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or emotional difficulties: study protocol
for a randomised controlled trial
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Abstract

Background: There is a need to build the evidence base of early interventions promoting children’s health and

development in the UK. Malachi Specialist Family Support Services (‘Malachi’) is a voluntary sector organisation based in

the UK that delivers a therapeutic parenting group programme called Inspiring Futures to parents of children identified

as having behavioural and emotional difficulties. The programme comprises two parts, delivered sequentially:

(1) a group-based programme for all parents for 10–12 weeks, and (2) one-to-one sessions with selected parents from

the group-based element for up to 12 weeks.

Methods/design: A randomised controlled trial will be conducted to evaluate Malachi’s Inspiring Futures parenting

programme. Participants will be allocated to one of two possible arms, with follow-up measures at 16 weeks

(post-parent group programme) and at 32 weeks (post-one-to-one sessions with selected parents). The sample size is

248 participants with a randomisation allocation ratio of 1:1. The intervention arm will be offered the Inspiring

Futures programme. The control group will receive services as usual. The aim is to determine the effectiveness

of the Inspiring Futures programme on the primary outcome of behavioural and emotional difficulties of primary school

children identified as having behavioural or emotional difficulties.

Discussion: This study will further enhance the evidence for early intervention parenting programmes for child

behavioural and emotional problems in the UK.

Trial registration: Current Controlled Trials ISRCTN32083735. Retrospectively registered 28 October 2014.

Keywords: Parenting, Early intervention, Group psychotherapy, Child behavioural and emotional problems, Randomised

controlled trial
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Background

Longitudinal research indicates that serious anti-social be-

haviour can be predicted in childhood [1] and parenting,

particularly poor parental monitoring, psychological con-

trol and negative aspects of support such as rejection and

hostility, has been linked to delinquency [2]. The UK

scored poorest for child behaviours and risk-taking as well

as family and peer relationships and child subjective well-

being in a UNICEF comparative analysis of 21 developed

countries [3], indicating a need for the implementation of

evidence-based early intervention programmes in the UK.

The British Child and Adolescent Mental Health Surveys

in 1999 and 2004 found that 1 in 10 children and young

people between the age of 5 to 15 years had a diagnosable

mental disorder [4]. The latest data from the UK House-

hold Longitudinal Survey (Understanding Society) from

2011 to 2012 suggest that 1 in 8 children aged 10 to 15 re-

ported symptoms of mental ill-health [5]. Left unchecked,

childhood behavioural difficulties elevate children’s risk

for poor outcomes across multiple domains, including

academic achievement, health, social relationships and

offending [6–12].

Systematic reviews of group-based parenting pro-

grammes indicate positive intervention outcomes across

measures of child behaviour (for children aged 3–12 years)

as well as parental practices and psychological morbidity

[13, 14]. The latter review included a meta-analysis that

showed a standardised mean difference (SMD) of − 0.53 for

parent-report measures of child conduct problems post-

treatment. Analyses of the effectiveness of programme

components within a meta-analytical review of 77 evalua-

tions of parenting programmes designed to enhance the be-

haviour and adjustment of 0–7 year-old children reported

that programmes that included the following components

were predictive of significantly larger effects (p < 0.05) on

child externalising behaviour: positive interactions with

child; responsiveness, sensitivity and nurturing; emotional

communication; time out; problem solving; curriculum or

manual; modeling; practice with own child; and ancillary

services [15].

The majority of these components are central to the

Malachi Specialist Family Support Services (‘Malachi’)

Inspiring Futures programme [16], such as creating posi-

tive interactions with the child, responding sensitively to

the child’s needs, and emotional communication. Malachi

is a UK-based voluntary sector organisation that de-

livers a therapeutic parenting programme to parents of

children with behavioural and emotional difficulties.

While teaching parenting skills, such as praise and ef-

fective communication, is part of the programme, it

also has counselling components, such as developing

parents’ awareness of their own early adverse experi-

ence and how these influence their current coping

strategies, parenting and empathy.

The programme logic model is shown in Fig. 1. Parents

with adverse early experiences are more likely to use mal-

adaptive coping strategies and show reduced empathy in

parenting, which in turn contribute to their children dis-

playing emotional and behavioural problems [17–19]. In-

spiring Futures aims to break these causal links in part by

increasing parent awareness of how (i) past experiences

influence current behaviour, (ii) maladaptive coping strat-

egies affect parenting behaviour and (iii) parenting behav-

iour affects child behaviour; this approach has arguably

been used more with younger children to date [20, 21].

The programme also uses child development education (a

component of many proven group-based parenting pro-

grammes) and solution-focused therapy [22] to help par-

ents develop better parenting skills.

A previous study of Inspiring Futures explored its per-

ceived impact using Interpretive Phenomenological Ana-

lysis with six parents who had received the programme

(including the one-to-one sessions) [23]. Parents felt sup-

ported by Malachi workers and reported that their parent-

ing skills and family relationships had improved.

Methods

Objectives

The objectives of the trial are to:

1. Estimate the effectiveness of the Inspiring Futures

programme on the primary outcome, namely the

behaviour and emotional well-being of children with

parent-reported emotional and behavioural difficulties.

2. Estimate the impact of the Inspiring Futures

programme on secondary outcomes, namely (i) parent

coping strategies, (ii) empathy in parenting, and (iii)

parenting skills (these are all potential mediators).

3. Describe the extent to which the Inspiring Futures

programme is implemented as intended (i.e., with

fidelity to the programme design).

Fig. 1 Logic model for Malachi’s Inspiring Futures parenting programme
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It is hypothesised that, when compared with children

whose parent(s) have not been offered the programme (the

control arm), children whose parent(s) have been offered

Malachi’s Inspiring Futures programme (the intervention

arm) will demonstrate fewer emotional and behavioural dif-

ficulties (as reported by parents) (i) at 16 weeks (post-par-

ent group) and (ii) at 32 weeks (post-one-to-one parent

sessions, which apply to a selection of parents from the par-

ent group – see ‘Intervention’ below). The primary out-

come is at the 32-week follow-up. It is further hypothesised

that parents in the intervention arm will demonstrate less

maladaptive coping strategies (i.e. their own intervention

outcome), greater empathy in parenting, and better parent-

ing skills compared to parents in the control arm (as re-

ported by parents).

Design

A two-arm, randomised controlled, parallel group, super-

iority trial will be conducted to evaluate the effectiveness of

Malachi’s Inspiring Futures parenting programme in im-

proving behavioural and emotional outcomes in primary

school children with elevated psychosocial difficulties. Two

hundred fourty eight participants will be randomised with

an allocation ratio of 1:1. Parents in the intervention arm

will be offered the Inspiring Futures programme; parents in

both trial arms will have access to services as usual (with

the exception of other Malachi services). The trial therefore

examines the superiority of the programme relative to a

comparator that represents what young people and their

families normally receive. Assessments will take place at

baseline, 16 weeks after randomisation (first follow-up,

post- group parent programme) and 32 weeks after ran-

domisation (second follow-up, post- one-to-one sessions

with selected parents) – data will be collected from all par-

ticipants at this second follow-up, regardless of whether

they have received the one-to-one sessions. (See Fig. 2 for

an overview of the trial flow chart and assessments.)

Participants

The sample will be drawn from approximately 100 main-

stream primary schools and children’s centres across the

two trial sites in England: Birmingham (c.80) and Somerset

(c.20). The former is a large ethnically diverse city while the

latter is a large rural county (the trial involves two large

towns in the county). The vast majority of referrals (> 90%)

are expected to come from schools rather than children’s

centres. The minimum number of eligible referred and

baselined parents per school needs to be 8 to ensure the

minimum viable intervention group size (4) is reached fol-

lowing randomisation. If fewer than 8 parents are recruited

from a given school, there is an option to include eligible

parents from a nearby school.

Participants will be the parents of children aged 6-11 years

at the point of referral (in school years 2 to 6) who are

Fig. 2 Trial flow chart
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referred by school/centre staff to Malachi’s Inspiring Fu-

tures Programme. The programme can facilitate the inclu-

sion of partners who are parents of the same child;

however, only the main caregiver (as identified by the par-

ents) will report on study outcome measures. Children will

be reported to display psychosocial difficulties in the home

context, identified by a parent-report ‘borderline’ (or above)

Total Difficulties score (i.e. ≥14) on the Strengths and Diffi-

culties Questionnaire (SDQ) [24]. The following exclusion

criteria will apply: (i) a parental mental health issue, sub-

stance abuse issue or significant self-esteem and/or confi-

dence issue that would seriously affect their ability to

participate in therapeutic group sessions; (ii) a family situ-

ation that does not allow the parent to fully engage in the

process (e.g. they do not have enough access to their chil-

dren to effect change); (iii) other reasons that prevent the

parent from participating in the group (not proficient in

English, physical health issues, childcare obligations, work

commitments); and (iv) parent is already receiving other

therapeutic support (e.g. psychotherapy, psychiatry).

Control arm

Children and parents assigned to the control arm will re-

ceive services as usual, because the aim of the trial is to

determine whether Inspiring Futures provides added value.

Malachi state that the support on offer to the kind of chil-

dren and families targeted by the intervention varies de-

pending on school setting and area, although there may

be other organisations that cover the whole city/area. The

offer is likely to include support from a school pastoral

team or voluntary organisations, and there are also par-

enting programmes run by local children’s centres. How-

ever, whereas other programmes tend to focus on the

practical aspects of parenting, Malachi focus on parents’

own experience of being parented and subsequent attach-

ment styles. Any services that parents or children do re-

ceive, including other parenting programmes, will be

captured in a service use questionnaire (see below). In

addition, referrers will be signposted to a standard univer-

sal children’s services directory available in Birmingham

and Somerset, which may be used to refer children to

other services.

Intervention arm

The Inspiring Futures programme comprises two parts,

delivered sequentially: (i) a group-based element for all

parents, and (ii) one-to-one sessions with selected parents

from the group-based element. The Malachi group facili-

tators, who come from various backgrounds and do not

have to be parents themselves, are trained to or working

towards at least Level 3 in counselling (or equivalent) and

attend an intensive training session lasting 3–4 days.

During this training, they first participate in Inspiring Fu-

tures themselves to ensure that they are familiar and

comfortable with the areas covered. They are then trained

in the delivery of the programme. Additionally, group fa-

cilitators receive monthly supervision by a qualified

counsellor throughout the course.

Group-based element

Parents are invited to attend 10 to 12 (90-min) weekly

group sessions (between 4 and 10 parents) at their child’s

school facilitated by a pair of Malachi group facilitators.

The group sessions run during a school term and the

number of sessions depends on the length of the term, but

the same content is covered across all groups. The content

focuses on helping parents to: understand their children’s

needs and the consequences of not meeting them [via

child development education]; develop empathy by under-

standing how children’s thoughts and feelings inform their

behaviour; reflect on how their (parents’) parenting behav-

iours and coping mechanisms affect their ability to meet

their children’s needs, and learn how their own experience

of being parented (especially adverse experiences) shaped

these [using elements of psychodynamic and transactional

therapy]; identify and choose to avoid unhealthy default

parenting behaviours or maladaptive coping mechanisms

(such as the misuse of alcohol or substances, or reckless

or self-harming behaviours) and instead pursue more

healthy approaches [using solution-focused therapy]; con-

sider how their support network affects their parenting

and their children positively or negatively and, if neces-

sary, make changes; and appreciate how conflicts occur

and get resolved, their (parents’) default role in conflict

and how they can better resolve conflict. Sessions 1 to 7

cover key concepts and theories, sessions 8 to 11 entail

participants discussing how to apply their learning in

everyday scenarios (these can be consolidated into two

sessions), and session 12 includes a recap and discussion

of key learning points and the presentation of certificates

to parents.

Each session follows the same structure, although there

is scope within this to tailor content according to the ex-

periences and engagement of participants. First, Malachi

group facilitators attempt to raise the awareness of child

development by introducing and explaining psychological

theories, such as attachment theory (content, delivery in-

structions and accompanying handouts are provided to

the Malachi facilitators in the programme handbook). Sec-

ond, perspective taking (i.e. understanding the difficulty of

implementing the theory that has been delivered) is pro-

moted in order to alleviate any feelings of guilt that par-

ents might experience as a result of the learning that has

taken place (a perspective taking statement is provided for

each session in the programme handbook e.g. ‘Not meet-

ing the needs of a child shows that there are things that get

in the way of us doing so. Hopefully we can identify what

gets in the way for each of us so we can start to do
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something about our own personal obstacles’). Third, par-

ents are encouraged to think about how the topic they

have just learned about impacts on their life. This is usu-

ally the longest part of the session; it can include storytell-

ing, self-disclosure, practical activities and/or reflecting on

personal experiences quietly. The Malachi facilitators are

trained to facilitate this part of the session by self-

disclosing, in other words sharing relevant examples from

their own life. The purpose of self-disclosure, which is

common in some but by no means all therapeutic ap-

proaches, is to normalise experience and encouraging

sharing. The topics used in self-disclosure are discussed

with the Malachi facilitator’s supervisor prior to the ses-

sion to assess the appropriateness of the disclosure. (Dis-

closure is also covered in initial training.) Fourth, most

sessions conclude with a ‘homework’ task that is focused

around implementing change over the next week; parents

are asked to reflect on how well they think they managed

the task at the following session (using Likert-type scales

tailored to each task). These personal reflections can be

shared verbally with the group, or submitted in confidence

in a sealed envelope to the Malachi workers if preferred.

One-to-one sessions

The one-to-one component of Inspiring Futures is deliv-

ered to a selection of parents who attended the group-

based element. This takes place during the term following

the group programme delivery in one or more locations

agreed between the respective faciitator and parent. Within

7 days of the last group session each Malachi facilitator

pair meets to discuss potential referrals into the one-to-

one support. The following factors are considered by

Malachi when determining eligibility for this further sup-

port: (i) parent difficulty in applying the ‘homework’ tasks

(as determined by the aforementioned Likert-type scales);

(ii) examples of the parent having difficulty connecting

past experiences to the present day; (iii) examples of parent

difficulty in recognising the impact of their parenting be-

haviour on the child; and (iv) self-disclosure of an issue

that suggests the parent has significant unresolved emo-

tional issues. The additional support initially runs for

6 weeks (with one 60-min session per week) and recaps

sessions 2 to 7 of the Inspiring Futures programme; no

new content is introduced but the one-to-one delivery is

intended to allow for deeper levels of discussion with the

parent. At week 6 a review takes place with the Malachi

worker and the parent to decide whether further input is

needed for the remainder of the school term (i.e. a further

4–6 weeks depending on term length); support does not

extend beyond the end of the school term. Where possible,

a Malachi worker from the pair who led the relevant group

element conducts the one-to-one sessions; however, cap-

acity restraints may lead to a Malachi worker who is new

to the parent (but trained in delivering the intervention)

taking on the role. The worker is consistent across all one-

to-one sessions for any given parent.

Participant timeline

A schematic diagram of the participant timeline can be

found in Fig. 2. Once a child is referred to Malachi’s service

by a member of school staff (e.g. a teacher or SENCO

[Special Educational Needs Coordinator]), eligibility will be

assessed using the parent SDQ total difficulties score at a

parent information session hosted by Malachi at the child’s

school. For those who are eligible, data on additional base-

line measures will be collected by a researcher in a home

visit. Randomisation will take place 10 weeks after referral.

There are two follow-up points to assess changes in out-

comes. The first, 16 weeks after randomisation, is equiva-

lent to the end of the parent group part of the programme.

The second, 32 weeks after randomisation, is equivalent to

the end of the one-to-one part of the programme. The two

parts of the programme are delivered over consecutive

school terms. The time between processing a referral and

the second follow-up is about 9 months.

Outcome measures

The SDQ Total Difficulties score is the primary outcome;

all other outcomes described below are secondary.

Strengths and Difficulties Questionnaire (SDQ) [24]

The study will primarily measure changes in levels of chil-

dren’s behavioural and emotional difficulties from the

main parent’s perspective using the SDQ (4–17 years), a

25-item questionnaire comprising 5 subscales (each with

5 items) assessing conduct, hyperactivity, emotional diffi-

culties, peer relations and pro-social behaviour respect-

ively. Each item has three response options (0 =Not true,

1 = Somewhat true, 2 = Certainly true). Scores on each

subscale can range from 0 to 10, with higher scores indi-

cating more problems, except for the prosocial subscale

where higher scores indicate more prosocial behaviour.

The Total Difficulties Score is calculated by summing the

20 items in the first four subscales (range 0 to 40, with

higher scores indicating greater problems) and will be

used as the primary outcome. The five subscale scores will

all be secondary outcomes.

The parent SDQ also has a brief Impact supplement,

which starts with a single question about whether the

child has difficulties with emotions, concentration,

behaviour, or being able to get on with other people (No,

Yes – minor difficulties, Yes – definite difficulties, and Yes

– severe difficulties). If respondents answer Yes there are

four additional questions, focusing respectively on: dur-

ation of difficulties (Less than a month, 1–5 months,

6-12 months, Over a year); distress to the child (Not at all,

Only a little, Quite a lot, A great deal); interference with

the child’s everyday life in terms of home life, friendships,
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classroom learning and leisure activities respectively (re-

sponse options as before); and burden to the parent or the

family as a whole (response options as before). The parent

report impact score is calculated by summing responses

to five items, namely (i) whether the difficulties upset or

distress the child, and interference with (ii) home life, (iii)

friendships, (iv) classroom learning and (v) leisure activ-

ities, with the total score ranging from 0 to 10, where

higher scores indicate greater impact.

The SDQ has good psychometric properties (e.g. in-

ternal consistency is α = 0.80 for parent ratings of the total

difficulties scale) for identifying children with behavioural

and emotional difficulties in clinical and community pop-

ulations [25, 26].

Eyberg Child Behaviour Inventory (ECBI) [27, 28]

The ECBI is a 36-item parent-rated measure of behaviour

problems exhibited by children aged 2 to 16 years. The

ECBI has two scales: (1) the Intensity scale (α = 0.94) and

(2) the Problem scale (α = 0.93) [27]. For the Intensity

scale, parents indicate the frequency of each of the 36 be-

haviours on a 7-point scale (1 = Never to 7 = Always). The

possible range for this subscale is 36 to 252 where higher

scores indicate a greater frequency of behaviour problems.

The Problem scale assesses whether parents consider the

child’s behaviour to be a problem for themselves (Yes /

No). The range for this subscale is 0–36, where higher

scores indicate that behaviours are more problematic.

There is no total composite score. The scale shows good

validity for internalising and externalising behaviour prob-

lems when compared with the Child Behaviour Checklist

(CBCL) [29–31].

Ways of Coping Questionnaire (WCQ) [32]

The WCQ is a 66-item self-report measure of coping skills

with 50 ‘critical’ items forming an 8-factor structure with

acceptable to good internal consistency: confrontive coping

(α = 0.70: 6 items); distancing (α = 0.61: 6 items); self-

controlling (α = 0.70: 7 items); seeking social support (α =

0.76: 6 items); accepting responsibility (α = 0.66: 4 items);

escape-avoidance (α = 0.72: 8 items); planful problem solv-

ing (α = 0.68: 6 items); and positive reappraisal (α = 0.79: 7

items). Only the 50 ‘critical’ items will be administered in

the present study, as permitted by the developer. The re-

spondent is asked to think of the most stressful situation

that they have experienced in the last week and rate how

they coped with it. Possible responses for each item range

from 0 (“Does not apply or not used”) to 3 (“Used a great

deal”). Each subscale is scored by summing the score for

each item in the subscale to get a total subscale score. The

numbers of items per subscale differ, resulting in different

ranges of possible scores across the subscales as follows:

confrontive coping: 0 to 18; distancing: 0 to 18; self-

controlling: 0 to 21; seeking social support: 0 to 18;

accepting responsibility: 0 to 12; escape-avoidance: 0 to 24;

planful problem solving: 0 to 18; and positive reappraisal: 0

to 21. There is no overall total score for this measure. Rela-

tive scores can be calculated by dividing the average score

for each subscale by the sum of the averages for all 8

subscales.

Empathy subscale of Adult-Adolescent Parenting Inventory

(AAPI-2) [33]

The AAPI-2 has been used in previous evaluations of

parenting programmes [34]. A 10-item subscale of the

AAPI-2 measuring ‘empathy towards children’s needs’

will be used in the present study. The items assess the

understanding and recognition of children’s feelings and

needs. Parents are asked to rate their agreement with a

statement on a 5-point scale (1 = Strongly Agree, 2 =

Agree, 3 = Uncertain, 4 = Disagree, 5 = Strongly Dis-

agree). The range for the total score for this item is 10

to 50, with higher scores indicating greater parental em-

pathy. There are two versions of the inventory (Form A

and Form B); for consistency across the three time

points, only the empathy subscale of Form A (α = 0.84)

will be used in the present study.

Alabama Parenting Questionnaire (APQ) [35]

The APQ is a measure of parenting practices. Three of

the five subscales will be included in the study: positive

involvement with children (10 items, range of possible

values for subscale 10 to 50); use of positive discipline

techniques (6 items, range of subscale 6 to 30), and

consistency in the use of such discipline (6 items, range

of subscale from 6 to 30). Each item refers to a parenting

practice and respondents are required to indicate how

often they typically use each of these practices on a 5-

item scale (1 = Never to 5 = Always). The APQ has ad-

equate psychometric properties; the included subscales

demonstrate acceptable to good internal consistency (α

= 0.67–0.80) [36].

Other measures

Family Demographics Questionnaire (FDQ)

The study will use a short questionnaire to gather basic

demographic information about the child and their fam-

ily. It is adapted from one used in the trial of another

parenting intervention [37] and includes variables such

as date of birth, age, gender, ethnicity, SEN status, edu-

cation, members of household, relationship quality, fam-

ily health and financial situation. The data will be used

to describe the sample, examine the extent to which

demographic characteristics are balanced between trial

arms and carry out attrition analyses (i.e. the extent to

which participants who drop out from the intervention

and control arms are different on variables such as gen-

der, ethnicity, family type, deprivation).
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Family Service Use Questionnaire (FSUQ)

The study will use a short questionnaire based on the

Client Service Receipt Inventory (CSRI). The CSRI (and

versions of it) has been used in over 100 studies since it

was first developed in the mid-1980s [38, 39]. The FSUQ

will record the receipt of targeted school services and add-

itional services, detailing the typical length and number of

contacts, and also whether any of the services received

were in relation to the child’s behaviour. It will be used to

assess what other services participants in the trial receive

and in particular what participants in the control arm re-

ceive, as this will help to explain the results (e.g., if there is

no impact, it could be because control arm participants

received significant extra support from other sources).

Intervention fidelity

In order to promote fidelity, Malachi provides facilitators

with all programme materials for delivery (e.g. manual, ex-

ercise materials, and printed posters with agendas and

course content). It also provides fidelity instructions in the

3–4 day trainings for facilitators and has a 12-month re-

fresher where the programme content and fidelity tools

are reviewed during a 1-day training programme. Fidelity

monitoring tools have been developed by Malachi in order

to monitor and further promote the high-quality delivery

of Inspiring Futures, including dose, quality, adherence to

the core components of the programme and level of par-

ent engagement. The tools include an attendance register,

a self-report checklist for Malachi facilitators and a parent

feedback form. Malachi will also use an adapted version of

the Parent Programme Implementation Checklist (PPIC),

an observational tool which provides a global measure of

adherence to core components, the quality of delivery and

parent responsiveness [40].

Data collection

Malachi will obtain the baseline SDQ data from the

child’s main parent during an information session at the

school (or in a few cases over the phone if the parent is

unable to attend the information session). The child’s

main parent will provide consent to Malachi for their

details to be passed to the Trial Coordinator at the

Dartington Social Research Unit (DSRU). An appoint-

ment will be made for an independent data collector to

visit the family home or child’s school to obtain written

informed consent from the main parent to take part in

the study. Data collectors will be trained to administer

informed consent documents and measures and will

complete Level 1 safeguarding training via the NSPCC

online course. Data collectors will be supervised by the

Trial Manager at the DSRU. The remaining baseline as-

sessments will be collected at that visit (usually within

2 weeks after baseline SDQ), and all follow-up data are

collected during home visits. Data will be collected via

self-report paper-based questionnaires completed by the

main parent. Data collectors will provide assistance to

low literacy parents for completing the questionnaires if

necessary. Translators will accompany data collectors on

visits where parents or children require measures to be

administered in languages other than English. Imple-

mentation fidelity data will be collected by supervisors

at Malachi, and shared with the research team, in line

with protocols laid out in the staff handbook. Sessions 4

and 8 in every course will be video-recorded by Malachi

(with participants’ consent) and coded using the PPIC by

two people working independently (one DSRU, one

Malachi) who will then agree a single consistent version.

Sample size

We aim to recruit 248 participants. This sample will allow

us to detect a between-group effect size (ES) of d = 0.40

with 80% power at the 5% level of significance, with allow-

ance for up to 20% loss-to-follow-up.

Recruitment and retention

Malachi are experienced in working with schools to iden-

tify suitable participants for Inspiring Futures and will be

responsible for recruiting a sufficient number of referrals

in order to reach the required sample size. Referrals will

be made by a member of school staff (e.g. a teacher or

SENCO) who knows the child well and has concerns

about the child’s behaviour or emotional well-being.

Malachi will screen each referral during an informal infor-

mation session, which will be held at the school (see ‘Data

collection’ above).

Several strategies to minimise attrition will be put in

place. The Trial Coordinator will keep regularly updated

records in a database to track all study participants. Each

participant will be given change of address cards to notify

the research team of new contact details and phoned up

to three times during the trial to confirm that their con-

tact details are correct. A regular newsletter on the pro-

gress of the trial will be distributed to participants, and all

families will be offered a £10 gift voucher for each of the

three home data collection appointments. Data will be

collected from all participants who can be contacted and

who consent to participate in data collection, regardless of

their level of participation in the intervention.

Randomisation

An online central computer-randomisation service will be

provided by an independent trials unit (Exeter CTU) and

will conceal the allocation sequence until assignment to

group. The randomisation process will require the Trial

Coordinator to log in to a password-protected website

and enter the relevant data of each newly recruited partici-

pant. The first 25% of the total number of recruits at each

site (Birmingham and Somerset) will be allocated by
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simple randomisation with an allocation ratio of 1:1, and

then minimisation will be used to minimise the imbalance

between the intervention and control arms in terms of age

(< 10 or ≥10 years) and gender. The approach will be dy-

namic in that each case will be randomised as soon as

baseline measures have been completed.

Blinding

Following randomisation, the Trial Coordinator will no-

tify Malachi by secure electronic communication, and

the child’s family and the referrer by standard letter,

about the resulting group allocation. The participating

family will therefore not be blind to allocation. Partici-

pants will be aware of the group allocation but will be

instructed not to reveal this to the data collector at

each follow-up assessment. Data collectors will be blind

to group allocation, and will report if they inadvertently

become unblinded by participants during a data collec-

tion visit. In cases where this occurs at the first follow-

up, a different data collector will be assigned to visit

the family at the second follow-up where possible.

Rates of unblinding of data collectors will be reported

with the results of the trial. The FSUQ, which is only

administered at the final data collection point (second

follow-up), does ask participants – in the last question

– to indicate whether or not they received the Inspiring

Futures programme in whole or in part. The purpose of

asking the question is to determine if there is treatment

contamination – in other words, if any parents in the con-

trol group received Inspiring Futures. As this is a self-

completion questionnaire, this will not necessarily unmask

participants to the data collectors. If it does, however, it is

the last question in the final data collection point of the

study, and so could not be considered to bias the outcome

data. Further, since the outcome data will be collected using

self-completion questionnaires rather than through obser-

vation or interview (unless a participant requests that the

data collector administers the questionnaires in interview

style), it is considered unlikely that unblinding data collec-

tors at any point in the study will bias the outcome data.

Nevertheless, at the two data collection points where it is

relevant (first and second follow-ups) the data collector will

be asked to report (i) whether the participant indicated

which arm of the trial they are in, and, if so, (ii) which arm

it is. The Trial Coordinator will keep and manage the ran-

domisation allocation list in a password-protected docu-

ment; data collectors will have no access to this list. The

statisticians will remain blind to the group allocation.

Statistical methods

Baseline and demographic characteristics will be sum-

marised using means and standard deviations (or me-

dians and interquartile ranges) for continuous variables

and percentage for categorical variables. The compari-

son of the trial arms will use an intention-to-treat

framework with participants analysed according to the

trial arm they were randomised to, regardless of whether

or not they received the intervention. The primary outcome

is the SDQ Total Difficulties score at 32 weeks follow-up.

The secondary outcomes are: SDQ Total Difficulties score at

16-weeks follow-up; whether the child scored above the clin-

ically relevant cut-point on the SDQ Total Difficulties scale

(i.e. ≥14) (16 and 32 weeks follow-up); the SDQ subscale

scores (16 and 32 weeks follow-up); the SDQ Impact Supple-

ment score (16 and 32 weeks follow-up); the ECBI frequency

and intensity scales (16 and 32 weeks follow-up); the WCQ

subscale scores (16 and 32 weeks follow-up); the AAPI-2

empathy scale (16 and 32 weeks follow-up); and the APQ se-

lected subscale scores (16 and 32 weeks follow-up). The trial

arms will be compared in crude (unadjusted) analyses pre-

senting the mean difference for continuous outcomes and

odds ratio for binary outcomes. Linear mixed effects

models (for continuous outcomes and the binary out-

come) will be used with group as a random effect in the

intervention arm [41]. Adjustment will be made in these

comparisons for the stratification factors (age, gender and

trial site), ethnicity, socio-economic status, special educa-

tional needs, parent education, parent marital status and

the baseline score on the outcome being analysed. The ad-

justed and imputed (see below) analysis will be considered

primary. Subject to having sufficient numbers in the sub-

groups, tests of interaction will be used to examine

whether the effect of the intervention differs across cat-

egories based on age (< 10 versus ≥10 years), gender, eth-

nicity and level of difficulties on the SDQ Total

Difficulties score at baseline (borderline [14 to 16] vs. ab-

normal [≥17]); 95% confidence intervals and p-values will

be reported with these estimates. The primary analyses

will be based on analyses of 20 multiply imputed datasets

to handle missing data. This means that, unless they with-

draw consent completely, all randomised participants will

be included in the analysis – even if they drop out (refused

or unable to contact). Fidelity to the delivery of the inter-

vention programme will be summarised using descriptive

statistics. It will be assessed in terms of the different di-

mensions measured (adherence, dose, quality and engage-

ment). A secondary analysis will be undertaken to

quantify the extent to which the intervention effect on the

parent SDQ Total Difficulties score at 32 weeks follow-up

(the primary outcome) is determined by participation in

the intervention (percentage of sessions attended). This

will involve a complier average causal effect analysis

(CACE) [42, 43] on the complete case data.

Dissemination

At the end of the research study one or more papers de-

scribing the results will be submitted for publication in
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peer-reviewed academic journals. These will document

the key findings of the study in relation to the study objec-

tives. Results will be reported at a group level, meaning

that results showing the progress of each individual child/

parent in terms of outcomes and other factors will not be

provided, whether to the parent, the individual child con-

cerned or anyone else. A summary of the findings will be

included in a report that will be made publicly accessible,

and a layperson’s summary of the findings will be made

available to Malachi and shared with study participants.

Project timetable and milestones

The main milestones are as follows. Ethical approval for

the trial was received in October 2014. The trial was reg-

istered on 28th October 2014 (ISRCTN32083735).

Recruitment and randomisation of participants for the

trial began in October 2014 and was completed in Sep-

tember 2016. Data collection also began in October

2014 and is ongoing at the point of article submission (it

will be completed in June 2017). The analyses will be

conducted in July–October 2017. The expected date of

completion is January 2018.

Discussion

Programmes that have been developed and tested in the

US currently dominate the evidence base on what works

in early intervention. The UK is home to many innova-

tive programmes, such as Malachi’s Inspiring Futures

parenting programme, but few of these have undergone

the level of robust evaluation necessary to determine

their impact on children’s outcomes. This RCT will be

instrumental in building the UK evidence base for early

intervention parenting programmes.

Funding was obtained as part of The Big Lottery

Fund’s Realising Ambition programme, which involves a

£25 m investment over 5 years in 25 interventions that

are designed to intervene early in order to divert chil-

dren and young people aged 8–14 away from pathways

into crime, thereby giving them a better chance to real-

ise their ambitions. The design, management, data

collection and statistical analysis and dissemination in

the trial are fully independent of the funder. The trial

management and statistical analysis are fully independ-

ent of Malachi, and DSRU will have ultimate authority

over the publications submitted to peer-reviewed

journals.
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Participation

Participation in the study by parents is voluntary. However, since Malachi

only has capacity to serve those involved in the study, any family who is

unwilling at the outset to be involved in the research will not be eligible for

Inspiring Futures during the trial recruitment phase. This will be explained to

potential participants. Once involved in the study, each data collection

appointment is also completed voluntarily. School staff (referrers) will be

made aware that referral to the service constitutes de facto referral to the

research study. Parents who withdraw from the programme will be

encouraged to remain in the study by continuing to provide outcome data

during assessment periods.

Informed consent

School staff (referrers) will be provided with a written explanation of the

purpose of the research study, how it will work, and the extent of their

involvement. Contact details for Malachi and DSRU will be available on the

information leaflet should staff have further questions about the research.

At the information session in schools, Malachi will give parents a brief

written explanation of the purpose of the study, how it works and the

extent of their involvement. If parents have further questions about the

research at this stage they will be able to speak with a Malachi worker (who

will direct any queries they cannot answer to DSRU, who will respond

directly to the parent). Malachi will check that both referrer and parent have

read the leaflets before an assessment of eligibility (i.e., the completion of

the parent SDQ at the informal information session) takes place. After this

has happened, all parents will be given a more detailed information sheet

(available in appendices) to take away and read.

Parents whose children are eligible, and who are interested in taking part in

the study, will receive a home visit from a data collector. Here they will be

asked if they have read and understood the information sheet and asked to

provide written consent to take part in the trial on that basis. The main

parent will provide consent on behalf of their child, as children in the study

will all be under 12 years.

Withdrawal

Parents will be informed of their right to withdraw their child from the study

at any time without giving a reason. All data collection relating to this case

would then cease. All previously collected data relating to this child will still

stand unless a parent also asks for this to be removed from the dataset

(parents will be informed that this is possible up to the point that the data is

analysed). Parents will be assured that there will be no adverse consequences

of withdrawing from the study. Parents in the intervention group will be able

to continue receiving Inspiring Futures once it has started, regardless of whether

they withdraw from the research study.

Confidentiality

Participants will be informed that the data they provide will be treated

confidentially, and that in published reports the results will be reported

anonymously and at a group level, making it impossible to identify any

individual or attribute any information to them. Parents will be informed that

if they disclose anything concerning child safety then the research team will

be obliged to report this.

Data sharing

A data sharing agreement between Malachi and the research team will set

out the process for sharing certain information, notably Malachi sharing the
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baseline parent SDQ scores, facilitator self-report implementation fidelity data

and programme evaluation data.
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