at the outset of the study. 
· Confidential referral forms sent to the intervention co-ordinator by internal or external referring agencies. This will be used to verify proportion of families approached, and representativeness of those approached and referred to the study
· Confidential data collected by the intervention co-ordinator during initial telephone assessment and in person risk assessment – this will be used to verify recorded eligibility. 
· Confidential case management data gathered by the host site during the period of receiving the intervention and/or care as usual. This will be used to verify number of contacts with the host organisation, and adherence to the intervention. 
Source data collected by the host site and owned by sponsor
· Anonymised referral data transferred from referral forms to spreadsheet
· Screening and permission to contact forms 
· Completed intervention session logs and reflections, completed by MAFs. These will be used to verify intervention fidelity
Source data collected by research team and owned by sponsor
· Study questionnaires – these will be used to verify CRFs
· Transcripts of interviews – these will be used to verify extraction of themes during qualitative analysis 
[bookmark: _Toc43354121]8.11.3 Case report forms
An electronic case report form (CRF) will be prepared for each participant to record all data required by the trial protocol. Separate forms will be required for parents and children and will be linked by a family ID. The CRF will include study ID, allocation, expected and actual dates of data collection, sociodemographic data, baseline data, primary and secondary outcomes at each time point. 
Information from study questionnaires will be entered into the CRF for statistical analysis. In order to reduce errors of transposition, CRFs will be audited and checked against study questionnaires on a regular basis. Separate SOPs will be developed for CRF completion and audit. Training on completion will be given prior to the start of data collection.
[bookmark: _Toc43354122]8.12 Data handling and record keeping
[bookmark: _Toc392504595]See Appendix 2 for data management plan
[bookmark: _Toc43354123]8.13 Storage and access to Data
See Appendix 2 for data management plan 
[bookmark: _Toc43354124]8.14 Archiving
See Appendix 2 for data management plan 
[bookmark: _Toc43354125]8.15 Data monitoring, audit & inspection
· A Trial Monitoring Plan will be developed and agreed by the Trial Management Group (TMG) and TSC based on the trial risk assessment, which may include on site monitoring.
· It is anticipated that audit will be conducted internally on a three monthly basis, by the CI or as a delegated duty on behalf of the CI. 
· Audit will involve an in person visit to each host site and review of all source data (see above), review of the completeness of personal and safety information held on the study database, and cross reference of stored questionnaires with CRFs.
Audit activity and outcomes will be documented and reported to the TMG and TSC. 
[bookmark: _Toc43354126]8.16 Ethical approval   
Before the start of the trial, approval will be sought from a REC for the trial protocol, informed consent forms and other relevant documents e.g. advertisements. Substantial amendments that require review by REC will not be implemented until the REC grants a favourable opinion for the study. This may include delivery of an online version of the intervention. All correspondence with the REC will be retained in the Trial Master File/Investigator Site File 
An annual progress report (APR) will be submitted to the REC within 30 days of the anniversary date on which the favourable opinion was given, and annually until the trial is declared ended. It is the Chief Investigator’s responsibility to produce the annual reports as required. 
The Chief Investigator will notify the REC of the end of the study. If the study is ended prematurely, the Chief Investigator will notify the REC, including the reasons for the premature termination. Within one year after the end of the study, the Chief Investigator will submit a final report with the results, including any publications/abstracts, to the REC
[bookmark: _Toc43354127]8.17 Peer and public review of protocol 
An outline of this feasibility trial was included in the NIHR grant application that was approved for funding. This was extensively peer reviewed (8 independent reviewers, over two submissions,  along with the PHR panel and East of England RDS service). The TSC will review the approved protocol prior to the work commencing, and any amendments introduced at the behest of the TSC will be submitted for approval
At application stage, a group of female survivors (women who have experienced DVA) and a linked group of children aged >11 years who have experienced DVA informed the design of the research and study acronym. In particualr, they fed into the process relating to the recruitment of siblings. 
[bookmark: _Hlk38813290]Prior to REC submission, a group of young people aged 15-24 comprising the ALPHA group, linked to DECHIPHer at Cardiff University, reviewed patient information sheets, consent forms and study posters. Study materials were also reviewed by four children, aged 7-11, drawn from the reserach team’s networks, and their parents. Defined PPI groups with lived experience of DVA and kowldege of the CODA intervention will be estbalished to provide oversight to the study, however this has been delayed due to the Covid-19 pandemic
[bookmark: _Toc43354128]8.18 Protocol compliance 
No participant will knowingly be enrolled as a trial participant if they do not meet the eligibility criteria or restrictions specified in the trial protocol.  
Any accidental deviations from the protocol will be adequately documented on the relevant forms and reported to the Chief Investigator and the TSC as appropriate. Deviations will also be reported in any peer reviewed publications and study reports. 
[bookmark: _Toc43354129]8.18.1 Amendments to study protocol
All updates to this protocol and approvals thereof will be conducted and recorded in the appropriate way. 
· amendments will be made once the decision at the TSC or other study advisory group has been documented.
· the CI/trial manager will decide whether the amendment is substantial or non-substantial
· substantive changes will be communicated to relevant stakeholders (e.g., REC, trial registries, sponsor, R&D, regulatory agencies) in accordance with the latest advice and guidance.
· the amendment history will be tracked to identify the most recent protocol version and this will be available as an appendix to this protocol and within the Trial Master File.
[bookmark: _Toc43354130]8.18.2 Notification of serious breaches to GCP and/or the protocol 
A “serious breach” is a breach which is likely to effect to a significant degree – 
· the safety or physical or mental integrity of the participants of the trial; or 
· the scientific value of the trial 

The sponsor will be notified immediately of any case where the above definition applies during the trial conduct phase . The sponsor of the trial will notify the REC in writing of any serious breach of 
· the conditions and principles of GCP in connection with that trial; or  
· the protocol relating to that trial, as amended from time to time, within 7 days of becoming aware of that breach 
[bookmark: _Toc43354131]8.19 Sponsor and indemnity
The University of East London will serve as the sponsor for this trial. The University has Public Liability insurance to cover the liability of the University to research participants.       
9. [bookmark: _Toc43354132]Safety reporting 
[bookmark: _Toc43354133]9.1 Assessment of potential for harm 
[bookmark: _Toc43354134]9.1.1 Study participants
[bookmark: _Hlk43095378]The nature of DVA means that there are inherent risks to undertaking research with victim/survivors of DVA and children including: the potential for disempowered parents and children to feel pressured to take part in research; the possibility (due to the overlap between DVA and child maltreatment) that child safeguarding issues will be identified, and the potential for participants to be re-exposed to abuse by the perpetrator. This is in addition to the emotional impact of re-engaging with experiences of and feelings about the abuse in the context of the research (and/or the intervention).
In a full trial, harm will be measured in part by monitoring the intervention group for evidence of reduced benefit relative to the control group but [114] feasibility studies however, are not sufficiently powered to detect differences between groups. There has been call for assessment of harm associated with DVA trials to be extended beyond mere monitoring of between group differences in outcomes.[114] In line with this, a short self-report measure will be developed for mothers and children to be completed at each time point to monitor potential adverse or unintended effects of the intervention and study. We will also ask participants to indicate any questions included in the study questionnaires that cause undue distress. Qualitative data generated as part of the process evaluation will further explore possible iatrogenic effects. [115] 
Only participants who give consent at the outset of participation will be contacted about taking part in an interview. During the informed consent procedure, the right to skip questions or withdraw from the interview will be emphasised. Termination of an interview owing to participant distress will be recorded and reported. 
To theorise potential harms, we will develop an initial a priori “Dark Logic Model (DLM)” [116] via the following processes. At the outset of the project, we will interrogate the assumptions of the existing logic model drawing on the expertise of the co-investigator team and examination of harms identified within evaluations of similar interventions, to construct a draft model of potential unintended harms. Second, and prior to any data collection, we will consult with our PPI groups and project stakeholders in order to interrogate the plausibility of our draft DLM and identify additional mechanisms and unintended effects or harms. This ‘a priori’ model will be refined as the feasibility study progresses, using the qualitative data from the process evaluation and the self-report measures from mothers and children at T1,T2 and T3. This will include consideration of evidence on the plausibility of mechanisms within our a priori model and additional mechanisms and iatrogenic effects identified by participants and implementers. A second DLM will be developed for the online version of the programme if we are required to switch mode of delivery. The DLM will then be used to enable programme staff and the research team to put in place actions to minimise the risk of harms prior to a full trial, and to identify indicators of harm to monitor in a full trial. Adverse Events (AE) and Serious Adverse Events (SAE) will be monitored throughout the study. 
[bookmark: _Toc43354135]9.1.2 Professionals co-ordinating and delivering the intervention 
Many professionals working with victims/survivors of DVA have their own lived experience of interpersonal violence and abuse. This may be brought to the fore during training and during the delivery of the intervention. To mitigate this, professionals will be given a full overview of training content at the point of invitation and the opportunity to view intervention manuals, prior to committing their time. The delivery of monthly external supervision relating specifically to intervention delivery is funded via the research budget; time for operational supervision by colleagues is factored into excess treatment costs. AVA will enable MAFs to have access to an online platform and forum comprised of others delivering the intervention, which will enable MAFs to access peer support. We aim to train enough facilitators that if someone becomes distressed as a result of delivering the intervention, they can be replaced by another worker. 
In rare instances, abusive parents may direct hostility to professionals working with their children. A protocol for responding will be covered in training, and professionals will be asked to inform the host organisation, as well as safeguarding agencies and the Police if appropriate. 
[bookmark: _Toc43354136]9.1.3 Researchers 
[bookmark: _Hlk43096062]There is the potential for researchers to experience secondary trauma if they hear participants’ stories of abuse. Researchers involved in the collection of data will meet weekly and will have access to advice from a member of the research team who is a clinical psychologist (AH), as well as other experienced DVA researchers. Where necessary formal clinical supervision arrangements will be made to support researchers. Researcher wellbeing will be a standing agenda item for the TMG. 
Where possible, researchers will meet with study participants at the host organisation or other community settings for the purpose of data collection. Where it is necessary to visit a participant’s home, this will be communicated to the CI or other senior team members, who will act as a buddy. The researcher will be asked to inform their buddy when they leave the meeting. If the buddy does not receive contact from the researcher within 15 minutes of the scheduled finish time, they will attempt to contact the researcher over a period of 30 minutes. Where no contact can be made during this time, the buddy will inform the Police. 
[bookmark: _Toc43354137]9.2 Monitoring safety 
[bookmark: _Toc43354138]9.2.1 Study withdrawal criteria 
· The intervention is designed to be delivered to mothers and children after the abuse has stopped, and where the child is no longer resident with the abusive party. Where a participating mother reconciles with the abusive party, during the course of receiving the intervention, the intervention will be withdrawn. This decision will be handled sensitively by the intervention co-ordinator and where possible, in partnership with the a participating parent – it is critical that withdrawal of the intervention is not perceived to be punitive or judgemental. The intervention co-ordinator will review other suitable options for support, if the family is not already in receipt of them. The family will still be eligible to participate in the study, as long as it is safe for all parties to do so. 
· An individual (sub-study)/dyad/cluster  will be withdrawn from the intervention trial or sub-study if it becomes known that participation is placing them or professionals (including researchers) at increased risk of physical or emotional harm.  These decisions will be taken by the CI and programme manager in consultation with the TSC and in collaboration with the intervention co-ordinator and MAFs. These decisions will be documented appropriately.  
[bookmark: _Toc43354139]9.2.2 Safety reporting
For this trial of a complex intervention, we will use the definitions assigned by Good Clinical Practice and more commonly used in trials of medication. We acknowledge that the risk in this population for AEs and SAEs is high, so will have protocols in place for recording and appropriately reporting.
[bookmark: _Hlk38813582]Table 8 Definitions for safety reporting
	Term
	Definition

	Adverse Event (AE)
	Any untoward medical occurrence in a participant in the trial, including occurrences which are not necessarily caused by or related to being part of the trial.

	Serious Adverse Event (SAE)
	A serious adverse event is any untoward medical occurrence that:
· results in death
· is life-threatening
· requires inpatient hospitalisation or prolongation of existing hospitalisation
· results in persistent or significant disability/incapacity
· consists of a congenital anomaly or birth defect
Other ‘important medical events’ may also be considered serious if they jeopardise the participant or require an intervention to prevent one of the above consequences.
NOTE: The term "life-threatening" in the definition of "serious" refers to an event in which the participant was at risk of death at the time of the event; it does not refer to an event which hypothetically might have caused death if it were more severe.



[bookmark: _Toc43354140][bookmark: _Toc303179283]9.2.3 Process and responsibilities for reporting SAEs 
All SAEs will be recorded on the relevant form of the CRF and reported to the CI and chair of the TSC, within 48 hours of receiving the report. The CI who is also the Trial Manager is responsible for reporting to the Chair of the TSC. In the context of this feasibility trial, the TSC will also assume the duties of the DMEC. 
The CI and chair of the TSC will consider whether the SAE is: not related to participation, possibly related to participation or definitely related to participation. Judgement will be made on whether to report the possibly related cases on to the Sponsor and ethics committee chair, but all cases of definitely related will be reported onwards.
A cumulative review of all safety information by the TSC will be made on a 6 monthly basis. 
All SAEs will be followed up where appropriate by the researcher, the intervention coordinator or the host site. If it is felt that a child or adult are at significant risk, then the local area safeguarding procedure will be initiated.
All adverse event reporting will be in accordance with HRA guidance. 
The statistician will remain blinded to group allocation relating to AE/SAE reporting.
[bookmark: _Toc43354141]9.2.4 Notification of deaths
All deaths will be reported to the sponsor irrespective of whether the death is related to participation in the trial. This information will be passed to the sponsor within 24 hours of receiving the notification by the trial manager.
[bookmark: _Toc43354142]9.2.5 TSC/Data Monitoring and Ethics Committee (DMEC)
Given that this is a feasibility study, and in line with our original proposal to the funder, the functions of the TSC and DMEC will be combined and carried out by the TSC for this study. In accordance with the Terms of Reference for the TSC safety information will be reported to the TSC as a standing agenda item. 

9.3.5 Online safety
To ensure good online practice researchers will refer to: 
-AVA/CAST Digital Safeguarding Resource Pack[footnoteRef:1] [1:  https://avaproject.org.uk/wp-content/uploads/2020/05/Digital-Safeguarding-Resource-Pack-FINAL.pdf] 

- Ethics Guidelines for Internet-mediated Research, British Psychological Society[footnoteRef:2]  [2:  https://www.bps.org.uk/sites/www.bps.org.uk/files/Policy/Policy%20-%20Files/Ethics%20Guidelines%20for%20Internet-mediated%20Research%20%282017%29.pdf] 

- Using video conferencing for service user consultations, Information Governance Alliance (IGA)[footnoteRef:3] [3:  https://www.igt.hscic.gov.uk/Resources/Using%20Video%20Conferencing.pdf] 

A risk to the reliability, quality or security of the service delivering the intervention and interviews online however this will be mitigated by ensure the online software is secure (). We will also make sure all devices have updated antispyware software installed and turned o and will avoid social media sites and public networks. Participant may also have issues with access the technology due to participants digital literacy. We plan to send clear instructions to participant beforehand and have a pre-interview conversation with the participant about how to access the video link. If the technology fails attempt to re-connect or continue over the phone.
Finally, we consider the risk to privacy and confidentiality with online delivery. In order to address this, we will ensure they are sitting in a place which is confidential and free of distractions and we will advise on the use of a headset for confidentiality. We will also ask that all GPS and location sharing settings are turned off.
10. [bookmark: _Toc43354143]Study oversight
[bookmark: _Toc43354144]10.1 Research team
The team is comprised of researchers who are firmly established experts in their respective fields of DVA and evaluative research, and those who are moving towards independent research careers in these specialisms. 
[bookmark: _Toc43354145]10.1.1 University of East London 
Dr E. Howarth (EH) is a senior lecturer and principal investigator for the study. She has experience of leading and managing studies on DVA interventions and child mental health. She will oversee all aspects of the study and serve as trial manager. 
[bookmark: _Toc43354146]10.1.2 University 
Dr G Moore (GM) is Deputy Director of DECIPHer, Cardiff University and leads its complex intervention methodology programme and Reader in Social Sciences. He led MRC guidance for process evaluation, and has been an investigator on three feasibility trials, and is currently an investigator on the development of guidance for feasibility trials. He will oversee the process evaluation and support EH in overseeing the Cardiff arm of the trial. 
Dr H Littlecott (HL) is a postdoctoral researcher with expertise in social network analysis to understand the implementation of health improvement activity within schools in Wales. She will take oversight of the social network analysis. 
Dr R Evans is a Senior Lecturer at DECIPHer. She has experience of conducting MH research with vulnerable groups of children and young people, and in the evaluation of complex interventions. She will advise on all issues relating to safe and ethical conduct with this vulnerable population and involvement of MH commissioners. 
Dr K Buckley (KB) is a research associate within CASCADE, Cardiff University. She has expertise in Gender based violence and social inequality. She will undertake the process evaluation. 
Dr Sara Long (SL), a current Health & Care Research Wales funded research fellow within DECHIPHer has experience of obtaining access to and using linked data to evaluate child health outcomes in a Welsh context, including linkage of health, education and social care datasets. She is added as a no-cost co-applicant (in line with conditions of her fellowship) to provide expertise on linkage relating to Welsh participants.
Dr Lauren Copeland is a research associate with experience of evaluating community based interventions, particularly those including counselling techniques and motivational interviewing. She will be responsible for recruiting families in the Welsh site. 
[bookmark: _Toc43354147]10.1.3 University of Cambridge
Dr Anne-Marie Burn (AMB) is a research associate in the CAMHS research team at the University of Cambridge. She has expertise in working with vulnerable groups, implementation research and public engagement in research. She will be responsible for recruitment and follow-up in Cambridgeshire. 
[bookmark: _Toc43354148]10.1.4 University of Bristol 
Professor G Feder (GF) is an international leader in DVA and health research and an experienced trialist. He will advise on all aspects of the study. 
[bookmark: _Toc43354149]10.1.4 London School of Hygiene and Tropical Medicine
Dr L Bacchus is a mixed methods social scientist/epidemiologist with extensive experience of designing and evaluating interventions delivered to men experiencing DVA. She will advise on the evaluation of the acceptability of the intervention for male caregivers. 
[bookmark: _Toc43354150]10.1.5 University of Central Lancashire  
Professor N Stanley (NS) is Co-Director of the Connect Centre for International Research on Interpersonal Violence and Harm at the University of Central Lancashire. She will advise on all aspects of the study, but particularly development of safety reporting protocols, consultation with advisory groups and involvement of Social Care. 
[bookmark: _Toc43354151]10.1.6 University of Exeter 
Dr V Berry (VB) has designed and led a number of RCTs of parenting and child/family interventions. She will advise on trial design and the selection of measures to assess parenting and child and parent MH and wellbeing. 
Professor A Spencer is a health economist at the University of Exeter. She is experienced in leading health economic evaluations alongside trials, with particular experience of system wide cost effectiveness analysis of DVA interventions. She will oversee the design of the economic evaluation. 
[bookmark: _Toc43354152]10.1.7 Queen Mary University of London 
Professor S Eldridge (SE) is director of the Pragmatic Clinical Trials Unit at Queen Mary University. She led development of the CONSORT extension for feasibility trails. She will advise on all aspects of study design, analysis and reporting. 
[bookmark: _Toc43354153]10.1.8 Cambridgeshire and Peterborough Foundation Trust 
Dr Ayla Humphrey (AH) is lead child and adolescent psychologist for Cambridgeshire and Peterborough Foundation Trust. She has led and been involved in several community based feasibility trials of trauma focused CBT for PTSD in CYP and screening and early interventions delivered in school settings. She will advise on safe and ethical conduct and involvement of CAMHS. 
[bookmark: _Toc43354154]10.1.9 University College, London
Dr Katie Harron (KH) has extensive experience of using linked data methods to evaluate maternal and child health outcomes and in evaluating the quality of data linkage mechanisms themselves. She is included as an additional co-applicant and will provide expertise on linkage in England.
[bookmark: _Toc43354155]10.2 TSC
This will be made up of an independent chair with trial expertise, the study CI, PI for the Welsh site, two further independent scientists with relevant expertise, two DVA policy representatives from England and Wales respectively, and one PPI representative. The meeting will also be attended by trial steering committee members as necessary. The TSC will monitor trial progress and conduct, and advise on scientific credibility. It will meet three times per year throughout the study. 
[bookmark: _Toc43354156]10.3 Partner collaboration 
[bookmark: _Toc43354157]10.3.1 Against Violence and Abuse (AVA) 
AVA are the owners of the intervention to be evaluated. They are funded to provide training and clinical supervision throughout delivery. They will also facilitate access to an online platform and forum allowing intervention co-ordinators and MAFS to network with others involved in delivering the CODA. 
[bookmark: _Toc43354158]10.3.2 Cardiff Women’s Aid (CWA) 
We will work closely with CWA to integrate the trial processes into everyday practice. We will hold monthly onsite meetings with key staff overseeing the delivery of the intervention, and a representatives will attend TMGs. The intervention costs will be funded by Health and Care research Wales. 
[bookmark: _Toc43354159]10.3.3 Southend on Sea Borough Council and Family Action 
The intervention to be delivered in Southend will be funded by Public Health England and the Local Authority. We will work closely with Family Action as the delivery partner, and as above will hold monthly site meetings and representatives will attend the TMG. We will report regularly to Local authority officials, as the commissioners of the intervention. 
[bookmark: _Toc43354160]10.4 PPI 
We will draw on the expertise of those with lived experience of DVA and also professionals involved in the policy and practice response to DVA. 

[bookmark: _Toc43354161]10.4.1 Lived experience advisory group 
We will work with a DVA service to co-ordinate parent and child advisory groups, and an established group of male survivors of DVA, convened by the Domestic Violence and Health Group led by GF. The research team, supported by collaborating  partners, will provide training and support to ensure their contribution is meaningful and positive. 
We expect to meet with PPI groups on six occasions, totalling 12 meetings (1* child, 1*parent on each occasion) The service convening the group will be paid at a rate of £1600 on each occasion, for convening both parent and child meetings. Services will make decisions about the level and type of compensation for attendees, although this should at a minimum include £20 of shopping tokens and travel costs.

[bookmark: _Toc43354162]10.4.2 Policy and practice advisory group 
The professional advisory group will include representatives from children’s charities, specialist DVA charities working with men and women, the Children and Young People’s MH Coalition, Public Health England and CAMHS. We will be mindful to involve professionals who may offer access to other host sites in the event of a full trial. 
Advisory groups will meet three times over the duration of the study. The groups will contribute to all stages of the study. The professional advisory group will also play an active role in disseminating the findings of this study. Attendees’ travel costs will be paid, however no compensation for attendance will be provided.
11. [bookmark: _Toc43354163]Project timetable 
See Appendix 3 
12. [bookmark: _Toc43354164]Publication and dissemination of findings 
For academic publications we will follow the Consort Guidelines and appropriate extensions prior to generating any publications for the trial, to ensure they meet the standards required for submission to high quality peer reviewed journals etc. http://www.consort-statement.org/
· The University of East London owns the data arising from the trial
· Any dissemination of this feasibility trial (either academic or lay) by participating investigators will only be done in discussion and agreement with other participating investigators 
· The NIHR require that they have one month to review publications prior to submission. The NIHR require that funding needs to be acknowledged within all publications: Disclaimer/acknowledgement thus:
"This report is independent research funded by the National Institute for Health Research (Programme Grants for Applied Research, REPROVIDE (Reaching Everyone Programme of Research On Violence in diverse Domestic Environments), RP-PG-0614-20012). The views expressed in this publication are those of the author(s) and not necessarily those of the NHS, the National Institute for Health Research or the Department of Health."
· We will publish the feasibility trial protocol in a peer reviewed journal. 
· On completion of the feasibility trial, the data will be analysed and tabulated and a Final Study Report prepared. This will feed into the main trial protocol which will follow this pilot if the intervention and trial methods meet progression criteria.
· The full study report, anonymised participant level dataset, and statistical code for generating the results will be made publicly available via the UEL data repository following the completion of the feasibility trial, estimated to be at the end of 2022 (study end April, 2022)
· We will prepare and publish a quarterly newsletter that will be made available via the study website. The target audience for this will be our PPI group members, but trial participants will also be encouraged to access this if they want to know the outcome of the trial. For participants or PPI members who cannot access the internet, a paper copy in the post will be made available if it is safe to send to the given address. 
· We will present findings at meetings convened by each host site and at a UK practitioner-focused conference. We will disseminate findings via appropriately tailored briefings to all Clinical Commissioning Groups (CCGs) and Local Authorities (LAs) and throughout our extensive practitioner and policy links, already established through earlier NIHR-funded studies and involvement of several members in three NIHR CLAHRCS (EH, GF, VB) . Funds to support this activity are built into the proposed budget. We will also use blogs (e.g. the Conversation, The Cost of Living, Mental Elf) and the Twitter accounts of DECIPHer and the forthcoming NIHR Applied Research Centres (ARCs) to increase public awareness of the study. 
[bookmark: _Toc43354165]12.1 Authorship eligibility guidelines and any intended use of professional writers
· The main author of the final report will be first author and all other contributors will be listed in alphabetical order. The last author will be the CI. 
· All publications that arise from this trial will use the criteria for individually named authors or group authorship (The International Committee of Medical Journal Editors has defined authorship criteria for manuscripts submitted for publication) and this will be agreed in advance.
13. [bookmark: _Toc43354166]Expected impact 
The key impact from this study will be knowledge about whether conducting a full RCT of the CODA is warranted. The final report will recommend: whether such a trial should occur; how the intervention (theory of change and logic model, manual, training and publicity materials) should be further refined; and how the RCT design and methods (including outcome measures and sample size) should be amended. This will inform a subsequent NIHR proposal for a full-scale RCT, if warranted. Evidence regarding the appropriateness of the CODA for victimised fathers will be used to inform decisions about the target population for the trial and also the need for adaptation of the CODA for male caregivers or development of a new intervention. We will submit a funding application to the MRC Public Health Intervention Development funding scheme to support this work in  partnership with RESPECT, the UK membership organisation for work with domestic violence perpetrators, male victims of domestic violence and young people’s violence in close relationships (see letter of support).
If the subsequent trial found the intervention to be effective, this would be scaled up by our partners working collaboratively with the investigators, marketing the intervention to specialist domestic violence services, NHS and local authority commissioners. 
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Research data is defined as information or material captured or created during the course of research, and which underpins, tests, or validates the content of the final research output.  The nature of it can vary greatly according to discipline. It is often empirical or statistical, but also includes material such as drafts, prototypes, and multimedia objects that underpin creative or 'non-traditional' outputs.  Research data is often digital, but includes a wide range of paper-based and other physical objects.  

	Administrative Data
	

	PI/Researcher
	Dr Emma Howarth


	PI/Researcher ID (e.g. ORCiD)
	0000-0002-3969-7883


	PI/Researcher email
	e.howarth@uel.ac.uk

	Research Title
	Family Recovery after Domestic Abuse (FReDA): A feasibility randomised trial and nested process evaluation of a group based psychoeducational intervention for children exposed to domestic violence and abuse

	Project ID
	R102415

	Research start date and duration
	01/01/20-30/04/22

	Research Description
	Two site, open, pragmatic, parallel group, individually randomised controlled feasibility trial, with integrated process and economic evaluations

	Funder
	National Institute of Health Research; Public Health Research Programme

	Grant Reference Number 
(Post-award)
	PHR Project: NIHR127793

	Date of first version (of DMP)
	13/05/2020

	Date of last update (of DMP)
	

	Related Policies
	
 https://repository.uel.ac.uk/download/e565f51a281eac8a6bb72a0358cc954f4b6932ef93524d39f87df379a8ab3e9a/138022/UEL-Research-Data-Management-Policy-2019.pdf

https://www.cardiff.ac.uk/public-information/policies-and-procedures/data-protection


	Does this research follow on from previous research? If so, provide details
	No

	Data Collection
	

	What data will you collect or create?
	Trial data 
1. We will gather anonymised data from all referral forms received by the intervention co-ordinator detailing number and age of children, ethnicity of parents and children, and referring agency.
2. We will collect anonymised screening logs that will document the eligibility of referred families, and action taken by the intervention co-ordinator to approach the family about the study, and subsequently pass contact details for interested families to the research team. 
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4. We will collect safety information from all trial participants detailing any safety protocols (e.g. mode of communication, code words, times to make contact) that must be adhered to in order to facilitate participation in the study. This will also include the contact details of up to three individuals who can be contacted if adult study participants cannot be contacted for the purpose of follow-up data collection.  
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Quantitative process data 
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8. Intervention co-ordinators will log the length, type and reason for service contact (in addition to receipt of intervention sessions) for each trial participant. 
Qualitative process data 
9. We will gather qualitative data from practitioners at the host site regarding connections with other organisations in the DVA network. Each connection will be rated for strength and quality. 
10. We will collect qualitative data from intervention co-ordinators and multi-agency facilitators regarding their expectations and experiences of implementing and delivering the intervention. 
11. We will collect qualitative data from trial participants regarding their experience of participation in the study and intervention

	How will the data be collected or created?
	Trial data
1. Referral data will be extracted from confidential referral forms by the intervention co-ordinator. Anonymised data will be transposed to an excel spreadsheet that has been designed for trial recording.
2. Anonymous paper screening logs will be completed by intervention co-ordinators and passed to the research team who will enter information onto the study database
3. Paper permission to contact forms will be completed by the intervention co-ordinator and potential participant and passed to the research team. Consent/assent forms will be completed by parents and children
4. Paper safety information sheets will be completed by the researcher during the consent meeting and transposed to the study database on recruit of a dyad/cluster.
5. Study measures will be collected via electronic and paper questionnaires. Online surveys (formally known as BOS) will be used to gather electronic survey data. 
Process data 
6-8. Information pertaining to delivery of the intervention will be gathered via a secure online diary. 
9-11. Audio data will be recorded using encrypted audio recorders and uploaded to the study SharePoint website. Files and folders will be password protected. Audio data will be transferred securely by a member of the Cardiff team to a professional transcription service nominated by Cardiff University (Cardiff are leading the process evaluation). Following transcription, transcripts will be anonymised with original copies transferred electronically (using Fast File) to UEL for storage. Participants will be able to review their anonymised transcript to ensure they are happy with the content and that no identifying data remains. Anonymised transcripts will be stored for a period of up to 15years. Original transcripts will be destroyed within 12 months of study completion


	Documentation and Metadata
	

	What documentation and metadata will accompany the data?
	Anonymised trial data will be accompanied by a codebook listing variable names and descriptors, along with any code used to generate study results. At the point of archiving, copies of all study questionnaires and information sheets will be deposited along with the data and metadata.

Anonymised interview transcripts will be accompanied by an Excel spreadsheet (based on the ESRC UK data Service template) detailing attributes such as interview ID, family ID (to link parent and child transcripts) place and time of interview, and associated text file name (a consistent file naming convention will be used), along with key sociodemographic and study information (gender, age, trial arm  audio file name, time and place of interview. At the point of archiving, copies of interview schedules and patient information sheets will be deposited along with the transcripts and metadata. 

	Ethics and Intellectual Property
	

	Identify any ethical issues and how these will be managed
	Participants
The nature of DVA means that there are inherent risks to undertaking research with victim/survivors of DVA and children including: the potential for disempowered parents and children to feel pressured to take part in research; the possibility (due to the overlap between DVA and child maltreatment) that child safeguarding issues will be identified, and the potential for participants to be re-exposed to abuse by the perpetrator. This is in addition to the emotional impact of re-engaging with experiences of and feelings about the abuse in the context of the research (and/or the intervention)
A risk assessment will be carried out by a domestic abuse professional, on receipt of referral information. Only families who are separated from the perpetrator and not facing immediate physical risk will be screened for eligibility for the study. Those who are not eligible for the study will be signposted to relevant support (this may be within the organisation conducting the risk assessment). 
During a face to face meeting with a researcher, we will secure informed consent from adult participants and where possible assent from children (although ultimately it is the parents’ choice as to whether to take part). The patient information sheets, which have been extensively reviewed by public participant advisory groups, emphasise the right to withdraw at any point without giving a reason. Participants will have a chance to read and discuss the information sheet before consenting; the researcher will also talk through the information sheet during the meeting. Participants will be informed of the risks associated with participation, with emphasis on the need to break confidentiality if safeguarding concerns are identified. Extensive safety information will be collected during consent to ensure that subsequent contact associated with the study does not elevate risk. 
The content of study materials can be distressing to participants, especially where they are ‘taken by surprise’ by questions or measures. Potential participants will be able to review all study materials prior to consenting and prior to completion at each time point
The intervention is designed to be delivered to mothers and children after the abuse has stopped, and where the child is no longer resident with the abusive party. Where a participating mother reconciles with the abusive party, during receiving the intervention, the intervention will be withdrawn. This decision will be handled sensitively by the intervention co-ordinator and where possible, in partnership with the participating parent – it is critical that withdrawal of the intervention is not perceived to be punitive or judgemental. The intervention co-ordinator will review other suitable options for support, if the family is not already in receipt of them. The family will still be eligible to participate in the study, if it is safe for all parties to do so. 
An individual (sub-study)/dyad/cluster will be withdrawn from the intervention trial or sub-study if it becomes known that participation is placing them or professionals (including researchers) at increased risk of physical or emotional harm.  These decisions will be taken by the CI in consultation with the TSC and in collaboration with the intervention co-ordinator and MAFs. These decisions will be documented appropriately.   
The monetary incentives could be potentially coercive. To minimise this risk participants will receive shopping vouchers for attendance at the consent meeting, whether they choose to participate or not. Subsequent vouchers will be offered on return of a questionnaire, however there will be an option to return a blank questionnaire. 
Extensive safety monitoring procedures will be developed (see protocol, section 9) including monitoring of adverse and serious adverse events, direct address of harm associated with the intervention or study, and constitution of an independent steering committee to oversee conduct of the study and to review safety reporting. 
Professionals involved in intervention delivery 
Many professionals working with victims/survivors of DVA have their own lived experience of interpersonal violence and abuse. This may be brought to the fore during training and during the delivery of the intervention. To mitigate this, professionals will be given a full overview of training content at the point of invitation and the opportunity to view intervention manuals, prior to committing their time. The delivery of monthly external supervision relating specifically to intervention delivery is funded via the research budget; time for operational supervision by colleagues is factored into excess treatment costs. AVA will enable MAFs to have access to an online platform and forum comprised of others delivering the intervention, which will enable MAFs to access peer support. We aim to train enough facilitators that if someone becomes distressed as a result of delivering the intervention, they can be replaced by another worker. 
In rare instances, abusive parents may direct hostility to professionals working with their children. A protocol for responding will be covered in training, and professionals will be asked to inform the host organisation, as well as safeguarding agencies and the Police if appropriate. 
Researchers 
There is the potential for researchers to experience secondary trauma if they hear participants’ stories of abuse. Researchers involved in the collection of data will meet weekly and will have access to advice from a member of the research team who is a clinical psychologist (AH), as well as other experienced DVA researchers. Where necessary formal clinical supervision arrangements will be made to support researchers. Researcher wellbeing will be a standing agenda item for the TMG. 
Where possible, researchers will meet with study participants at the host organisation or other community settings for the purpose of data collection. Where it is necessary to visit a participant’s home, this will be communicated to the CI or other senior team members, who will act as a buddy. The researcher will be asked to inform their buddy when they leave the meeting. If the buddy does not receive contact from the researcher within 15 minutes of the scheduled finish time, they will attempt to contact the researcher over a period of 30 minutes. Where no contact can be made during this time, the buddy will inform the Police.  


	Identify any copyright and Intellectual Property Rights issues and how these will be managed
	Background intellectual property (IP) for the intervention belongs to Against Violence and Abuse (AVA). Foreground IP derived from the study will be owned by the research team but will be free for use by AVA to refine the intervention. At this point, the IP will become background IP, and therefore owned by AVA. A memorandum of understanding to this effect will be prepared by the University of East London’s Research Commercialisation Manager and intellectual property will be a standing item on the trial management and steering groups.


	Storage and Backup
	

	How will the data be stored and backed up during the research?
	Local data storage 
Data will be gathered in two sites, Cardiff and Southend by researchers based at Cardiff University and Cambridge University. Upon collection, paper consent forms, safety information and questionnaire data will be immediately returned (by the researcher) to Cardiff University or University of Cambridge and temporarily stored securely at local sites (as per research contracts). 
Personal information will be stored separately from questionnaire data. Audio-files collected by researchers at University of Cardiff (part of the process evaluation) will be uploaded to the study SharePoint website hosted by UEL within 48 working hours. 
Local data storage arrangements will be audited on a regular basis by the CI and Cardiff PI.

Data entry 
Where possible, clinical data will be entered into the study database within a week of collection, and prior to central storage of hardcopies at UEL (see below). The 
Administrative data including names, addresses and other personalised data will be stored in a separate database] and entered using an MS-Access frontend. We will not be using MS-Access to store data. The clinical and administrative databases will be accessible to named researchers involved in data collection and site management. Databases will be hosted by UEL on a SharePoint website to enable access in a secure environment. 

Clinical data will be collected via paper surveys or online. Where online, data will be collected using the Online Surveys software (formally BOS). The system will be accessible remotely by all researchers involved in data collection. No data will be saved locally on the hardware used to facilitate collection. 
Where collected on paper, clinical data entry will be performed by accessing the database directly or via online surveys. In order to access the application directly, users from the research team will be added to the system (following request from the CI). 
Process data concerning the delivery of the intervention will be collected by professionals outside of the research team. This will include attendance lists (using ID numbers) and online delivery diaries. The University of Cardiff is leading the process evaluation and will manage the collection of these data using Encrypted files will be uploaded to the study SharePoint website, hosted by UEL. On confirmation of upload and data integrity, audio files stored in the audio recorder will be deleted 
Data transfer from local sites to UEL
Paper copies of screening forms, consent forms and surveys will be securely couriered to UEL, on a monthly basis, for central storage. Here paper copies of consent forms and safety information will be stored in locked filing cabinets in the CIs office. Questionnaire data will be stored in a separate locked cabinet in the same office 
Electronic files such as interview audio files and original transcripts (prior to anonymisation) will be securely transferred to UEL via the study SharePoint website. 

Survey data captured using Online Surveys will be uploaded to the study database upon collection. Electronic forms will be downloaded and saved on Share Point 

Data storage and back-up
All anonymised clinical data will be stored using Microsoft SharePoint, which will allow access to designated members of the research team access subject to standard UEL security procedures. This is cloud based storage and is fully backed up.  Clinical data are anonymised by Identification Code and all data collection are made by Identification Code. Participants’ sensitive personal data will also be stored on the SharePoint website. An identifying code will be assigned to each record and used as the identifier in the clinical database. Upon storage, new identifiers will be generated and the linking code between the original and new codes destroyed. https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-017-2382-9



	How will you manage access and security?
	Both Clinical and Administrative data are secured using robust security mechanisms. Both systems also have audit logs cataloguing individual changes with data/time, old value, new value and the identity of the user who made the change. Both systems are managed by UEL Information Services and have backup facilities.
Only researchers involved in collecting or managing data collection will be able to access administrative and clinical data. Permission for access will be given by the CI. Individual researchers will have an ID number that will enable audit of access and changes to databases
Audio-files will be removed from encrypted audio recorders immediately or within 48 hours. Whilst not in use, recorders will be kept in a locked drawer.

All paper-based data will be stored securely at local sites in locked filing cabinets, Administrative and clinical data will be kept in separate cabinets. Paper based data will be transferred to UEL by secure courier using tracked delivery. On receipt by the CI, paper data will be stored in a locked office in locked cabinets, with admin and clinical data kept in separate cabinets. Only the CI will have access to these data. 


	Data Sharing
	

	How will you share the data?
	A data sharing agreement is set out in the contract agreed between UEL and each collaborating institution. This is supported by local data sharing agreements between service partners, UEL and Cardiff University to enable and document access to service held source data All researchers involved in data collection and management of data collection will have access to two online study databases (administration and clinical). 
The study protocol and participant information sheets set out clearly how data will be stored, for how long and how it may be used. Storage and use of data are key concepts covered in the informed consent procedure. Only participants agreeing to storage (with the intention of sharing) of data will be recruited to the study.
Following the completion of the study, and in line with funder requirements, all anonymised data will be archived in the UEL data repository. Data will be anonymised adhering to MRC guidance https://www.methodologyhubs.mrc.ac.uk/files/7114/3682/3831/Datasharingguidance2015.pdf and best practice https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-017-2382-9 Access will be embargoed for a period of 12 months during which the study team will produce outputs. After this, requests for access to the data by external researchers will be reviewed by UEL data archivists on a case by case basis. All reasonable request for access to the data will be met

	Are any restrictions on data sharing required?
	Only team members involved in data collection will have access to participants personal information. All anonymised data can be shared will all members of the study team. 
External requests for access to study data but be made by an academic researcher with appropriate interests and credentials. Requests by commercial organisations will not be permitted. 

	Selection and Preservation
	

	Which data are of long-term value and should be retained, shared, and/or preserved?
	All study data are potentially valuable. Therefore, all anonymised study data and meta data will be archived and available for sharing.

	What is the long-term preservation plan for the data?
	At the close of the study work will be undertaken to anonymise research records. Once this work has been completed and audited, personal information will be destroyed. Paper records will be disposed of using a crosscut shredder and UEL’s confidential waste disposal service. A log of file destruction will be kept and added to the trial master file. Electronic files containing personal information will be deleted once audit of anonymised files has been completed. This will be completed within 12 months of study close
All anonymised data and the trial master file will be deposited in UELs data repository. Anonymised data will be stored for a period of up to 15 years. Archived data will be checked by the CI on a five-yearly basis. If the CI leaves UEL, responsibility for this will be formally handed over to one of UEL’s clinical research leads


	Responsibilities and Resources
	

	Who will be responsible for data management?
	The chief investigator, Dr Emma Howarth, will be responsible overall for data management, however Dr Graham Moore will have responsibility for data that is temporarily held at Cardiff University.
A Trial Monitoring Plan will be developed and reviewed by UEL data management services. It will be agreed by the Trial Management Group (TMG) and independent Trial Steering Committee
  It is anticipated that audit will be conducted internally on a three-monthly basis, by the CI or as a delegated duty on behalf of the CI. 
Audit will involve an in person visit to each host site and review of all source data (see above), review of the completeness of personal and safety information held on the study database, and cross reference of stored questionnaires with CRFs.
Audit activity and outcomes will be documented and reported to the TMG and TSC.

	What resources will you require to deliver your plan?
	 A secure online study database that can enable remote access to members of the study team collecting data at host sites is required. 
Secure physical storage will be required for storage of any paper copies of case report forms, questionnaires etc. Secure online storage facilities will be required for storage of personal data and study measures. A secure mechanism for the transfer of electronic data from study sites to UEL will also be required. Support form UEL data management services will be required for proper archiving of study data and management of future access requests. 



	
	

	Review
	

	
	
Please send your plan to researchdata@uel.ac.uk 

We will review within 5 working days and request further information or amendments as required before signing

	Date:
	Reviewer name:



Guidance
Brief information to help answer each section is below. Aim to be specific and concise. 
For assistance in writing your data management plan, or with research data management more generally, please contact: researchdata@uel.ac.uk

Administrative Data
	Related Policies
List any other relevant funder, institutional, departmental or group policies on data management, data sharing and data security. Some of the information you give in the remainder of the DMP will be determined by the content of other policies. If so, point/link to them here.

Data collection
Describe the data aspects of your research, how you will capture/generate them, the file formats you are using and why. Mention your reasons for choosing particular data standards and approaches. Note the likely volume of data to be created.

Documentation and Metadata
What metadata will be created to describe the data? Consider what other documentation is needed to enable reuse. This may include information on the methodology used to collect the data, analytical and procedural information, definitions of variables, the format and file type of the data and software used to collect and/or process the data. How will this be captured and recorded?

Ethics and Intellectual Property
Detail any ethical and privacy issues, including the consent of participants. Explain the copyright/IPR and whether there are any data licensing issues – either for data you are reusing, or your data which you will make available to others.

Storage and Backup
Give a rough idea of data volume. Say where and on what media you will store data, and how they will be backed-up. Mention security measures to protect data which are sensitive or valuable. Who will have access to the data during the project and how will this be controlled?

Data Sharing
Note who would be interested in your data, and describe how you will make them available (with any restrictions). Detail any reasons not to share, as well as embargo periods or if you want time to exploit your data for publishing.

Selection and Preservation
Consider what data are worth selecting for long-term access and preservation. Say where you intend to deposit the data, such as in UEL’s data repository (https://repository.uel.ac.uk) or a subject repository. How long should data be retained?



[bookmark: _Toc43354171]Appendix 3 Gantt Chart
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6 month follow-up questionnaires  

 

Face-to-face researcher meeting.   

1. Researcher explains the study and  obtains informed consent from the participant to join the study . 

2. Risk assessment and assessment of eligibility  

3. Consent  

4. Collection of safety information  

5. Completion of baseline measures   

6. Researcher administers baseline questionnaires. 

7. RANDOMISATION and participant informed of allocation  

8. Co-ordinator explains next steps   

 

Intervention arm (n = 32) 

Researcher explains what happens 

next re questionnaires. Co-ordinator 

sign posts to usual care; co-ordinator 

advises of group start date and gives 

written information regarding 

intervention 

 

Intervention arm  

Ongoing risk assessment by 

group facilitators and co-

ordinator 

Control arm (n = 32)  

Researcher explains what 

happens next re questionnaires. 

Co-ordinator sign posts to usual 

care  

 

Both arms 

Post intervention follow-up 

approx. 4 mths questionnaires   

 

Loss to follow up. 

Participant withdrawal from  study 

Loss of contact with researcher  

Failure to return questionnaire or 

complete over phone  

Contact with co-ordinator for brief discussion and screening, permission to share contact details 

with research team.  

 

Mothers and children are referred via services or self-refer following active recruitment campaign  

 

Exclusion or no longer interested   

 Declined for details to be passed to researcher  

 Declined to participate  

 Male caregiver 

 Not capable of giving informed consent  

 Ongoing DVA 

 Living in same household as perpetrator  

 Family unable to meaningfully engage (eg crisis)   

 Insufficient understanding of English language and no translator.  

Exclusion or no longer 

interested  

 Not able to give informed 

consent 

 Not suitable for CGP 

 Declines to participate 

 Does not meet inclusion 

criteria 

 

Exclusion 

Not considered 

suitable for CGP due 

to change of 

circumstances or 

disclosure of new 

information. 

Withdrawal from 

intervention by 

participant  

12 month follow-up 

questionnaires  

Contact information of eligible families 

passed to research team; contacted by 

researcher within 48 hours to arrange 

meeting. PIS sent ahead of meeting, if safe  

Figure 1: Recruitment flow diagram   
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Researcher explains what happens next re questionnaires. Co-ordinator sign posts to usual care 
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