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Researchers: Helen Minnis; Philip Wilson; Kathleen Boyd; Claudia-Martina Messow; Graham Bryce; Julia Donaldson; Julie Taylor; Charles Zeanah; Julie Larrieu; Nicholas Watson
Aim: to establish feasibility and inform the design of a definitive RCT evaluating the New Orleans intervention for maltreated children. 
Project Outline/Methodology: This was an exploratory randomised controlled trial (RCT) of the New Orleans Intervention Model (NIM) involving families of children aged between 6 and 60 months, entering foster care due to serious child protection concerns.  All eligible families in Glasgow City Council (GCC) were invited to participate.  Children were excluded if parents were unavailable for intervention due to e.g. longterm imprisonment or death.

The original research questions were:
1. [What are the size and nature of any effects of the Glasgow version of the New Orleans model (GIFT) on the mental health of maltreated pre-school children?]
2. Is a definitive multicentre UK RCT feasible, acceptable and necessary?

3. What would be the required size of a definitive RCT?

4. What would be the optimal outcome measures for a definitive trial?

With CSO permission we will not answer research question 1 at this stage, as the data from this trial will be incorporated into a definitive study commencing Autumn 2015 and analysis by group would jeopardise equipoise (where study outcome is genuinely unknown). 
Information and consent of birth families and foster carers was carried out by a social worker seconded to the research team.  After baseline assessment, randomisation was carried out at the level of the family to either the Glasgow Infant and Family team (GIFT), the Glasgow version of NIM, or the Family Assessment and Contact Service (FACS), an enhanced social work service provided by GCC. Follow-up was carried out 1 year after baseline assessment. The principal outcome was infant mental health, measured by the Infant Toddler Social Emotional Assessment (ITSEA).  Other measures included cognition and attachment disorder.
Key Results: we recruited 100 families, achieving a recruitment rate of 65% and a retention rate at 1 year of 82%. Only 15% of families declined participation (others were uncontactable) and qualitative interviews demonstrated the acceptability of the consent and randomisation processes. All outcome measures were found to be acceptable, but two (the Parent Evaluation of Developmental Status and the Strange Situation Procedure) were excluded from use in the definitive study due to the minimal additional information offered and the high cost of rating, respectively.
Participating children had considerable behavioural and cognitive difficulties e.g. a mean Strengths and Difficulties Questionnaire Total Difficulties Score of 15.17 (5.01) compared to a population mean of 7.3 (5.0) for children aged 2-4 years in Glasgow nursery schools and a mean cognitive percentile ranking (on the WPPSI or Bayleys Scales) of  33.5 (average 50). 
Standard operating procedures were developed that can be transferred to other sites. Qualitative work in other UK sites demonstrated enthusiasm for a multicentre RCT.
Conclusions: A definitive multicentre RCT is feasible, acceptable and necessary and NIHR have funded this study. We estimate that 462 families will require to be recruited, including those recruited in this study.
What does this study add to the field? An RCT can be conducted with extremely vulnerable families, with the support of social work.
Implications for Practice or Policy: RCTs of social care interventions should become routine.
Where to next? A definitive RCT this Autumn. Further details from: helen.minnis@glasgow.ac.uk
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