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Abstract: Homes in which families are experiencing stressful and challenging circumstances can
foster a social space that engenders violent behaviours in parents, inadequate childcare, and the
exposure of children to criminal and antisocial behaviours at an early age in addition to many other
negative social and health consequences throughout their development. Family Skills Training of-
fers a combination of parenting knowledge, skill building, competency enhancement, and support
to strengthen family protective factors, such as communication, trust, problem-solving skills, and
conflict resolution. Through over a decade-long experience piloting evidence-based family skills
packages globally, we developed a universal open-source family skills package, “Family UNited”
(FU), designed for families with children aged 8 to 15 years living in low- and middle-income coun-
tries (LMIC). The current study aims to explore the efficacy, fidelity, and acceptability of FU in
Trentino and Parma, Italy. We plan to conduct a multi-site, non-blinded, two-armed, cluster-ran-
domised controlled trial to assess efficacy in 160 families: the intervention group receiving FU and
the waitlist/control group only receiving FU after the completion of all data collection points. We
will prospectively collect outcome data, assessing changes in parenting skills and family adjustment
in caregivers, children’s behaviour, resilience capacities, and attitudes towards peer violence. To
assess programme delivery, fidelity, feasibility, and acceptability we will include an embedded pro-
cess evaluation. This study aims to evaluate the improvement in parenting skills, child well-being,
and family mental health after participation in FU, compared to no intervention. Even though this
trial is to be conducted in a high-income country, such results complement the existing piloting
experience in LMIC. with impact-related measures encouraging the adoption of such approaches
globally and beyond the EU borders.

Keywords: cluster-randomised controlled trial (cRCT); study protocol; family skills programme;
parenting skills; violence and substance use in youth; Italy
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1. Introduction
1.1. Background and Rationale

Family Skills Training offers a combination of parenting knowledge, skill building,
competency enhancement, and support [1]. Family skills packages have been designed to
reduce current family relationship problems and prevent future difficulties through train-
ing, support, or education [2]. They aim to strengthen family protective factors, such as
communication, trust, problem-solving skills, and conflict resolution, and often include
opportunities for parents and children to spend positive time together as a way to
strengthen the bonding and attachment between the two.

Family skills training programmes have frequently been used at a universal level of
prevention. As such, they target whole populations, most frequently through schools,
neighbourhoods, or communities, without specific screening at the individual level for
the level of risk presented. Such universal approaches share the assumption that almost
anyone can benefit from such a prevention and health promotion/orientation package,
and that delivery to groups made up of families with differing levels of risk is likely to
foster engagement. Such an approach also has the potential of reducing any potential stig-
matization of the programme, in the sense of associating it with targeting families with
specific problems and facilitating as many families as possible to benefit from it. Never-
theless, such a universal approach does not necessarily mean that the package affects all
families equivalently; but, the aim is always to mostly benefit those families facing higher
levels of challenges. Individual cases with higher levels of problems will be identified by
facilitators and referred to more tailored or individualised services [3].

1.2. The Role of the Family in Violence and Substance-Use Prevention

Homes in which families are experiencing stressful and challenging circumstances
can foster a social space that engenders violent behaviours in parents, inadequate child-
care, and the exposure of children to criminal and anti-social behaviours at an early age
in addition to many other negative social and health consequences throughout their de-
velopment. When parents are harsh in discipline and low in responsiveness, this acceler-
ates the negative behaviours of the youth and serves as an impetus for criminal behav-
iours and gang involvement; whereas, warmth and positive parenting can prevent nega-
tive social outcomes, such as the initiation of drug use and other risky behaviours [4,5].

1.3. The Family UNited Programme

Through its over a decade-long experience piloting evidence-based family skills
packages globally, the United Nations Office on Drugs and Crime (UNODC) has identi-
fied that very few family skills programmes were designed to serve the needs of families
living in low-resource settings (the primary targets settings of UNODC) [6]. Nevertheless,
the few available current reports appear promising and indicate the feasibility of this ap-
proach in such settings [7]. Based on this knowledge, the UNODC Prevention Treatment
and Rehabilitation Section (PTRS) initiated open-sourced family skills packages designed
for low- and middle-income countries (LMIC) to protect youth from vulnerabilities . The
UNODOC's first experience was with the Strong Families programme, which was targeted
to families living in challenged and humanitarian settings. The feasibility and impact of
Strong Families have been demonstrated in families living in three cities in Afghanistan
[8], in families residing in refugee reception centres in Serbia [9], and, most recently,
through a multi-site randomised controlled trial in Iran [10]. It is currently being imple-
mented in a number of other countries globally.

With the evolving experiences with Strong Families, the Families UNited programme
began taking shape. Family UNited draws from three overarching theories which shaped
the components of the programme sessions. Firstly, the Biopsychosocial Vulnerability
Model [11] suggests that positive family coping skills, such as conflict resolution, active
problem-solving skills, and positive communication, shield individual family members
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and protect youth from vulnerabilities stemming from the negative effects of family con-
flicts. In this theory, caregivers’ influence on their children is greatest when the children
are younger and decreases significantly as they enter early adolescence. The second theory
is the Resiliency Model [12], which emphasises the foundational role caregivers in a family
play in children developing resilience. Resilience is defined as the ability to rebound from
difficult or adverse circumstances [13] and is thought to be more likely to develop in chil-
dren when raised in a family environment in which caregivers are both positive and sup-
portive [14]. This theory focuses on life skills that are promoted when caregivers are sup-
portive, such as reflective skills, emotional management skills, and the ability to problem
solve. This theory is supported by research that identifies that the relationship a child has
with their caregiver can have a more significant impact on their mental health trajectory
than the experiences of war and displacement [15]. The third theory is the Social Learning
Theory [16], which proposes that children’s daily experiences of the world through their
interactions with others, imitation, and the reinforcement they receive, shape their behav-
iour both directly and indirectly [17]. This places the role of caregivers as pivotal for their
healthy social development and also guides family skills interventions to focus on im-
proving the quality of parenting by improving foundational parenting skills [18].

Based on its theoretical foundations, the content of the Family UNited Programme
focuses on enhancing an empathetic and warm approach to caregiving; improving family
cohesion, communication, and relationships; and gaining skills for emotional regulation
and assertive skills for managing peer pressure. There is no content addressing substance
use explicitly.

Family UNited is a universal prevention intervention designed for families with chil-
dren aged between 8 and 15 years with the aim of improving parenting skills, child well-
being, and family mental health.

A logic model based on this approach is shown in Figure 1 [19].

Overall, the Family UNited Programme consists of four sessions (one per week) ad-
dressing the essential core needs of parenting skills. Each session does not exceed two
hours, with the first hour addressing caregivers and children separately and the second
hour working with the whole families (Table 1).

Table 1. Family UNited structure [19].

Caregiver Child Family
Session Session Session
Und(.er-s fanding Building Our family’s
praising and o\ i,
Week 1 . positive positive
encouraging ualities ualities
children d q
Changing . Learning
Week 2 challenging Hz::;iilsng about
behaviour each other
Responding to Skﬂl's ’:o Understanding
Week 3 un-desirable rests peet pressure
. peer and family
behaviour .
pressure I connections I
- Skills to Understanding
Communicating resist eer pressure
Week 4 and taking care peer p

peer and family

of yourself pressure 11 connections II
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Raduction
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Figure 1. Family UNited logic model [19].

So far, Family UNited has been piloted in Bangladesh and Indonesia, with promising
results regarding child mental health, resilience, and parenting skills (data have been sub-
mitted for peer-reviewed publication). In addition, facilitators have been trained (re-
motely) in Karakalpakstan (Uzbekistan); and, an online training platform for facilitator
training is being developed. Further piloting studies with families have so far had to be
postponed due to COVID-19 social distancing measures in many countries.

Being a universal, evidence-informed family skills package with an overall design
vision that is deemed easy to implement in low-resource settings also gives Family
UNited the advantage of the ease of scalability in low- as well as higher-resource settings.
It is in that context that researchers from the University of Parma and Trento were inter-
ested in piloting this package in their respective locals. To our knowledge, no other family
skills programmes have been implemented in Parma or Trentino before.
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1.4. Objectives of this Study

The current study aims to explore the efficacy, fidelity, and acceptability of this uni-
versal prevention programme with families in Trentino and Parma, Italy and investigate
the feasibility of delivering the programme.

The primary objective (impact evaluation) will be to test the efficacy of the Family
UNited programme in improving family-skills outcomes and caregiver and child mental
health and resilience, as reported by caregivers and children, when implemented in Tren-
tino and Parma, Italy. According to the logic model of Family UNited (Figure 1), the short-
term participant and family impact will be measured and compared against a waitlist/con-
trol group.

The secondary objective (process evaluation) will be to calculate the extent of fami-
lies” attendance to Family UNited sessions to evaluate the completeness of programme
delivery. Further, the fidelity will be assessed to ensure facilitator compliance with the
programme, as trained.

The tertiary objective will be to explore the cultural and contextual acceptability of
the Family UNited programme for families in Trentino and Parma, Italy.

1.5. Trial Design

To explore feasibility and ensure adequate implementation modalities, a pilot study
was conducted in March/April 2022.

Subsequently, we plan to conduct a multi-site, non-blinded, 1:1 cluster-randomised
controlled trial (cRCT) with two arms used to assess efficacy: the (1) intervention group
(receiving the Family United programme) and (2) waitlist/control group (families only
receiving the Family UNited programme after the completion of all data collection points).

We will prospectively collect all outcome data, assessing changes in parenting skills
and family adjustment in caregivers, children’s behaviour, resilience capacities, and atti-
tudes towards peer violence.

To assess programme delivery, fidelity, feasibility, and acceptability, we aim to in-
clude an embedded process evaluation.

2. Materials and Methods
2.1. Study Setting

This study will take place in different schools in Parma city and Trento province,
Italy. The exact location will be decided by the Italian researchers of this study after con-
ducting local assessments for the suitability of the location. Parma city has a population
of 194,417; whereas, 538,223 persons live in the Trento province. Parma and Trento are
two rich cities in the Italian national scene, located in two of the wealthiest and most-
developed regions of Italy, Emilia-Romagna and Trentino-Aldo Adige, with a GDP per
capita of 33.6 and 36.9 (in thousand EUR), respectively [20]. In both cities, there are prob-
lems of youth addiction due to a number of possible reasons, including the social disinte-
gration of a large number of immigrants, including second-generation immigrants [21]. In
their study, Deolmi et al. indicate that 31% of the participants with mental disorders,
which includes drug use and addiction, are of immigrant origins [21]. This could be partly
explained by the difficulties in integration faced by immigrants when settling down in
host countries [22].

2.2. Eligibility Criteria

Participants will be parents or caregivers and one child under their care aged be-
tween 8 and 15 years. Sampling will be opportunistic, using a “universal’ approach in
which facilitators will recruit families from the general population, not targeting specifi-
cally those with particular difficulties or risks. The inclusion criteria are caregivers who
speak Italian and have at least one child under their care, aged 8 to 15 years, willing to
take part in the programme and those in the area for the duration of the whole study.
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Families who took part in any other family skills training programme in the past 24
months, or where the caregiver lives separately from the child or does not have a constant
relationship of attendance with the child (i.e., less than half of the time in cases of shared
custody), will be excluded from this study.

2.3. Intervention Condition

Family UNited will be delivered to families in groups of approximately 12 families.
Only one or two parents or main caregivers will be invited to attend, with a maximum of
two children under their care aged 8 to 15 years.

The programme consists of four meetings (Table 1) spread over four weeks. In the
first hour of each week, two facilitators will work with caregivers in one room; whereas,
the other two facilitators will work with the children in a separate room. In the second
hour of the meeting, all four facilitators and all caregivers and children will come together
in one room for the joint family session.

During the caregiver sessions, caregivers will learn about children’s behaviour and
how caregiver attention changes children’s behaviour. They will learn techniques to make
the behaviour they want to see more likely to happen. They will practice how to com-
municate with their children in a way that is healthy and promotes listening. They will
also be shown ways to make sure their children know that they are loved and, at the same
time, how to set limits that help the children stay safe and feel secure.

During the child sessions, children will learn about some good ways to deal with
stress and the importance of talking to trusted adults about their feelings. They will think
about their caregiver’s responsibilities and have discussions about the positive qualities
they want to develop and use as adults. In addition, children will learn and practice ways
to deal with peer pressure situations, increasing the likelihood that they will stay healthy
and safe.

In the family sessions, caregivers and their children will come together to practice
positive and respectful communication. Together, they will play games and participate in
activities that encourage positive relationships and build trust. The children will enjoy
one-to-one time with their caregivers while talking about the strengths and qualities they
share as families and the things they can do together to demonstrate their family values.

Based on the process evaluation, we will monitor participants” attendance at each of
the sessions and calculate the “Reach” and “Dose received”, as shown in Table 2.

During the trial period, participants will be requested not to take part in any other
family skills programme, nor will any other contacts be made with the families, apart from
the scheduled sessions of the Family UNited programme.

Facilitators in both Trentino and Parma have been trained on Family UNited through
3 full-day in-person workshop in December 2021. They reached pilot families in
March/April 2022 and implemented the programme. The same facilitators will implement
Family UNited during the planned cRCT.



Int. J. Environ. Res. Public Health 2023, 20, 6548 7 of 19

Table 2. Dummy table of process evaluation components, data sources, and indicators.

. Caregiver Child Family Total
Process Evaluation . A A A X X N X N N N . N
Component Data Source Indicator Session Session Session Session Session Session Session Session Session Session Session Session
P 1 2 3 4 1 2 3 4 1 2 3 4
Dose delivered Coordinator Number of sessions delivered
Fidelity Observer Percentage of activities reported as covered

Percentage of activities reported as
Facilitator ~ fully/mostly covered as 3/4 (on a scale of 1
[not/hardly] to 4 [fully])

Percentage of programmes with >2 facilita-

Observer .
tors at every session
Percentage of programmes with >1 of the
Observer & . p & .
same facilitators at every session
Percentage of programmes with >4 and <15
Observer & prog

families

Percentage of activities reporting interest of
Dose received Facilitator ~young people; and parents/carers as 3/4 (on
a scale of 1 [low] to 4 [high])
Percentage of families attending all 4 ses-
sions

Reach Observer

Percentage of sheets with a good or very
Inputs Observer  good evaluation of the quality of childcare
and travel arrangements

Percentage of sheets with a positive evalua-

Observer .
tion of (area of) refreshments

Percentage of sheets with a positive evalua-

Observer . . .
tion of room/materials/equipment
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2.4. Waitlist/Control Condition

Participants allocated to the waitlist/control group will only receive the question-
naires at the same time as the families in the intervention group. They will not receive any
family skills intervention, nor will any contact be made with facilitators before all data
have been collected. Only then the waitlist/control families will start the Family UNited
training programme, as shown in Figure 2.

-
[=

1]

<+

ENTION

I I INTERV

CONTROL

t3

v
e
-

Figure 2. Family UNited RCT schema.

2.5. Outcomes

The primary outcome of this trial is to assess the efficacy of Family UNited in im-
proving family skills outcomes and family mental health by assessing caregivers’
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parenting skills, parental confidence, and mental health, as well as their children’s behav-
ioural and mental health outcomes, resilience capacities, and aggression and hostile be-
haviour as short-term impacts, as described in the logic model (Figure 1). To assess this,
caregivers and children will complete a battery of questionnaires, right before the inter-
vention (Time 1), two weeks post-intervention (Time 2), and six weeks post-intervention
(Time 3); mean/median scores will be compared, as described in the data-collection and
proposed-analysis sections.

In addition, semi-structured interviews will be conducted with a select group of care-
givers that have completed the Family UNited programme and facilitators who will in-
clude experiences and recommendations through a qualitative perspective.

To calculate families” rates of recruitment and attendance to the programme and to
evaluate the fidelity and completeness of the programme delivery, we adapted the frame-
work developed by Linnan and Steckler [23]. This framework includes seven key dimen-
sions that need to be evaluated: context (environmental aspects of the intervention set-
ting), reach (the proportion of participants who received the intervention), fidelity
(whether the intervention is delivered as planned), dose delivered and received (the
amount of intervention delivered and the extent to which participants responded to it),
implementation, (a composite score of reach, dose, and fidelity), and recruitment (meth-
ods used to attract participants).

The framework has been previously used to evaluate the SFP 10-14 programme in
the UK [24], as well as the Strong Families programme in Afghanistan [8] and Iran [10]. A
template of the indicators is shown in Table 2. Observers (independent research assistants)
will attend all Family UNited programme sessions, track family attendance for every ses-
sion, and provide external evaluation feedback based on standardised questionnaires,
which have been used previously [8,10]. Facilitators will likewise complete internal eval-
uation forms, out of which the indicators, as shown in Table 2, will be calculated. To iden-
tify key factors influencing attendance and adherence, we will conduct interviews with
caregivers, facilitators, researchers, and coordinators; whereas, our tertiary objective, ex-
ploring the cultural acceptability of the programme by families, will be assessed through
interviews with caregivers.

2.6. Participant Timeline

Conducting a pilot study before embarking on the RCT ensured that research assis-
tants were confident with the use of the tools with families and that facilitators had the
chance to deliver the programme to families (Table 3). Further, in the pilot study, potential
difficulties in delivering the training were noted and the modality of programme delivery
was optimised (i.e., recruitment of families, timing of the sessions, room, equipment, etc.).

Table 3. Timeline of the pilot study and RCT.

Week Activity
PILOT STUDY

Week 1 Recruitment of 2 Research Assistants and training on measure completion

Week 2 Research Assistants recruit 10 families.

Week 2 Research Assistants conduct baseline measures and consent (Time 1) with all 10 families
Week 3-6 Families take part in weekly sessions of Family UNited for 4 weeks

Week 6 All families’ complete measures again (Time 2)

RCT
Week 1-2 Research Assistants assess families for eligibility and inform them about the planned trial and the pro-
gramme verbally and in writing
Week 3 Research Assistants recruit 160 families, obtain written assent/consent and conduct baseline measures

(Time 1; pre-intervention) with all families
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After data collection has been completed, families are randomly allocated to intervention or control

group
Intervention group families take part in weekly sessions of Family UNited for 4 weeks

Week 47 Facilitators and observers complete process evaluation tools after each session
Week 9 ALL families complete measures again (Time 2; post-intervention).
10 caregivers from the intervention group are interviewed for acceptability
Week 13 ALL families complete measures again (Time 3; follow-up)
Week 14-17 Control families take part in weekly sessions of Family UNited for 4 weeks
2.7. Sample Size
In the pilot study, 26 caregivers (17 in Parma and 9 in Trentino) completed the data
collection before the intervention; whereas, only 18 caregivers (11 in Parma and 7 in Tren-
tino) completed the data collection 2 weeks after the intervention. Overall, 19 children (11
in Parma and 8 in Trentino) completed both data collections. Based on the completion of
both time points and excluding missing data, the following sample sizes were estimated.
To keep the power at 80%, and to be able to show results for each of the scales, the sample
size was calculated to be 40 participants in each group, resulting in a total number of fam-
ilies of 160, as shown in Table 4 and Figure 2.
Table 4. Sample size estimates based on selected (statistically significant in paired ¢-test *) results
from the pilot trial for Family UNited in Parma and Trentino, Italy, in spring 2022 [25].
Before: Mean = After: Mean + Paired Difference in Sample Size (Power)
SD SD Means + SD
PAFAS 80% 90%
Positive encouragement (n = 14) 51+23 2,1+1.2 3.0%+£27 10 12
Parental adjustment (n = 14) 59+3.1 4.7+2.7 1.2+£27 40 54
Family relationships (n = 14) 3.8+2.3 29+1.7 09*+1.2 17 21
SDQ
Hyperactivity (n = 14) 28+21 21+1.8 07*+1.1 23 30
Conduct problems (1 = 14) 26+1.38 1.3+1.1 14*+1.4 12 15
Total Difficulty Scale (n = 14) 10.9+5.0 84+44 2.6*+37 20 26
CYRM-R
Total CYRM (n = 12) 58.8+19.0 60.8 +18.2 1.9+6.9 104 138
Personal resilience (n = 12) 35.8+11.8 374+11.3 1.7+£3.9 45 61

2.8. Recruitment of Families

Families in the Trento province will be invited to the project through advertising in
youth gathering centres and centres for families, schools, etc. The recruitment will use
both formal channels (e.g., Agency for Social Cohesion of the Autonomous Province of
Trento and Schools) and informal channels (e.g., social networks, WhatsApp parent
groups, etc.). In Parma, families will be recruited through schools and probably through
some companies willing to advertise. The City of Parma and the local health authority will
put notices on their respective sites.

2.9. Allocation

Once families agree to participate in this study and the first data collection has been
completed, they will be allocated to either take the programme immediately (intervention
group) or to come back for the next two data collections and, only then, for the programme
(waitlist/control group), depending on the school they will attend the programme in. To
facilitate the process and to reduce interference between the two groups, the schools will
actually be randomised into intervention and control groups using online software
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(www.sealedenvelope.com; accessed on 28 January 2022). A cluster randomization, in-
stead of a complete randomization, will be used, due to the peculiar logistical needs de-
riving from the structure of the territory. We are aware that randomization before recruit-
ing participants can influence recruitment and dropout in the control arm. To minimise
these issues, we will instruct staff not to reveal family allocation until families have agreed
to take part, signed the informed consent form, and completed the baseline data collection.
This is an unblinded trial. Research assistants, staff, and families will be aware of partici-
pants’ allocated conditions after the first measurements are completed and during the re-
maining time of the trial.

2.10. Data Collection Methods

All participating caregivers and children will complete a battery of measures at three
points; one week pre-intervention (t1), two weeks post-intervention (t2), and six weeks
post-intervention (t3), either electronically through Google Forms or conventionally
through paper-based forms, as shown in Figure 3. At baseline, the Family Demographics
Questionnaire (FDQ) will provide information on the age and gender of the caregivers,
their marital, educational and work status, and the number of children they care for under
the age of 16 years. In addition, caregivers will provide information on the age and gender
of their children and their relationship to them. They will further provide information on
their country of origin (if not Italy) and how long they have been living in Italy.

6weeks

2 weeks

FamilyUNited
(Intervention group)

-

+ FDQ
+ SDQ
+ PAFAS
* CYRM-R
+ ATIPYV

FDQ: Family Demographics Questionnaire

SDQ: Strengths and Difficulties Questionnaire
PAFAS: Parent and Family Adjustment Scale
CYRM-R: Child and Youth Resilience Measure

ATIPV: Attitude Toward Interpersonal Peer Violence

Figure 3. Data collection scheme.

The Strengths and Difficulties Questionnaire (SDQ) is a 25-item behavioural screen-
ing questionnaire through which we intend to measure potential changes in children re-
lated to short-term impacts, such as “Improved child behaviour”, “Reduced aggressive
and hostile behaviour”, and “Improved mental health in children”, as outlined in the log-
ical framework (Figure 1). The 25 questions are summed to five subscales, ranging from 0
to 10 points (“Emotional problems scale”, “Conduct problems scale”, “Hyperactivity
scale”, “Peer problems scale”, and “Prosocial scale” [Range: 10-0 points, with lower scores
indicating lower prosocial skills]) and the “Total difficulties score”, ranging from 0 to 40
points, with higher scores indicating more problems. The SDQ showed good internal con-
sistency of the Total Difficulties Score in 1394 Italian children aged 8-10 years [26].

Through the 30-item Parenting and Family Adjustment Scales (PAFAS) we intend to
measure potential changes in caregivers related to short-term impacts, such as “Improved
caregiver confidence in family management skills”, “Improved caregiving in parenting
skills”, and “Increased capacity to cope with stress”, as outlined in the logical framework
in Figure 1. The 30 questions are summed into 7 subscales, 4 parenting subscales
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(“Parental Consistency” [Range: 0-15], “Coercive parenting” [0-15], “Positive encourage-
ment” [0-9], and “Parent-child relationship” [0-15]) and 3 family adjustment subscales
(“Parental adjustment” [Range: 0-15], “Family relationships” [0-12], and “Parental team-
work” [0-9]). Higher scores on each of the scales mean worse outcomes; so, a decrease in
scores after the intervention would mean a beneficial effect. The PAFAS subscales have
shown good internal consistencies in two Australian samples (ranging from 0.70 to 0.87)
and satisfactory construct and predictive validity [27].

Children are requested to fill in the 17-item revised Child and Youth Resilience Meas-
ure (CYRM-R), through which we aim to measure the short-term impacts, such as “Re-
duced aggressive and hostile behaviors”, “Increased capacity to cope with stress”, and
“Improved mental health outcomes in children”. The CYRM-R comprises 2 subscales, the
“Personal resilience subscale”, ranging from 10 to 50 points, and the “Caregiver resilience
subscale”, ranging from 7 to 35 points. The overall scale is then summed out of the two
subscales and ranges from 17 to 85 points, with higher scores indicating more resilience.
The CYRM-R showed good overall fit statistics and a Rasch analysis indicated good psy-
chometric properties for both subscales [28]. In our trial, we will use the 5-point version
for youth aged 10-23 years with simplified language.

Children will further fill in the 14-item “Attitude Toward Interpersonal Peer Vio-
lence” (ATIPV) measure, with which we aim to measure “Reduced aggressive and hostile
behaviors”, “Increased capacity to cope with stress”, and “Improved mental health out-
comes in children”. A higher total score (summarised from each question ranging from 1
to 4 points) means a higher level of knowledge and skills in resolving conflicts non-vio-
lently. Through this measure, youth are asked to indicate their opinions or feelings about
fighting (defined as physical fights, with pushing and hitting), not just arguments [29].

At t2 and t3, caregivers and children are requested to fill the SDQ, PAFAS, CYRM-R,
and ATIPV again, making sure that the same caregiver and child complete the question-
naires at all time points (Figure 3).

All questionnaires will be merged through unique identifiers for each family.

Ten caregivers from each location will be invited to take part in interviews after com-
pletion of the Family UNited programme. The criteria for participation will be a random-
ised sampling of families. A semi-structured approach will be used to reduce the risk of
missing any unanticipated issues and schedules; interview guides will provide a checklist
of key areas of investigation, with prompts for guiding the interview. Topic areas will
explore cultural acceptability, the efficacy of the programme against aims, barriers and
facilitators to the engagement of the programme, key factors to adherence, and experience
with recruitment.

For the process evaluation, all facilitators of the Family UNited programme will com-
plete reflection sheets on recruitment, dose delivered, reach, staffing, and group size, fol-
lowing each programme session. Independent observers will complete checklists on the
implementation of each of the sessions.

All English versions of the caregiver, child, facilitator, and observer questionnaires
can be found in the Supplementary Materials; however, in the field, translations into Ital-
ian will be used. Previously-used translations have been used for the SDQ [30]; all other
questionnaires were translated by bilingual Italian/English researchers for this trial.

2.11. Data Management
2.11.1. Data Entry and Data Coding

All non-digital data will be entered electronically using R statistical software or Epi-
Data and electronic data from Google Forms will be added. Analyses will be conducted
using commercial statistical programmes, such as Excel, SPSS, STATA, R, etc. For identi-
fication purposes, names of the caregivers and children will be collected and will only be
used by the research assistants during the intervention and data-collection phase. No
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identifying data will be entered or stored electronically. All data will be maintained in
accordance with the Data Protection Act (1998).

The project managers in Italy, Riccardo Lodi, Annalisa Pelosi, and Valentina Molin,
will be responsible for the storage of all digital and non-digital data. Interviews will be
audio recorded (with participants’” and facilitators” permission) using a digital voice re-
corder supporting file encryption. Notes will be written up as soon as possible following
observation sessions and stored with transcriptions of the digital recordings. Identifying
material will be removed as soon as possible from the transcripts and notes. Qualitative
data will be copied into software files. Electronic copies of the transcripts will be held
separately from the digital recordings of interviews and the file containing the partici-
pants’ names and corresponding numbers. Qualitative interviews will be conducted and
transcribed in Italy; then, translated transcripts will be sent for analysis as encrypted files
via electronic mail.

All non-digital data, such as sheets with participant identifiers, notes of the facilita-
tors during the meetings, etc., will be immediately destroyed after the end of this study.
All digital data (questionnaires and digitised interviews) will be kept for a maximum of 5
years at the University of Trento.

2.11.2. Data Quality

Digital data entry will avoid entry errors caused by the researcher; although, it will
not be able to eliminate the respondents’ compilation errors. Before the analyses, any out-
of-scale values and the presence of missing data will be checked. A percentage of missing
data greater than 30% will lead to the exclusion of the respondent from the analysis. Dou-
ble entries will be checked using the options offered by Google Forms, as well as verifying
the personal codes assigned to the participants.

2.11.3. Quantitative Statistical Methods and Qualitative Data Analysis

A mixed method approach using quantitative and qualitative measures will be used.
Quantitative measurements will evaluate potential effectiveness, including a prospective
collection of outcome data assessing changes in children’s behaviour, parenting skills, and
family adjustment in caregivers. In addition, qualitative interviews will facilitate an un-
derstanding of the caregiver’s experience in taking part in the intervention and the cul-
tural acceptability.

We will follow CONSORT guidelines for reporting and quantitative analysis. Statis-
tical analysis will be undertaken by a researcher with relevant expertise and an analysis
of quantitative measures will be conducted upon completion of the final measures, three
months post-intervention.

All data will be analysed according to the intention to treat. Ideally, all participants
will be followed up with, as has previously been performed. In case of a loss of follow-up
or not all questions being answered, a non-responder analysis will be performed and
those who did not attend a follow-up will be compared to the remaining. Missing data
will be excluded from the analyses or imputed using the serial mean, depending on the
amount of missing data.

The normality of the data distribution will be assured through a visual inspection of
the histograms, Q-Q plots, and box plots. Cronbach’s alpha coefficients will be calculated
to assess internal consistency.

For demographic data, continuous variables will be presented as means and standard
deviations (SD), with a 2-sample t-test for comparison; whereas, categorical data will be
summarised as frequencies and proportions and compared using a chi-square test. In case
of non-normality, the respective non-parametrical tests will be used.

To compare scores at the different time points, we will conduct a two-way multi-level
mixed ANOVA (time: within-subjects factor and group: between-groups factor), consid-
ering the subject and the territory random effects. This overall analysis will be followed
by the simple effect analysis, if the interaction is significant, and by post hoc tests for the
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main effect of time, if significant, using use a method based on the false discovery rate
(e.g., Holm’s correction), proportional to the size of the difference between the means.

Regression analyses (SEM) will also be conducted between the parental dimensions
and the filial dimensions to evaluate the effect of parental change on the behaviour and
emotional state of the child.

Stratified analyses will be conducted by gender, as well as for participants with worse
scores (below the 33rd or above the 66th percentile) at baseline. Statistical significance will
be set at a p-value lower than 0.05.

Qualitative data will be analysed using thematic analysis (TA) [31], where dominant
themes will be identified through a close examination of the data. First, open coding will
be carried out and an initial coding schedule will be devised in order to define each emerg-
ing theme. The coding manual will then be revised throughout the coding of the remain-
ing transcripts. The original codes will frequently be combined or divided into further
codes, depending on the emergent findings. Themes will be continually compared with
newly coded interview transcripts to ensure that they are readily applicable to the data by
using the research team’s familiarity with the text and coding manual to frequently assess
and reassess how the codes are being applied to the raw data. The coding manual will be
discussed within the research team and amendments will be made if necessary. The team
will then develop a revised code set that includes the new and combined codes. NVivo9
software will be used to facilitate the analysis. The analysis will cease when the research
team judges that thematic saturation has been reached [31].

2.11.4. Data Monitoring, Quality Assurance and Potential Harms

The data monitoring committee (DMC) will consist of the project managers in each
of the sites in Italy, as well as the research assistants on site. In addition, three programme
(support) and evaluation managers at UNODC headquarters (HQ) will contribute. The
DMC will continuously report to the programme manager and the Chief of the Section at
the UNODC. The DMC is independent from any sponsors and all members declare that
they have no competing interests.

We do not plan to perform any thorough interim analyses; however, data complete-
ness and quality controls will be performed as soon as the baseline measurements are
completed for both groups. We do not foresee the necessity to terminate the trial before
the anticipated date as no harm, adverse events, and other unintended effects of the inter-
vention or trial conduct are to be expected.

2.11.5. Auditing

As this is a fairly brief intervention and trial, we have not planned to conduct any
auditing trials and, hence, have not defined the frequency and procedures.

2.12. Ethics and Dissemination
2.12.1. Research Ethics Approval

All procedures performed in studies involving human participants were in accord-
ance with the ethical standards of the institutional and/or national research committee and
with the 1964 Helsinki Declaration and its later amendments or comparable ethical stand-
ards. This study has undergone an internal review performed within UNODC HQ. We
designed and conducted our study based on the ethical standards developed by UNICEF
and have taken all procedures into account. According to these standards, the submission
of a trial such as ours is not mandatory for submission to a National Ethics Review Board
or Institutional Review Board; however, this study should be reviewed by at least 3 ex-
perts. In our case, we collaborated with a number of stakeholders, apart from the experts
from the UNODC, including the University of Parma and the University of Parma, where
at least 3 independent researchers had reviewed this study thoroughly. Nevertheless, the
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protocol of this study, including all tools was submitted to the Research Ethics Board Uni-
versity of Parma, Protocol number 0238338; and received approval.

2.12.2. Protocol Amendments

We do not plan to make any amendments to the protocol, such as changes to eligibil-
ity criteria, outcomes, or analyses. If it would, however, be necessary to change any of
these, we would communicate any change immediately to all relevant parties, such as all
investigators in the field, as well as HQ, REC/IRBs, trial participants, trial registries, and
journals.

2.12.3. Consent or Assent

Consent will be obtained through caregivers completing a consent form at the begin-
ning of their appointment to complete the questionnaires at the first evaluation meeting.
In addition to written information being provided in the form of the participant infor-
mation sheets for the parents, participants will be provided with a verbal explanation of
the evaluation method at the first meeting and again when they attend the first data col-
lection session. If participants are only able to give verbal consent or assent, this will be
audio-recorded.

Children and youth will complete assent forms, complementing the consent forms of
their caregivers, in case they are under the age of 18 years as this is the legal age in Italy.

2.12.4. Confidentiality

The chief investigator and the research team will preserve the confidentiality of par-
ticipants in accordance with the Data Protection Act of 1998. All questionnaire data from
participants will be either collected through Google Forms or conventionally on paper,
with the process evaluated using digital recorders for the interviews. Identifying material
will be removed as soon as possible from transcripts and notes. Each participant will be
assigned a unique identification number and this will be used on all paper questionnaires
and databases into which the data will be entered. Electronic copies of transcripts will be
held separately from digital recordings of interviews and the file containing the partici-
pants’ names and corresponding numbers. All data collected as part of the trial will be
treated as confidential and will only be viewed by members of the trial team; anonymised
data will be used wherever possible.

Facilitators will be assigned a number that will be used on all reflection sheets and
evaluations. Facilitator numbers will be stored using a password-protected file. The pro-
ject manager and senior research team will be the only members of the research team
holding a record of the individuals’ names corresponding to the facilitators” numbers.

2.12.5. Declaration of Interests

All authors and investigators for the overall trial and each study site confirm that
they have no financial, or other, competing interests.

2.12.6. Access to Data

After data cleaning and analysis, the anonymised datasets will be made available in
a publicly available open database (i.e., Mendeley Data repository, OpenTrials, EudraCT,
ICPSR, etc.).

2.12.7. Ancillary and Post-Trial Care

Families in the control group (=waitlist group) will receive the intervention after the
completion of all data collection points. Post-trial care will be service-as-usual. We do not
expect anyone to suffer harm from the intervention; but, in the past, we have heard feed-
back from families who wish to have additional sessions of the programme, even after
completion. We are currently working on add-on modules for the programme and hope
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to be able to offer these to families through the facilitators. In addition, a mobile phone
application for families is currently being developed; however, roll-out is unlikely before
the start of this trial.

2.12.8. Dissemination Policy

Findings will be disseminated nationally to investigators, facilitators, and interested
families straight after the completion of the analysis. Internationally, results will be dis-
seminated to policymakers through presentations, in peer-reviewed journals to fellow re-
searchers, through the UNODC website to the public, and through reports to donors.

Standard authorship eligibility criteria will be applied; we do not intend to use pro-
fessional writers for upcoming publications of results but rather compose an author team
based on the investigators/researchers involved in the trial. Through publication of this
manuscript, we already grant public access to the full protocol and, if requested, we can
share the anonymised participant-level dataset, once available, as well as the statistical
codes.

3. Summary

Italy, particularly given the implication of two universities in this process, represents
an ideal location for trialling Family UNited, given the existence of strong examples of the
promotion of prevention based on science. Italy has been a country engaged with the
UNODC on the development and dissemination of the UNODC WHO International
Standards on Drug Use Prevention and has several health authorities and university cen-
tres that have been implicated in EU (European Union)-centred prevention initiatives, in-
cluding the European Drug Addiction Prevention Trial that developed UNPLUGGED
[32], the European Drug Prevention Quality Standards (EDPQS) Toolkits [33], the Euro-
pean Prevention Curriculum (EUPC) [34], and related training materials. Such a model of
implementation would be significant to further supporting European Union efforts by in-
troducing a tool with high scalability potential, supporting the EU Drug Strategy 2021-
2025.

While Family UNited was initially developed in line with the UNODC WHO Inter-
national Standards on Drug Use Prevention, making it primarily a drug-prevention pro-
gramme, the etiological model addressed by these standards addresses a vulnerability
that is common to many other social and health outcomes beyond drug use. Such out-
comes include violence, mental health, and other risky behaviours. Given the easier prox-
imity (timewise) to assess indicators of violence and mental health, these would be given
priority. By measuring attitudes to violent behaviour and parental skills, we intend to
measure changes on this domain, potentially leading to improvements on the targets set
for the Sustainable Development Goal (SDG) indicators 16.1.3 (prevalence of all forms of
violence).

Even though this trial is in a high-income country, such results complement the ex-
isting experience of the feasibility and efficacy of Family UNited previously piloted in
LMIC, with impact-related measures encouraging the adoption of such approaches glob-
ally and beyond the EU borders. We would hope this trial will offer the opportunity to
further strengthen the positive change of the culture of prevention by adding an open
source and readily scalable tool to the registries of evidence in order to support more and
more families globally and, more valuably, further support member states in reaching
their sustainable development goals on the road to 2030.

4. Trial Status

After submitting this protocol for peer-reviewed publication, we received approval
from the ethics committee review started the trial already.
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5. Standards of Reporting

This manuscript was prepared based on the “SPIRIT 2013 Statement” for reporting
protocols of clinical trials [35].

6. Protocol Version
Version 1; 17 November 2022.

Supplementary Materials: The following supporting information can be downloaded at:
https://www.mdpi.com/article/10.3390/ijerph20166548/s1. The Supplementary Materials contain all
participant information sheets, questionnaires, and consent and assent forms in English and Italian.

Author Contributions: All authors contributed to this study’s conception and design. Materials
were prepared by A.E.-K., A.Y. and K.H. Data collection and analysis will be performed by A.P.,
V.M, and RL.and KH., V.M., R.L,, and W.M. acquired the funding. The protocol and the first draft
of the manuscript were written by A.E.-K. and K.H. while all other authors commented on the man-
uscript. W.M. will supervise the whole trial and, together with G.C,, finally reviewed and edited the
manuscript. All authors have read and agreed to the published version of the manuscript.

Funding: The Family UNited programme was developed thanks to the generous support of the
people of Japan. The implementation of Family UNited globally has been piloted with the support
of the governments of Sweden, France and US-INL (Bureau of International Narcotics and Law En-
forcement Affairs), Slovenia, and the Kingdom of Saudi Arabia. For Trento, funding for implemen-
tation was obtained from a private company (GPI Spa) in agreement with the Agency for Social
Cohesion of the Autonomous Province of Trento, whereas for the implementation in Parma the mu-
nicipality of Parma, the Parma public health company and a private company provided funds
equally. None of the funders had a role in the study design or writing of this manuscript and none
of these funding entities were consulted or in any way influenced or made any opinions on the
content of this manuscript.

Institutional Review Board Statement: All procedures performed in studies involving human par-
ticipants were in accordance with the ethical standards of the institutional and/or national research
committee and with the 1964 Helsinki Declaration and its later amendments or comparable ethical
standards. This study has undergone an internal review performed within UNODC HQ. We de-
signed and conducted our study based on the ethical standards developed by UNICEF and have
taken all procedures into account. According to these standards, the submission of a trial such as
ours is not mandatory to be submitted to a National Ethics Review Board or Institutional Review
Board; however, this study should be reviewed by at least three experts. In our case, we collaborated
with a number of stakeholders, apart from the experts from UNODC, including the University of
Trento and the University of Parma, where at least three independent researchers had reviewed this
study thoroughly. Nevertheless, the protocol of this study, including all tools, was submitted to the
Research Ethics Board University of Parma, Protocol number 0238338; and has by now received
approval.

Informed Consent Statement: Consent will be obtained through caregivers completing a consent
form at the beginning of their appointment to complete questionnaires at the first evaluation meet-
ing. In addition to written information being provided in the form of the participant information
sheets for the parent, participants will be provided with a verbal explanation of the evaluation
method at the first meeting and again when they attend the first data collection session. If partici-
pants are only able to give verbal consent or assent, this will be audio-recorded. Children and youth
will complete assent forms, complementing the consent forms of their caregivers, in case they are
under the age of 18 years, as this is the legal age in Italy.

Data Availability Statement: After data cleaning and analysis, the anonymised datasets will be
made available in a publicly available open database (i.e., Mendeley Data repository, OpenTrials,
EudraCT, ICPSR, etc.).
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