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Abstract: Although home visiting programs have generally shown small overall effects on the
prevention of child maltreatment, at-risk families with severe strain do not seem to benefit sufficiently
from this support. A crucial factor for success seems to be the quality of the service system. The
aim of the current study is to evaluate the effects of mentalization-based team supervision on the
already existing welfare service of a German early prevention program (EPP). This will be a non-
randomized, open-label, single-arm feasibility study. The EPP staff will be trained according to the
mentalization-based team approach (MB-TA) and regularly receive MFT supervision by a trained
and experienced child and adolescent psychiatrist. A minimum of eighty-four families with defined
risk factors with children below 24 months of age and pregnant women in the third trimester will
be included. Assessments will take place at T0 (after inclusion in the study), at T1 (after family care
ends, as an intermediate assessment,) and at T2 (as a follow-up). We hypothesize that the risk of
maltreatment can be reduced by strengthening the skills and capacities of the primary care system.
This will be evaluated at the end of the follow-up period by comparing the Parental Stress Index (PSI)
scores of all participants pre- and postintervention. Stress levels and mentalization abilities will be
assessed as feasibility endpoints for the participating EPP teams.

Keywords: transgenerational transmission of abuse; mentalization-based integrative team approach;
early prevention program plus

1. Introduction

Many different risk factors for the occurrence of maltreatment in burdened families
have been identified. Most of these risk factors have been found at the parental level [1].
For instance, low parental education and low family income levels have been shown
to be risk factors for child abuse and neglect [2]. Additionally, parents with their own
experiences of early life maltreatment (ELM) are more likely to maltreat their children,
potentially leading to an intergenerational cycle of abuse and neglect [3–5]. Thereby,
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various pathways may explain the transmission, including learning theory, disorganized
attachment, epigenetic aspects, and intergenerational transmission of psychopathology [6].
A recent cross-sectional study underpinned these previous findings by examining the
transmission across three generations, grandparents, parents, and young adults, and
found continuity for maltreatment across all three generations [7]. A meta-analysis of
84 studies provided a qualitative summary of the current knowledge regarding this cycle.
These results indicated that the risk of child maltreatment in families in which the parents
experienced ELM was almost three times higher than that in families in which the parents
did not experience ELM [6]. There is also evidence that socially isolated parents may
be more prone to maltreating their children [8]. Parenting stress, in general, is another
identified risk factor for child abuse and neglect. Crum and colleagues conducted a study to
assess the relationships between parental stress, abuse potential, and social and behavioral
outcomes in children. The results demonstrated that parental stress was consistently linked
to abuse potential, supporting the association already determined in previous research [9].
Parents with mental illness are also at an increased risk of maltreating their children [10]. In
a recent study, persistent maternal depressive symptoms mediated the relationship between
maternal history of maltreatment and current parenting stress at the 18-month assessment
during a home-visiting prevention program [11]. Mothers with depression were much
more likely to have a child for whom maltreatment was reported than mothers without
depression [12]. Other psychiatric disorders, such as borderline personality disorder [13] or
substance abuse, are also associated with an increased risk of parental ELM and child abuse.
Overall, parents with a high psychosocial and economic burden are at risk of maltreating
their children and prematurely dropping out of support programs that aim to prevent child
abuse and neglect [14]. Early dropout represents a particular challenge for such programs.
Special attention must be paid to these hard-to-reach clients to ensure effective support.

In Germany, early prevention programs aim to improve the parent–child relationship
and thereby try to reduce the risk of maltreatment. Some studies have examined the effec-
tiveness of such early prevention programs. Taubner [15] carried out a meta-analysis on
the effectiveness of early providing preventive help in Germany. Child development out-
comes (mental and physical) and the effects on maternal characteristics (symptom burden,
parenting skills, and social support) were considered the primary outcome criteria. The
results showed that the implemented programs had small positive effects on the symptom
burden of the participating mothers but no effects on maternal competency development.
At the child level, the data did not reveal a measurable benefit in terms of psychological
(social and emotional) development for the participating children. A longitudinal pilot
study from 2016 also showed that the EP clientele represents a high-risk group but that
the intervention did not contribute to an improvement in the child’s developmental status.
More precisely, the results revealed that the child’s cognitive development was predicted
by both maternal sensitivity and the mother’s psychosocial stress, but the amount, type,
and intensity of the EPP did not have an effect on the child’s development [16]. Overall,
there are many different program approaches in Germany that were rarely evaluated in
terms of their effectiveness [17]. However, the programs that were evaluated showed only
small effects and varied considerably between different program approaches [18]. This
illustrates the urgent need for further research in the field of early intervention programs
and their continuous improvement.

International research also reports strongly fluctuating and rather low effects of EPPs.
However, more and more studies have indicated which factors are most likely to be associ-
ated with program success. In a systematic review of RCTs with interventions designed to
reduce child abuse in high-risk families, in contrast to other outpatient services, only home
visitations had significant evidence to reduce child abuse [19]. Further studies prove that
programs with more frequent home visits [20] and targeted prevention approaches appear
to be superior to universal approaches [21]. However, the findings varied considerably. In
a meta-analysis of studies by Chen and Chan assessing the effects of parenting programs
(including home visits) on child maltreatment prevention [8], 37 studies met all the quality
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criteria defined by the authors. These programs significantly reduced risk factors and en-
hanced protective factors (including positive parenting attitudes, parent–child interactions,
positive parenting behaviors, and parental confidence and satisfaction) associated with
child maltreatment. Another large meta-analysis of 33 home-visiting programs for the
prevention of child maltreatment demonstrated that the most cost-effective programs used
“professional home visitors in a multidisciplinary team, target high-risk populations and
include more than just home visits”, e.g., have contact with other welfare agencies and the
health care system [22]. A meta-analysis of 156 studies with nine different home visiting
programs aimed at reducing child maltreatment, supervision, and training emerged as
important implementation factors [23]. Further studies confirmed the importance of super-
vision [24] and that multiprofessional teams with appropriate training quality are superior
to paraprofessional teams [25]. Despite emerging evidence about the health benefits and
reduced risk of maltreatment and neglect achieved through home visiting programs [13,26],
a crucial factor for success is the quality of the service, including multi-professional teams,
cooperation with community health and welfare services, and regular supervision.

Bateman and Fonagy [27] developed a therapeutic strategy called mentalization-based
treatment (MBT) (“mentalizing is the process by which we make sense of each other
and ourselves in terms of subjective states and mental processes”), e.g., “we form beliefs
about the mental states of those with whom we interact and our own mental states are
strongly influenced by these beliefs.” Mentalization is seen as a key factor in personality
and social functioning, promoting resilience and mental health. More recently, the MBT
approach was used for health care professionals, aiming to provide general practitioners
with MBT skills for use in everyday settings [28]. These professionals perceived MBT
skills training as promoting empathy and understanding for their clients and increasing
consistency in their teamwork. Moreover, they felt empowered and more confident in
working with hard-to-reach patients or clients [28]. In the next step, this approach was
expanded to teams that worked with patients suffering from severe and complex mental
health problems, such as adolescents with self-harm, borderline symptoms (Adolescent
Mentalization-Based Integrative Treatment, AMBIT), and substance abuse [29,30]. The
AMBIT approach, first published by Bevington et al. [31] and since refined in [29,30],
comprises four core techniques: “working with your client”, “working with your team”,
“working with your network”, and “learning as a team.” It suggests that professionals
working with mentally ill, burdened, and hard-to-reach clients should attend to their team
and network relationships at least as much as they attend to their relationship with the
client [27]. This approach applies the principle of mentalization to relationships with clients,
other team members, and cooperating agencies and helps staff develop empathy, flexibil-
ity, and a more consistent approach to difficult patients. In Germany, the EPP supports
at-risk families in coping with everyday life and childrearing issues. Although the EPP
involves a well-connected, multi-professional team that provides home visits, families with
extreme stresses and strains do not seem to benefit sufficiently from this support [32]. In the
present project, we will implement an approach similar to the AMBIT approach (see above),
which is mainly characterized by MBT supervision carried out by experienced child and
adolescent psychiatrists. In the three years preceding the study, approximately sixty-nine
percent of the EPP clients stayed in treatment for less than three months, indicating major
problems for the continuity of support. Built on participatory approaches, meetings with
the EPP teams in Aachen and surrounding areas were conducted prior to the planning
of the trial to optimally address professionals’ needs. They complained about a lack of
knowledge in psychiatry/child psychiatry, which made it difficult for them to recognize
mental disorders in parents, although more than a quarter of their clients contacted them
due to severe parental mental health problems [33]. We aim to perform the following:
(1) help EPP professionals mentalize with hard-to-reach clients and thereby better mo-
tivate these parents to stay in the care of the EPP, which is hypothesized to result in a
better understanding of parental mental states and a more effective home visiting program;
(2) evaluate the association between parental risk factors (including ELM) and the effective-
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ness of care by the “EPP-plus” (e.g., including MBT); and (3) investigate the feasibility of
MBT implementation by exploring the acceptance and workload of the EPP team members,
We hypothesize that the intervention will help professionals to better consider parents’
perspectives and to communicate more effectively with their team members and other
institutions for child protection.

2. Methods

2.1. Objectives

The main objective of this trial is to investigate the feasibility of adding a mentalization-
based integrative team approach (MB-TA) to the EPP to better capture the risk of maltreat-
ment among hard-to-reach clients in the existing EPP. EPP staff will be trained according
to the MBT approach and regularly receive mentalization-based team supervision by a
trained and experienced child and adolescent psychiatrist. The aim is to support staff in
developing a more empathetic and consistent approach to challenging clients to keep them
in the care program and thus reduce the risk of child abuse, maltreatment, and neglect. We
hypothesize that the risk of maltreatment can be reduced by strengthening the competen-
cies of professionals in the primary care system. This will be evaluated at the end of the
follow-up period by comparing the subjects’ burden associated with the care for their child
(measured by the Parental Stress Index scores) pre- and postintervention.

Secondary objectives:
The secondary objective is to investigate the modulating role of parental history of

ELM in treatment success. This will be evaluated by analyzing the association between
ELM (measured by the childhood experience of care and abuse questionnaire, CECA.Q)
and the values on the primary outcome (Parental Stress Index).

Moreover, the feasibility of the approach will be investigated based on the acceptance
of the intervention by staff members and their subjective feelings about the associated
additional workload. This will be evaluated by measuring staff stress levels (using the trier
inventory for chronic stress and a burden questionnaire) and staff metallization abilities
(using the AMBIT service evaluation questionnaire).

2.2. Study Design

The current trial is a single-center, non-randomized, open-label, single-arm feasibility
study, including two local EPP teams in the wider area of Aachen, Germany. It is part of
a larger consortium (the UBICA-II study), including an MBT-based intervention trial for
psychiatric patients who are parents [34]. A total of at least 84 families in the care of the EPP
will be systematically assessed at three time points: at the beginning of support from the
welfare system (preintervention; T0), when support ends (postintervention; T1), and when
the child is 12, 18, 24, or 30 months old, depending on their age at the time of inclusion in
the study (follow-up; T2). The trial was approved by the local Research Ethics Committee
at the University Hospital RWTH Aachen (reference EK 221/19) and will be carried out
in accordance with the Declaration of Helsinki. The study was registered at the German
Clinical Trials Register (DRKS00022075 on 8 July 2020). The study protocol was adapted
in 2020, when it turned out that, due to the COVID-19 pandemic, the originally planned
non-randomized study design with the nonconcurrent recruitment of two groups (first,
a control group receiving usual EPP support, followed by the training and subsequent
recruitment of the EPP employees for the “EPP-plus” intervention (experimental condition))
would not lead to comparable group conditions. Thus, the study was modified to a
non-randomized, single-arm feasibility study. The aims of the feasibility study were
adapted and now include evaluating (1) the acceptance of the approach by the EPP staff,
(2) the burden of the EPP staff, and (3) the success of the EPP staff to better retain hard-
to-reach parents/caregivers in the care program, in addition to our measures for the risk
of maltreatment by parents. We chose a non-randomized, single-group feasibility study
design for the following reasons: the EPP support systems vary across Germany with
respect to type, dose, and mode of interventions, professional backgrounds, frequency
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of supervision and networking of the team, and legal and financial situations. Thus, it
is not possible to choose a (non-randomized) comparable concurrent control group from
another geographical region. Due to the planned team intervention, the randomization of
individual staff members or individual parent dyads would have been impossible. The
possible alternative approach of a cluster-randomized controlled trial with randomized
teams would have resulted in very large sample sizes, e.g., for an effect size of d = 0.4,
we would need 26 clusters with approximately 30 families each (total of 780 families) or
approximately 23 clusters with 50 families each (total 1180 families), with an expected
intracluster correlation coefficient of 0.1, entailing huge costs and logistical efforts. Since
neither the feasibility nor estimated effect sizes on parents have been investigated for this
mentalization-based team approach before, our current study is a necessary first step before
such a large cluster-randomized trial.

2.3. Study Setting

The trial is being performed at the Department of Child and Adolescent Psychiatry,
Psychotherapy and Psychosomatics, University Hospital RWTH Aachen. Data collection
takes place via home visits. The EPP teams from Aachen and Frechen, a small town
near Aachen, are participating in the study. Both sites are located in Germany. The
study is part of the UBICA-II consortium with researchers from Berlin and Heidelberg
(see https://www.ubica.site/tp_fruehehilfen.html (accessed on 2 January 2024) for more
information). The Coordination Centre for Clinical Trials (KKS) in Heidelberg monitors the
data, and the Institute of Medical Informatics and Statistics (IMIS) in Kiel is responsible for
statistical planning and analysis.

2.4. Eligibility Criteria

We identified two EPP teams in Aachen and the surrounding areas with comparable
team structures and professional backgrounds (i.e., family midwives, social workers, or
pediatric nurses). These teams are typical of EPP teams in either rural or urban German
regions. The majority of staff members in the teams have to provide informed consent to
participate in the trial. We consecutively include all families (mothers or fathers and their
children) seeking support in the EPP. The inclusion and exclusion criteria are summarized
in Table 1. The risk factors were previously identified according to a large sample of
837 at-risk families [33]. Parents of children aged ≤ 24 months or women in the third
trimester of pregnancy will be included at the start of the intervention. Participants must
provide informed consent for data collection within the trial. No other exclusion criteria
will be used to achieve maximum generalizability and representativeness. In families with
insufficient knowledge of German, data collection will be carried out with the help of a
translator. Support by the EPP is available for families who are not participating in the
study. However, the intervention of the EPP corresponds to the “EPP-plus” approach for
nonparticipating families as well since the entire team has been trained in the MB-TA. Thus,
inclusion in the study only means that additional data will be collected from parents, not
that a different intervention will be provided.

Table 1. Inclusion and exclusion criteria.

Inclusion Criteria

Parent/caregiver

Must be supported by the EPP
Score > 4 on at least one of the five subscales of the Adult Adolescent Parenting Inventory (AAPI version 2.1)
Or the presence of socioeconomic disadvantage
Or the presence of parental risk characteristics
Or teenage motherhood
Written informed consent provided by the caregiver

Child <24 months of age

Exclusion criteria None

https://www.ubica.site/tp_fruehehilfen.html
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2.5. Intervention Description

2.5.1. Intervention: MB-TA

With the implementation of the “EPP-plus” intervention, the standard care offered
by the EPP will be augmented by the following elements: (1) training of staff to recog-
nize mental disorders and the risk of maltreatment of parents and children and (2) an
MB-TA approach developed for work with hard-to-reach clients, which applies to rela-
tionships with clients, team members and work across agencies. The training will consist
of a two-day training session offered by Prof. Dr. Taubner and her team. A one-day
refresher training session is offered every 1.5 years. The training will be supported by
regular case conferences and biweekly staff supervision by experienced child and adult
psychiatrists/psychotherapists. The elements in the supervision will be raising awareness
for reasons of problems in relationship building, learning techniques of appreciative, open
conversation, recognizing one’s own mentalization difficulties, applying techniques to
stabilize and restore one’s own mentalizing, using techniques to promote the mentalization
of parents, recognizing relationship breaks, and knowing techniques to actively deal with
relationship breaks and repairing them. All supervisors will have been trained at the Anna
Freud Center in London and attended the “Mentalization-Based Treatment for Families”
course. The supervisors, in turn, will receive ongoing supervision (meta-supervision),
again provided by Prof. Taubner and her team. Standardized psychiatric diagnostics
will be systematically assessed at all three time points by trained psychologists. At T0,
standardized interviews on psychiatric disorders will be conducted with the parents. If
the caregivers give separate consent, these diagnostic results will be made available to the
respective supervisor and can be included in the next supervision session. As outcome
measure preintervention scores will be compared with postintervention scores to measure
the effects of the intervention on the subjects. In the preintervention period, the EPP profes-
sional may have visited families ideally a maximum of 5 times (corresponding to T0). The
end of the intervention will be defined by the end of support by the EPP (corresponding
to T1).

2.5.2. Criteria for Discontinuing or Modifying Allocated Interventions

The implemented team approach applies to every team member and cannot be
changed or modified individually. However, if necessary, the organizational framework of
the intervention can be adjusted; for example, if the EPP teams complain that the regular
supervision sessions are too time-consuming, they should be done at longer intervals, or
vice versa. Side effects of the intervention will be assessed via the occurrence of adverse
events. If single adverse events occur, these will be discussed individually with the respec-
tive EPP employee. If there are several adverse events that are causally associated with the
intervention, the intervention will be discontinued. There are no defined discontinuation
criteria for parents. They have the option to terminate participation in the trial as well as
EPP support at any time.

2.5.3. Strategies to Improve Adherence to Interventions

Questionnaires will be used to check whether the EPP employees work according
to the mentalization-based team approach. The ability to mentalize one’s own role and
their role in the team will be assessed 3 times during the duration of the study with the
help of the AMBIT Integrative Measure. Additionally, all contacts between the EPP team
members and the families will be documented in a visit log book filled out by the EPP
employees. All team supervisory sessions are recorded in a supervision log book by the
supervisors, documenting all cases discussed. In addition, the EPP employees will evaluate
their work when they have closed a case in terms of certain criteria with the help of the
“Psychotherapists‘ work involvement scales” (PWIS [35]). The questions capture aspects
such as how good the relationship with the family was, how well the employee was able to
empathize with the situation of the family, and whether the supervision was helpful. The
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adherence of the supervisors to the MBT approach will additionally be controlled by the
MBT supervision of the supervisors (Meta-Supervision).

2.5.4. Relevant Concomitant Care Permitted or Prohibited during the Trial

Standard EPP support will include regular home visits, offers of voluntary group
meetings (such as meetings at cafés with other young mothers), accompanied medical visits,
or visits to authorities. All active and passive elements in the EPP are allowed to be used
during the “EPP-plus” approach, e.g., team meetings, video-based interventions, regular
additional non-case supervision, and cooperation with psychotherapists and psychiatrists.

2.6. Outcomes

The primary outcome variable is the change in the parent-reported Parental Stress
Inventory (PSI, [36]) scores from pre- to postintervention. A high parental burden can be
considered a risk factor for dysfunctional parenting behavior. The PSI is a well-established
48-item self-report questionnaire for caretakers and can be utilized as a screening tool for
dysfunctional parent–child interactions [37]. Good psychometric properties have been
reported for the EBI, with reliability scores ranging from α = 0.95 for the total score to
α = 0.93/0.91 for the domain scores. The validity of the instrument has been examined in
several studies that have reported substantial associations between EBI scores and various
indicators of parental stress [37].

As secondary outcomes, more detailed assessments of the parent and children’s
health, as well as parent–child interactions, will be conducted when the child is aged
12, 18, 24, or 30 months. Secondary parental outcomes are the total and subscale scores
of the Adult & Adolescent Parenting Inventory (AAPI-2, [38]), parental health (Patient
Health Questionnaire, PHQ, [39]), child abuse potential (Child Abuse Potential, CAPI, [40])
and the level of social support (Social Support Questionnaire, Fsozu, [41]). The internal
consistency of the depression scale of the German PHQ is given as α = 0.88 [42]. The
internal consistencies of the main scales and the total score of the FSozu are between
α = 0.81 and α = 0.93 [41]. The reflective functioning of the parents will also be recorded
before (T0) and after (T1) the intervention as well as during the follow-up (T2) using
the Parental Reflective Functioning Questionnaire (PRFQ, [43]). Estimates of internal
consistency were 0.70, 0.82, and 0.75 for the three subscales [43].

The categorical and psychometric diagnosis of expected moderators of therapy suc-
cess will be carried out at T0 by two clinical interviews: the International Personality
Disorder Examination (IPDE, [44]) and the International Neuropsychiatric Interview (MINI
DIPS, [45]). The interrater reliability for IPDE predominantly lies above r = 0.70 [44]. Re-
garding the MINI DIPS, studies on the quality criteria indicate good interrater reliability
for the major diagnostic categories of anxiety disorders, mood disorders, somatoform
disorders, eating disorders, sleeping disorders, alcohol and substance disorders, and for all
specific psychiatric disorders, and the exclusion of psychiatric disorders [46]. As a further
moderator variable, the early life maltreatment experiences of the caregiver will be assessed
with the help of the Childhood Experiences of Care Abuse Questionnaire (CECA-Q, [47])
and additionally with the Childhood Trauma Questionnaire (CTQ, [48]) and Maltreatment
and Abuse Chronology of Exposure Interviews (MACE, [49]) in a subsample. The CECA.Q
shows satisfactory reliability and validity as a self-report measure for adverse childhood
experiences. Satisfactory internal scale consistency was achieved on the CECA.Q for an-
tipathy (α = 0.81) and neglect (α = 0.80) scales [47]. The internal consistency of all CTQ
scales (apart from physical neglect) was high (Cronbach’s α ≥ 0.89) [48]. The criteria for
convergent validity in the MACE were correlation coefficients in the range of 0. 6–0.8;
reasonable evidence of satisfying convergent validity was found [49].

All three measurements have shown satisfactory internal scale consistency.
The subsample will be determined at an advanced stage of the study. From this point

on, all newly screened and included families will be informed about the additional data col-
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lection and can agree or decline it. The duration of contact between a team member and the
parents will also be recorded to take this parameter into account in the statistical analysis.

Secondary outcomes of the children will include the parent-reported scores on the
Infant-Toddler Social and Emotional Assessment (BITSEA, [50]) and the child’s temper-
ament, assessed with the Infant Behavior Questionnaire (IBQ, [51]), as well as objective
evidence of child maltreatment (injuries, hospital stays, and out-of-home accommodations)
reported by the EPP staff. The latter will be logged by the EPP employee as part of their
visit logs. Specific questions will be asked about hospitalizations or accidents since the
last visit. These incidents are not counted as serious adverse events (sEAS). The BITSEA
demonstrated acceptable internal consistency, test-retest reliability, and validity relative to
other parent-report checklists [52]. Regarding the IBQ reliability, it was at acceptable levels
for all subscales, ranging from 0.70 to 0.90 [53].

Additionally, a video-based diagnostic instrument will be used at T0 and T2 to measure
the quality of parent–child interactions. In the context of attachment theory and research,
due to the central importance of parental sensitivity, various methods have been developed
to determine the quality of the relationship of the mother–child dyad. The Infant CARE
Index is a video-based instrument for assessing the quality of infant–adult relationships [54].
To date, it is the only analytical method for early childhood (0 to 15 months) to identify
covertly hostile behavior in adults and distinguish between the real and simulated cooper-
ation of infants. Simulated cooperation thereby means that the child feigns cooperation
because it has learned that certain behavior is desired by the interaction partner (e.g., fake
smile). Its validity and reliability have been proven in numerous international studies. It is
based on the systematic evaluation of a 3 min videographed game interaction. The Care
Index provides a global score which allows a risk evaluation for child abuse [54].

The secondary endpoints for the EPP team members are the change in “reflective
functioning” (reflection on their own role and their role in the team, adapted according
to the “AMBIT Integrative Measure”, [55]) and stress experiences (Trier Inventory for the
Assessment of Chronic Stress, TICS, [56]). The internal consistencies of the TICS scales
range between 0.84 and 0.91 (M = 0.87), and the Rasch reliabilities between 0.78 and 0.89
(M = 0.83). The procedure has good profile reliability (0.72) [56].

2.7. Participant Timeline

The flow of participants from recruitment through the end of the study is shown in
Figure 1. Children and primary caregivers will be systematically assessed at T0 (preinter-
vention), shortly after the parent has agreed to participate in the study, and at the end of the
intervention carried out by the EPP staff (T1, postintervention). The timing of T1, however,
will be different for each subject since the duration of the intervention is not standardized
but depends on the individual needs and wishes of the family. A follow-up assessment
will take place when the child is 12, 18, 24, or 30 months old, depending on the age at first
assessment. If the child is ≤4 months old when the EPP team first assists, the assessment
will be carried out when the child is 12 months old (T2); if the child is already older than
4 months old, the assessment will be carried out when the child is 18 months old (T2); if the
child is already older than 12 months, the assessment will be carried out when the child
is 24 months old (T2); and if the child is already older than 18 months, the assessment
will be carried out when the child is 30 months old (T2). In the preintervention period,
an EPP employee will have visited families a maximum of 5 times (corresponding to T0).
The end of the intervention is defined by the end of support by the EPP (corresponding to
T1). Moderators of treatment outcomes and sociodemographic data will be assessed at T0.
Participants will be paid EUR 50 for each assessment session.
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2.8. Sample Size

In the current study, we will analyze whether there is a statistically significant change
in the primary outcome (PSI score for each parent) from T0 (preintervention) to T2 (follow-
up assessment, paired comparison). With a sample size of 67 parents (with data at both time
points), a power of 80% can be achieved (two-sided significance level of 0.05; one-sample
t-test) for an effect of at least d = 0.35 (standardized difference in the mean; calculated with
G * Power 3.1.9.6). Effects of this magnitude were observed for an MBT team approach in
mothers (Suchman et al., 2013, moderate effects on caregiving behavior and child behaviors
(d > 0.2), [57]) and are therefore also expected for the new “EPP-plus” approach. Taking
into account a loss to follow-up rate of up to 20% (missing values in the primary outcome
measure at FU), at least 84 study participants should be recruited.

2.9. Recruitment

Patient recruitment will take place in Aachen, Frechen (a small town near Aachen),
and the surrounding areas. We expect that approximately 50% of all parents will be willing
to participate in the study and will consent to the study assessments; thus, recruitment at
the two sites will guarantee that the required sample size will be achieved within 24 months
of recruitment. The drop-out rate until 1-year follow-up is estimated to be 20%, according
to Suchman et al. (2013) [57]. Before the start of the study, the EPP in Aachen cared for
an average of 249 parents per year (2016: 255; 2017: 231; S018: 260). However, due to the
COVID-19 pandemic, recruiting difficulties have occurred, so recruitment proceeded much
slower in some phases, to the point that a study design change became necessary (see
also [8]). Participants are paid EUR 50 for each assessment session.
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2.10. Plans for Assessment and Collection of Outcome Data

There are three measurement time points. All assessments will take place during home
visits and be performed by the study staff (psychologists). All psychometric questionnaires
will be completed on mobile devices, and the answers will be recorded with LimeSurvey
software (Version 3.28.58). Clinical interviews will be carried out by a study employee who
is trained in the procedures. In addition to the outcomes, sociodemographic data (such as
partnership status and housing situation) and the socioeconomic status of the family will
be collected according to the GEDA study by the Robert Koch Institute [58] and via a case
report form (CRF). An overview of the diagnostic tools and when data will be collected can
be found in Table 2.

Table 2. Plans for the assessment and collection of outcome data.

Diagnostic Tools Subject T0 T1 T2

Sociodemographic data Parent X X
MINI DIPS Parent X

IPDE Parent X
CECA-Q Parent X

AAPI-2 (Version A) Parent X X
AAPI-2 (Version B) Parent X
Infant Care Index Parent X X

PHQ Parent X X X
PSI Parent X X X

CAPI Parent X X X
PRFQ Parent X X X
F-Sozu Parent X X
BITSEA Parent X

IBQ X
PWIS EPP staff X

Visit log EPP staff X
AMBIT EPP staff 3 times during the course of the study

TICS EPP staff 3 times during the course of the study
Subgroup:

Saliva (Epigenetic) Participant X
CTQ Participant X

KERF (MACE) Participant X

2.11. Ethical Approval

The trial was approved by the local Research Ethics Committee at the University
Hospital RWTH Aachen (reference EK 221/19) and will be carried out in accordance
with the Declaration of Helsinki. The study was registered at the German Clinical Trials
Register (DRKS00022075 on the 8 July 2020). Written, informed consent to participate will
be obtained from all participants, both parents and EPP staff.

2.12. Statistical Methods for Primary and Secondary Outcomes

The effects of the “EPP-plus” are assessed in a pre-post comparison using the PSI scores
with a one-sample t-test with a two-sided significance level of 5%. The primary analysis is
based on the intention-to-treat (ITT) principle, which aims to include all subjects enrolled
in the feasibility study. The analysis of the secondary results is carried out analogously.
Exploratory analyses will investigate which family-level risk factors are associated with
the magnitude of change in PSI, using linear models and considering the presence of
socioeconomic disadvantage (e.g., unemployment, overall socioeconomic status), mental
risk characteristics (e.g., mental/physical health, domestic violence), teenage motherhood,
immigrant status, parental ELM (assessed by CECA-Q), AAPI-2 pre-intervention total
score, age and gender (of parent and child), and child responsiveness (Infant Care Index).

The feasibility of the “EPP-plus” approach will be analyzed descriptively, using fre-
quencies and proportions for nominal or ordinal variables or medians and interquartile
ranges for quantitative variables. For feasibility, we will consider the median number
of visits per family, the number of supervision sessions, and attendance by the EPP staff
to supervision sessions. In addition, acceptance of the “EPP-plus” approach by the staff



Children 2024, 11, 267 11 of 15

members and their work-related stress levels will be analyzed at the start, midterm, and end
of the trial by linear mixed models accounting for the clustering of team members. Further-
more, potential staff- and team-related factors contributing to the outcome of the “EPP-plus”
approach (such as job experience, professional background, etc.) will be analyzed.

All safety data, including adverse events, are analyzed descriptively in the Safety
Population (SP), which includes all families who were visited at least once by a team
member of the “EPP-plus” team.

2.13. Dissemination Plans

The results will be published in the form of articles in peer-reviewed scientific jour-
nals. There are no publication restrictions resulting from funding. After all results are
published, the anonymized data will be available on demand. Moreover, a website will be
developed to provide information about the project and the current status of the results to
the interested public.

3. Discussion

This study protocol presents a non-randomized, open-label, single-arm trial investi-
gating the feasibility of implementing a mentalization-based integrative team approach
(MB-TA) aimed at reducing the risk of maltreatment among hard-to-reach parents in an
already existing welfare system. On the basis of convincing evidence that mentalization-
based approaches help professionals feel empowered and more confident in working with
hard-to-reach patients or clients [15], the present approach focuses on strengthening the
competencies of the primary care system so that the risk of maltreatment in burdened
families can be reduced. The sample to be surveyed should meet the risk factors for
child endangerment since the typical clientele of the EPP shows a high burden (low SES,
mental disorder diagnosis, extreme parental stresses, and overload). Additionally, before
proposing this study, sixty-nine percent of the EPP clients stay in treatment for less than
three months, indicating major problems for the continuity of support [33]. This study’s
inclusion criteria will additionally ensure that participating parents have at least one risk
factor associated with an increased risk for child maltreatment [2,6,10,11,29]. However, the
exact potential for child endangerment in the sample cannot be determined at this time.
Self-report questionnaires will be used to measure whether parental risk factors can be
reduced through EPP assistance. Self-report measures can be biased but allow data to be
collected from a large number of individuals. Moreover, there are hardly any objective
measures for the variables collected in this study. For example, parents’ own experiences of
abuse can only be requested retrospectively. Less parental stress is significantly associated
with fewer inadequate parenting behaviors, as well as child maltreatment [6], which is why
the PSI score was chosen as the primary outcome. Actual maltreatment reported by the
EPP is used as a secondary outcome since no objective data on this were available before
the intervention, and therefore, no pre-post effects can be examined. To our knowledge,
the study represents the only feasibility study investigating the effects of mentalization-
based psychiatric/psychotherapeutic supervision on childrearing practices and the risk of
maltreatment to date. Consequently, the present study gives profound consideration to
the repeatedly formulated necessity to develop effective intervention approaches to reduce
child maltreatment by empowering the care system. There is a specific need to implement
and evaluate intervention approaches within existing welfare systems that meet specific
criteria for quality of service, including multi-professional teams, cooperation with commu-
nity health and welfare services, and work via home visits since these criteria have already
been identified as necessary for treatment success [1,8,28]. However, early support by itself
seems ineffective at reducing the risk of child maltreatment [24]. It seems of major relevance
for staff workers to pay special attention to the known parental risk factors to reduce child
maltreatment. At this point, however, EPP staff reports a lack of knowledge. Thus, a
team-based approach providing the staff with special knowledge and skills is urgently
needed to strengthen the competencies of EPP staff and, thereby, the chance to provide
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continuous care for burdened families [59]. Mentalization-based intervention programs
have emerged in working with hard-to-reach clients since adequate mentalizing allows us
to interact in a highly adaptive manner and to take the needs of others into account. One
study showed that it allows healthcare professionals to acquire empathy and understanding
for their clients and increases consistency in their teamwork [26]. Therefore, the MB-TA
seems very promising to support EPP staff and enhance networking between agencies. If
the current metalization-based intervention program is feasible, then the effectiveness of
the approach should be verified with the help of randomized controlled studies. In case of
a confirmatory result, the findings will have important implications for community service
and clinical work. The MB-TA can be widely integrated into existing welfare systems. This
offers the advantage of a comparatively easy and time-saving implementation process.
There is no need to set up a new team of helpers, and existing team structures do not
have to be restructured and can simply be supplemented with MB-TA team training and
subsequent regular mentalization-based supervision. However, we are currently unable
to estimate the exact costs of the intervention. However, the data on cost-benefit analyses
show that the consequences of child maltreatment are considerable. A comparison shows
that the prevention costs are comparatively minimal compared to the consequential costs
of child endangerment. To be more precise, in the area of early intervention, the costs of
unprevented child abuse are 60 (moderately calculated) to 159 (pessimistically calculated)
times higher than the costs of EPPs. So even if the MB-TA intervention causes higher costs
than treatment as usual, it should be cost-effective if there is evidence of its higher effec-
tiveness [60]. In addition to the cost-benefit analysis of German EPPs, Finnish researchers
have examined the economic aspects of team supervision and were able to show that team
supervision was efficient in this respect [61].

4. Conclusions

Children of parents with severe psychosocial risk factors, such as low education levels,
low family income levels, social isolation, high levels of parenting stress, mental illness, and
a history of early abuse, are prone to maltreatment and neglect. Although home visiting
programs have generally shown small but significant overall effects on the prevention of
child maltreatment, at-risk families with severe strain do not seem to benefit sufficiently
from this support. A crucial factor for success seems to be the quality of the service
system, especially supervision and training, which emerged as important implementation
factors. In particular, the inclusion of a reflective supervision component resulted in greater
program effectiveness. The presented study, therefore, aims to contribute to the further
improvement of EPPs by adding mentalization-based team supervision to the already
existing welfare service of the German EPP. We hypothesize that mentalization-based
supervision supports the staff in developing a more empathetic and consistent approach
to challenging clients and a better understanding of parental mental states to keep the
families in the care program, thus reducing the risk of childhood abuse, maltreatment, and
neglect. Initial experiences with mentalization-based supervision have already shown a
high level of satisfaction among EPP staff. In the evaluations that have been carried out
to date, employees have also stated that they benefit from the supervision service. Finally,
if feasibility emerges from this study, the MB-TA approach can then be incorporated into
future intensive evaluation and, with corresponding proof of effectiveness, sustainably
improve the EPP in Germany.

Author Contributions: Conceptualization, B.H.-D. and K.K.; methodology, B.H.-D., K.K. and A.D.;
validation, B.H.-D., K.K. and A.D.; formal analysis, A.D.; investigation, B.H.-D., K.K. and D.D.;
data curation, D.D.; writing—original draft preparation, D.D.; writing—review and editing, D.D.;
visualization, D.D.; supervision B.H.-D., K.K., A.D., A.N., I.P.; project administration, B.H.-D., K.K.
and D.D.; funding acquisition, B.H.-D. and K.K. All authors have read and agreed to the published
version of the manuscript.

Funding: The trial is fully funded by the German Ministry of Research and Education (BMBF): 01KR1803A.



Children 2024, 11, 267 13 of 15

Institutional Review Board Statement: This study was conducted in accordance with the Declaration
of Helsinki and approved by the Ethics Committee at the University Hospital RWTH Aachen (refer-
ence EK 221/19). The study was registered at the German Clinical Trials Register (DRKS00022075 on
the 8 July 2020).

Informed Consent Statement: Trained research staff consisting of psychologists will obtain written
informed consent from the parents or caregivers and the EPP team members. Prior to study participa-
tion, each person involved will receive detailed information about the study (including the voluntary
nature of the study) and have the opportunity to discuss questions. Each parent included in the trial
will be required to provide written informed consent.

Data Availability Statement: Not applicable.

Conflicts of Interest: The authors declare that they have no competing interests.

References
1. Mulder, T.M.; Kuiper, K.C.; van der Put, C.E.; Stams, G.J.J.M.; Assink, M. Risk factors for child neglect: A meta-analytic review.

Child Abus. Negl. 2018, 77, 198–210. [CrossRef] [PubMed]
2. Maguire-Jack, K.; Font, S.A. Community and individual risk factors for physical child abuse and child neglect: Variations by

poverty status. Child Maltreatment 2017, 22, 215–226. [CrossRef] [PubMed]
3. Dixon, L.; Browne, K.; Hamilton-Giachritsis, C. Risk factors of parents abused as children: A mediational analysis of the

intergenerational continuity of child maltreatment (Part I). J. Child Psychol. Psychiatry 2005, 46, 47–57. [CrossRef] [PubMed]
4. Renner, L.M.; Slack, K.S. Intimate partner violence and child maltreatment: Understanding intra-and intergenerational connec-

tions. Child Abus. Negl. 2006, 30, 599–617. [CrossRef] [PubMed]
5. Widom, C.S.; Czaja, S.J.; DuMont, K.A. Intergenerational transmission of child abuse and neglect: Real or detection bias? Science

2015, 347, 1480–1485. [CrossRef] [PubMed]
6. Assink, M.; Spruit, A.; Schuts, M.; Lindauer, R.; van der Put, C.E.; Stams, G.J.J. The intergenerational transmission of child

maltreatment: A three-level meta-analysis. Child Abus. Negl. 2018, 84, 131–145. [CrossRef] [PubMed]
7. Badenes-Ribera, L.; Fabris, M.A.; Prino, L.E.; Gastaldi, F.G.M.; Longobardi, C. Physical, emotional, and sexual victimization

across three generations: A cross-sectional study. J. Child Adolesc. Trauma 2020, 13, 409–417. [CrossRef]
8. Gracia, E.; Musitu, G. Social isolation from communities and child maltreatment: A cross-cultural comparison. Child Abus. Negl.

2003, 27, 153–168. [CrossRef]
9. Crum, K.I.; Moreland, A.D. Parental stress and children’s social and behavioral outcomes: The role of abuse potential over time. J.

Child Fam. Stud. 2017, 26, 3067–3078. [CrossRef]
10. Brockington, I. Maternal rejection of the young child: Present status of the clinical syndrome. Psychopathology 2011, 44, 329–336.

[CrossRef]
11. Chen, M.; Chan, K.L. Effects of parenting programs on child maltreatment prevention: A meta-analysis. Trauma Violence Abus.

2016, 17, 88–104. [CrossRef] [PubMed]
12. Easterbrooks, M.A.; Bartlett, J.D.; Raskin, M.; Goldberg, J.; Contreras, M.M.; Kotake, C.; Chaudhuri, J.H.; Jacobs, F.H. Limiting

home visiting effects: Maternal depression as a moderator of child maltreatment. Pediatrics 2013, 132 (Suppl. S2), S126–S133.
[CrossRef] [PubMed]

13. Laporte, L.; Paris, J.; Zelkowitz, P. Estimating the prevalence of borderline personality disorder in mothers involved in youth
protection services. Personal. Ment. Health 2018, 12, 49–58. [CrossRef] [PubMed]

14. Alonso-Marsden, S.; Dodge, K.A.; O’Donnell, K.J.; Murphy, R.A.; Sato, J.M.; Christopoulos, C. Family risk as a predictor of initial
engagement and follow-through in a universal nurse home visiting program to prevent child maltreatment. Child Abus. Negl.
2013, 37, 555–565. [CrossRef] [PubMed]

15. Taubner, S.; Munder, T.; Unger, A.; Wolter, S. Zur Wirksamkeit präventiver Früher Hilfen in Deutschland-ein systematisches
Review und eine Metaanalyse. Prax. Kinderpsychol. Kinderpsychiatr. 2013, 62, 598–619. [CrossRef] [PubMed]

16. Zwönitzer, A.; Ziegenhain, U.; Bovenschen, I.; Pillhofer, M.; Spangler, G.; Gerlach, J.; Gabler, S.; Kindler, H.; Fegert, J.M.; Künster,
A.K. Frühe Hilfen und kindliche kognitive Entwicklung: Eine längsschnittliche Pilotuntersuchung psychosozial belasteter
Mutter-Kind-Paare in der frühen Kindheit. Prax. Kinderpsychol. Kinderpsychiatr. 2016, 65, 340–353. [CrossRef] [PubMed]

17. Bünder, P. Entwicklungsförderung von risikokindern und ihren eltern mit hilfe von videoberatung nach der Marte-Meo-Methode.
Prax. Kinderpsychol. Kinderpsychiatr. 2011, 60, 333–350. [CrossRef] [PubMed]

18. Levey, E.J.; Gelaye, B.; Bain, P.; Rondon, M.B.; Borba, C.P.; Henderson, D.C.; Williams, M.A. A systematic review of randomized
controlled trials of interventions designed to decrease child abuse in high-risk families. Child Abus. Negl. 2017, 65, 48–57.
[CrossRef]

19. Layzer, J.I.; Goodson, B.D.; Bernstein, L.; Price, C. National Evaluation of Family Support Programs. Final Report Volume A: The
Meta-Analysis; US Department of Health & Human Services: Washington, DC, USA, 2001.

20. Nievar, M.A.; Van Egeren, L.A.; Pollard, S. A meta-analysis of home visiting programs: Moderators of improvements in maternal
behavior. Infant Ment. Health J. 2010, 31, 499–520. [CrossRef]

https://doi.org/10.1016/j.chiabu.2018.01.006
https://www.ncbi.nlm.nih.gov/pubmed/29358122
https://doi.org/10.1177/1077559517711806
https://www.ncbi.nlm.nih.gov/pubmed/28595465
https://doi.org/10.1111/j.1469-7610.2004.00339.x
https://www.ncbi.nlm.nih.gov/pubmed/15660643
https://doi.org/10.1016/j.chiabu.2005.12.005
https://www.ncbi.nlm.nih.gov/pubmed/16782195
https://doi.org/10.1126/science.1259917
https://www.ncbi.nlm.nih.gov/pubmed/25814584
https://doi.org/10.1016/j.chiabu.2018.07.037
https://www.ncbi.nlm.nih.gov/pubmed/30086419
https://doi.org/10.1007/s40653-019-00273-1
https://doi.org/10.1016/S0145-2134(02)00538-0
https://doi.org/10.1007/s10826-017-0822-5
https://doi.org/10.1159/000325058
https://doi.org/10.1177/1524838014566718
https://www.ncbi.nlm.nih.gov/pubmed/25573846
https://doi.org/10.1542/peds.2013-1021K
https://www.ncbi.nlm.nih.gov/pubmed/24187114
https://doi.org/10.1002/pmh.1398
https://www.ncbi.nlm.nih.gov/pubmed/28944592
https://doi.org/10.1016/j.chiabu.2013.03.012
https://www.ncbi.nlm.nih.gov/pubmed/23660409
https://doi.org/10.13109/prkk.2013.62.8.598
https://www.ncbi.nlm.nih.gov/pubmed/24218728
https://doi.org/10.13109/prkk.2016.65.5.340
https://www.ncbi.nlm.nih.gov/pubmed/27184790
https://doi.org/10.13109/prkk.2011.60.5.333
https://www.ncbi.nlm.nih.gov/pubmed/21751531
https://doi.org/10.1016/j.chiabu.2017.01.004
https://doi.org/10.1002/imhj.20269


Children 2024, 11, 267 14 of 15

21. Fingerle, M.; Grumm, M. (Eds.) Prävention von Verhaltensauffälligkeiten bei Kindern und Jugendlichen: Programme auf dem Prüfstand;
Ernst Reinhardt Verlag: Munich, Germany, 2012.

22. Dalziel, K.; Segal, L. Home visiting programmes for the prevention of child maltreatment: Cost-effectiveness of 33 programmes.
Arch. Dis. Child. 2012, 97, 787–798. [CrossRef]

23. Casillas, K.L.; Fauchier, A.; Derkash, B.T.; Garrido, E.F. Implementation of evidence-based home visiting programs aimed at
reducing child maltreatment: A meta-analytic review. Child Abus. Negl. 2016, 53, 64–80. [CrossRef]

24. Shapiro, C.J.; Prinz, R.J.; Sanders, M.R. Facilitators and barriers to implementation of an evidence-based parenting intervention to
prevent child maltreatment: The Triple P-Positive Parenting Program. Child Maltreatment 2012, 17, 86–95. [CrossRef]

25. Bakermans-Kranenburg, M.J.; Van IJzendoorn, M.H.; Juffer, F. Disorganized infant attachment and preventive interventions: A
review and meta-analysis. Infant Ment. Health J. Mai 2005, 26, 191–216. [CrossRef] [PubMed]

26. Duffee, J.H.; Mendelsohn, A.L.; Kuo, A.A.; Legano, L.A.; Earls, M.F.; Chilton, L.A.; Committee on child abuse and neglect. Early
childhood home visiting. Pediatrics 2017, 140, e20172150. [CrossRef] [PubMed]

27. Bateman, A.; Fonagy, P. Mentalization-based treatment. Psychoanal. Inq. 2013, 33, 595–613. [CrossRef] [PubMed]
28. Warrender, D. Staff nurse perceptions of the impact of mentalization-based therapy skills training when working with borderline

personality disorder in acute mental health: A qualitative study. J. Psychiatr. Ment. Health Nurs. 2015, 22, 623–633. [CrossRef]
[PubMed]

29. Bevington, D.; Fuggle, P.; Cracknell, L.; Fonagy, P. Adaptive Mentalization-Based Integrative Treatment: A Guide for Teams to Develop
Systems of Care; Oxford University Press: Oxford, UK, 2017.

30. Bevington, D.; Fuggle, P.; Fonagy, P. Applying attachment theory to effective practice with hard-to-reach youth: The AMBIT
approach. Attach. Hum. Dev. 2015, 17, 157–174. [CrossRef] [PubMed]

31. Bevington, D.; Fuggle, P.; Fonagy, P.; Target, M.; Asen, E. Innovations in practice: Adolescent mentalization-based integrative
therapy (AMBIT)—A new integrated approach to working with the most hard to reach adolescents with severe complex mental
health needs. Child Adolesc. Ment. Health 2013, 18, 46–51. [CrossRef]

32. Renner, I.; Scharmanski, S. Gesundheitsfachkräfte in den Frühen Hilfen. Bundesgesundheitsbl.-Gesundheitsforsch.-Gesundheitsschutz
2016, 59, 1323–1331. [CrossRef] [PubMed]

33. Frühe Hilfen Stadt Aachen. Frühe Hilfen Stadt Aachen Jahresbericht [Unpublished Manuscript]. Aachen, Germany. 2016. Avail-
able online: https://serviceportal.aachen.de/suche/-/vr-bis-detail/dienstleistung/6991/show (accessed on 28 January 2024).

34. Neukel, C.; Bermpohl, F.; Kaess, M.; Taubner, S.; Boedeker, K.; Williams, K.; Dempfle, A.; Herpertz, S.C.; UBICA-II Consortium.
Understanding and breaking the intergenerational cycle of abuse in families enrolled in routine mental health services: Study
protocol for a randomized controlled trial and two non-interventional trials investigating mechanisms of change within the
UBICA II consortium. Trials 2021, 22, 749. [CrossRef]

35. Zeeck, A.; Orlinsky, D.E.; Hermann, S.; Joos, A.; Wirsching, M.; Weidmann, W.; Hartmann, A. Stressful involvement in
psychotherapeutic work: Therapist, client and process correlates. Psychother. Res. 2012, 22, 543–555. [CrossRef] [PubMed]

36. Abidin, R.R. Parenting Stress Index-Short Form; Pediatric Psychology Press: Charlottesville, VA, USA, 1990; p. 118.
37. Tröster, H. Eltern-Belastungs-Inventar: EBI; Deutsche Version des Parenting Stress Index (PSI) von RR Abidin; Hogrefe: Göttingen,

Germany, 2011.
38. Bavolek, S.J.; Keene, R.G. Adult-Adolescent Parenting Inventory: AAPI-2: Assessing High-Risk Parenting Attitudes and Behaviors;

Family Development Resources, Incorporated: Park City, UT, USA, 1999.
39. Löwe, B.; Spitzer, R.L.; Zipfel, S.; Herzog, W. PHQ-D. Gesundheitsfrage-Bogen für Patienten. 2. Auflage; Pfizer GmbH: Karlsruhe,

Germany, 2002.
40. Milner, J.S. The Child Abuse Potential Inventory: Manual; Psytec: De Kalb, IL, USA, 1986.
41. Sommer, G.; Fydrich, T. Entwicklung und Überprüfung eines Fragebogens zur Sozialen Unterstützung (F-SOZU); Diagnostica: Tübingen,

Germany, 1991.
42. Löwe, B.; Spitzer, R.L.; Gräfe, K.; Kroenke, K.; Quenter, A.; Zipfel, S.; Buchholz, C.; Witte, S.; Herzog, W. Comparative validity of

three screening questionnaires for DSM-IV depressive disorders and physicians’ diagnoses. J. Affect. Disord. 2004, 78, 131–140.
[CrossRef]

43. Luyten, P.; Mayes, L.C.; Nijssens, L.; Fonagy, P. The parental reflective functioning questionnaire: Development and preliminary
validation. PLoS ONE 2017, 12, e0176218. [CrossRef]

44. Loranger, A.W. International Personality Disorder Examination: IPDE; DSM-IV and ICD-10; Interviews; PAR: New York, NY,
USA, 1999.

45. Lecrubier, Y.; Sheehan, D.V.; Weiller, E.; Amorim, P.; Bonora, I.; Sheehan, K.H.; Janavs, J.; Dunbar, G.C. The Mini International
Neuropsychiatric Interview (MINI). A short diagnostic structured interview: Reliability and validity according to the CIDI. Eur
Psychiatry 1997, 12, 224–231. [CrossRef]

46. Margraf, J.; Cwik, J.C.; Pflug, V.; Schneider, S. Strukturierte klinische Interviews zur Erfassung psychischer Störungen über die
Lebensspanne. Z. Klin. Psychol. Psychother. 2017, 46, 176–186. [CrossRef]

47. Bifulco, A.; Bernazzani, O.; Moran, P.M.; Jacobs, C. The childhood experience of care and abuse questionnaire (CECA. Q):
Validation in a community series. Br. J. Clin. Psychol. 2005, 44, 563–581. [CrossRef]

https://doi.org/10.1136/archdischild-2011-300795
https://doi.org/10.1016/j.chiabu.2015.10.009
https://doi.org/10.1177/1077559511424774
https://doi.org/10.1002/imhj.20046
https://www.ncbi.nlm.nih.gov/pubmed/28682504
https://doi.org/10.1542/peds.2017-2150
https://www.ncbi.nlm.nih.gov/pubmed/28847981
https://doi.org/10.1080/07351690.2013.835170
https://www.ncbi.nlm.nih.gov/pubmed/26157198
https://doi.org/10.1111/jpm.12248
https://www.ncbi.nlm.nih.gov/pubmed/26148873
https://doi.org/10.1080/14616734.2015.1006385
https://www.ncbi.nlm.nih.gov/pubmed/25782529
https://doi.org/10.1111/j.1475-3588.2012.00666.x
https://doi.org/10.1007/s00103-016-2430-8
https://www.ncbi.nlm.nih.gov/pubmed/27604116
https://serviceportal.aachen.de/suche/-/vr-bis-detail/dienstleistung/6991/show
https://doi.org/10.1186/s13063-021-05653-3
https://doi.org/10.1080/10503307.2012.683345
https://www.ncbi.nlm.nih.gov/pubmed/22587223
https://doi.org/10.1016/S0165-0327(02)00237-9
https://doi.org/10.1371/journal.pone.0176218
https://doi.org/10.1016/S0924-9338(97)83296-8
https://doi.org/10.1026/1616-3443/a000430
https://doi.org/10.1348/014466505X35344


Children 2024, 11, 267 15 of 15

48. Wingenfeld, K.; Spitzer, C.; Mensebach, C.; Grabe, H.J.; Hill, A.; Gast, U.; Schlosser, N.; Höpp, H.; Beblo, T.; Driessen, M. The
German version of the Childhood Trauma Questionnaire (CTQ): Preliminary psychometric properties. Psychother. Psychosom.
Med. Psychol. 2010, 60, 442–450. [CrossRef]

49. Teicher, M.H.; Parigger, A. The ‘Maltreatment and Abuse Chronology of Exposure’ (MACE) scale for the retrospective assessment
of abuse and neglect during development. PLoS ONE 2015, 10, e0117423. [CrossRef]

50. Carter, A.S. Infant-Toddler Social and Emotional Assessment (ITSEA), I Encyclopedia of Autism Spectrum Disorders; Springer:
Berlin/Heidelberg, Germany, 2013; pp. 1601–1606.

51. Putnam, S.P.; Helbig, A.; Gartstein, M.A.; Rothbart, M.K.; Leerkes, E.M. Development and assessment of short and very short
forms of the Infant Behavior Questionnaire-Revised. J. Personal. Assess. 2014, 96, 445–458. [CrossRef]

52. Briggs-Gowan, M.J.; Carter, A.S. Preliminary acceptability and psychometrics of the infant–toddler social and emotional
assessment (ITSEA): A new adult-report questionnaire. Infant Ment. Health J. Off. Publ. World Assoc. Infant Ment. Health 1998,
19, 422–445. [CrossRef]

53. Parade, S.H.; Leerkes, E.M. The reliability and validity of the Infant Behavior Questionnaire-Revised. Infant Behav. Dev. 2008,
31, 637–646. [CrossRef] [PubMed]

54. Crittenden, P.M. Der CARE-Index als Hilfsmittel für Früherkennung, Intervention und Forschung. Frühförderung Interdisziplinär.
[Using the CARE-Index for screening, intervention, and research.]. Zuletzt Aktualisiert Am. 2005, 3, 2009. Available online:
https://www.iasa-dmm.org/images/uploads/CARE-Index.pdf (accessed on 28 January 2024).

55. AMBIT Service Evaluation Questionnaire (ASEQ). AMBIT—CORE CONTENT of the AMBIT Manual from the Anna Freud
National Centre for Children and Families. 2018. Available online: https://manuals.annafreud.org/ambit-static/ambit-service-
evaluation-questionnaire-aseq (accessed on 28 January 2024).

56. Schulz, P.; Schlotz, W.; Becker, P. Trierer Inventar zum Chronischen Stress; Hogrefe: Göttingen, Germany, 2004.
57. Suchman, N.E. Mothering from the Inside Out: A mentalization-based therapy for mothers in treatment for drug addiction. Int. J.

Birth Parent Educ. 2016, 3, 19.
58. Lampert, T.; Kroll, L.E.; Müters, S.; Stolzenberg, H. Messung des Sozioökonomischen Status in der Studie “Gesundheit in Deutschland

aktuell” (GEDA); Robert-Koch-Institut: Berlin, Germany, 2013.
59. Chablani, A.; Spinney, E.R. Engaging high-risk young mothers into effective programming: The importance of relationships and

relentlessness. J. Fam. Soc. Work 2011, 14, 369–383. [CrossRef]
60. Hilfen, N.Z.F. MATERIALIEN ZU FRÜHEN HILFEN. Expertise. Kosten und Nutzen Früher Hilfen. Eine Kosten-Nutzen-Analyse im

Projekt “Guter Start ins Kinderleben”; Nationales Zentrum Frühe Hilfen: Köln, Germany, 2011.
61. Hyrkäs, K.; Lehti, K.; Paunonen-Ilmonen, M. Cost–benefit analysis of team supervision: The development of an innovative model

and its application as a case study in one Finnish university hospital. J. Nurs. Manag. 2001, 9, 259–268. [CrossRef] [PubMed]

Disclaimer/Publisher’s Note: The statements, opinions and data contained in all publications are solely those of the individual
author(s) and contributor(s) and not of MDPI and/or the editor(s). MDPI and/or the editor(s) disclaim responsibility for any injury to
people or property resulting from any ideas, methods, instructions or products referred to in the content.

https://doi.org/10.1055/s-0030-1247564
https://doi.org/10.1371/journal.pone.0117423
https://doi.org/10.1080/00223891.2013.841171
https://doi.org/10.1002/(SICI)1097-0355(199824)19:4%3C422::AID-IMHJ5%3E3.0.CO;2-U
https://doi.org/10.1016/j.infbeh.2008.07.009
https://www.ncbi.nlm.nih.gov/pubmed/18804873
https://www.iasa-dmm.org/images/uploads/CARE-Index.pdf
https://manuals.annafreud.org/ambit-static/ambit-service-evaluation-questionnaire-aseq
https://manuals.annafreud.org/ambit-static/ambit-service-evaluation-questionnaire-aseq
https://doi.org/10.1080/10522158.2011.588544
https://doi.org/10.1046/j.1365-2834.2001.00254.x
https://www.ncbi.nlm.nih.gov/pubmed/11879468

	Introduction 
	Methods 
	Objectives 
	Study Design 
	Study Setting 
	Eligibility Criteria 
	Intervention Description 
	Intervention: MB-TA 
	Criteria for Discontinuing or Modifying Allocated Interventions 
	Strategies to Improve Adherence to Interventions 
	Relevant Concomitant Care Permitted or Prohibited during the Trial 

	Outcomes 
	Participant Timeline 
	Sample Size 
	Recruitment 
	Plans for Assessment and Collection of Outcome Data 
	Ethical Approval 
	Statistical Methods for Primary and Secondary Outcomes 
	Dissemination Plans 

	Discussion 
	Conclusions 
	References

