Rosenbach et al. Trials (2022) 23:589 Trl a | S
https://doi.org/10.1186/513063-022-06531-2

STUDY PROTOCOL Open Access

Study protocol for a multi-center RCT testing o
a group-based parenting intervention tailored
to mothers with borderline personality disorder
against a waiting control group (ProChild*-SP1)

Charlotte Rosenbach! ®, Nina Heinrichs?, Robert Kumsta®, Silvia Schneider® and Babette Renneberg’

Abstract

Background/aims: Borderline personality disorder (BPD) is a severe mental disorder characterized by an unstable
sense of self, intense and rapidly changing affect, as well as impulsive and self-destructive behaviors. Interpersonal
relationships of individuals with BPD are characterized by marked instability, a lack of dependability, and quick
changes between love and hate. For children of individuals with BPD, this can lead to permanent stress and attach-
ment insecurity and an increased risk of adverse physical and mental health development. To reduce dysfunctional
parenting and improve positive parenting, and in turn, to promote healthy child development, a group intervention
for mothers with BPD was developed. This study aims to evaluate this first disorder-specific parenting intervention for
BPD in a randomized controlled trial.

Method: In a parallel-group, two-arm, randomized controlled trial, an initial N= 178 mothers diagnosed with BPD
and their children aged 6 months to 6 years are assigned to either the parenting intervention or a waiting control
group. If taking place, participants of both groups continue their reqular treatment for BPD diagnosis (e.g., individual
therapy, medication). The primary outcomes are changes in parenting from baseline (day 0) to post intervention
(week 12) and follow-up (6 months after group intervention; month 9). The waiting control group can attend the
group intervention at the end of all assessments. Participants allocated to the intervention group are expected to
show improvement in their parenting and a reduction in child abuse potential. Maternal emotion regulation and
mental distress are analyzed as secondary outcomes.

*ProChild is a consortium funded by the Federal Ministry of Education and
Research (Bundesministerium fir Bildung und Forschung; BMBF) within the
call "Verhaltensstérungen im Zusammenhang mit Gewalt, Vernachlassigung,
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adolescence.

protocol

Discussion: Mothers with BPD may need tailored help when reporting difficulties raising their children. The first
disorder-specific parenting intervention has been developed to close this gap. ProChild is part of a large government-
supported consortium, which aims to investigate different aspects of abuse and maltreatment in childhood and

Trial registration: ClinicalTrials.gov NCT04169048. Registered on Nov 19, 2019.
Keywords: Borderline personality disorder, Parenting, Group intervention, Randomized-controlled trial, Study

Introduction

Background

Borderline personality disorder (BPD) is found in approx.
1.7% of the general population, and 15-28% of patients in
inpatient settings [1]. BPD is characterized by a pervasive
instability in mood, self-image, and identity. In stressful
situations, individuals with BPD frequently react with
impulsive or self-harming behavior, easily lose their tem-
per, or engage in self-damaging behavior (e.g., drinking,
drug use, self-injury). Additionally, patients with BPD
have difficulties engaging in and especially maintain-
ing stable relationships, are hypersensitive to rejection,
and often mistrust others. Even though evidence-based
treatments for BPD are available [1, 2], and most of the
patients recover over the life span [3], especially the years
between ages 20 and 35 can be extremely challenging for
individuals with BPD. Additionally, a severe and persis-
tent impairment in social functioning has been observed
[3]. Nevertheless, for this age typical normative devel-
opmental steps, such as getting married and starting a
family, are common in BPD, too. This can lead to more
stability and a sense of identity on the one hand—but on
the other hand to even bigger challenges in managing
every day’s life.

The borderline typical “stable instability” of interper-
sonal problems and emotion regulation [4] affects all
daily interactions, including the parents’ relationship
with their infant(s). Especially the first years of parenting
are often a big challenge for parents with BPD. Factors
such as sleep deprivation, changes in daily routines, and
setting new priorities put the mothers under great pres-
sure, reinforcing the borderline symptoms (e.g., impulsiv-
ity, self-harming behavior).

Considering that a healthy child development depends
on the stability and dependability of the caregiver, it is
crucial to offer mothers with BPD support in raising their
children early on.

The primary goal of the presented randomized con-
trolled trial (RCT) is to test the efficacy of a newly devel-
oped parenting group program for mothers with BPD
([5], English Version: [6]). The intervention is designed to
promote positive parenting by teaching about the child’s
primary needs, coping with parenting stress, emotion

regulation, dealing with conflicts, and self-care. As prior
research has focused on mothers with BPD and mothers
mostly still are the caretakers early in life, the manual is
conceptualized for mothers with BPD.

Mothers with BPD

An increasing number of studies point to the numer-
ous difficulties mothers with BPD face (for an over-
view: [7-10]). Mothers with BPD often have difficulties
in interpreting their offspring’s mental [11, 12], as well
as emotional states [13], and thus have great difficulty
responding sensitively to their infant’s needs [14]. A study
investigating mother-infant dyads showed that mothers
with high BPD traits perceived more negative emotions
in their infants than could be objectified [15]. Further-
more, they reacted with more punitive and trivializing
(invalidating) parenting behaviors than mothers with low
BPD traits [15]. This behavior was mainly predicted by
maternal emotion regulation difficulties [15]. In the com-
munication with their children, mothers with BPD show
increased hostility [16], more affective dysregulation, as
well as more critical and intrusive behaviors, role confu-
sion, and frightened/frightening behaviors than a non-
clinical control group [17, 18].

Compared to non-clinical control groups, mothers
with BPD feel less competent about parenting and per-
ceive parenting as more stressful and less rewarding [14,
19, 20]. They rate their impact on their infants’ emotions
and behavior weaker than a healthy control group does
[13]. Additionally, they showed significantly more inse-
cure, preoccupied and unresolved attachment patterns
than a normative comparison group [21].

Parental BPD is also associated with a greater risk of
child abuse [22, 23], whereas the effects of BPD on abuse
potential are mediated by the severity of emotion regula-
tion difficulties [23]. Abuse potential, in turn, is positively
associated with child psychopathology [23]. Addition-
ally, families with mothers diagnosed with BPD are often
characterized by instability, low family cohesion, as well
as frequent drug and alcohol abuse [24]. Further stress-
ors like being a single parent, having low social support
in the family, frequently changing partners and unstable
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households put mothers with BPD under additional per-
sonal stress, which may spill over into the parent—child
dyad.

Children of mothers with BPD

Compared to children of healthy mothers, children of
mothers with BPD have a higher risk for emotional and
behavioral problems [7, 25]. This is also the case when
compared to children of mothers with depressive disor-
ders or cluster C personality disorders [26].

Already at an early stage, the offspring of mothers with
BPD show signs of emotion dysregulation. Before the age
of one, the infants were less responsive to their moth-
ers [27] and expressed less positive phonation and more
negative affect than infants of mothers with no psychopa-
thology [28]. Furthermore, infants of mothers with BPD
showed either too high or too low levels of fear expres-
sion [29].

Preschoolers and schoolchildren of mothers with BPD
show more fear of abandonment [21] and parent—child
role reversal [18]. They endure more maltreatment in an
interaction task [30] compared to children of a healthy
control group. In another study, mothers with BPD
reported that their 4-7-year-old children had higher
negative affectivity and lower effortful control compared
to children of healthy mothers [31]. This was supported
by teacher ratings of child behavior and child self-report
(story completion task).

In adolescence, disruptive behavior, attention deficit/
hyperactivity disorder (ADHD) and borderline symp-
toms appear to be more prevalent in children of moth-
ers with BPD than in children of healthy mothers [32, 33].
Maternal borderline symptoms are associated with inse-
cure, fearful attachment and poor self-perception in their
youth offspring [34]. Mahan and colleagues [35] pointed
at the link between maternal affective instability and ado-
lescent’s affective instability, emphasizing the assumption
of intergenerational transmission of BPD traits.

In sum, from infancy up to adolescence, children of
mothers with BPD have a higher risk for emotional and
behavioral problems than children of healthy mothers or
children of mothers with other mental disorders such as
depression.

Whereas the parental influence is strong in early child-
hood, peers and the social context gain relevance with
age. Nevertheless, these early years are crucial for forma-
tive experiences and shape long-lasting ideations and
schemes regarding one’s own needs, identity, and the
formation of interpersonal relationships. To promote a
healthy child development, the group intervention “Par-
enting Skills for Mothers with Borderline Personality Dis-
order” (5, English Version: 6) addresses mothers of young
children between 6 months and 6 years. Consequently,
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dysfunctional parenting can be reduced or even pre-
vented as early as possible.

Objectives

The study Parenting Skills for Mothers with BPD is part
of the consortium ProChild (“Preventing maltreatment
and promoting mental health in children of mothers with
borderline personality disorder”), funded by the Federal
Ministry of Education and Research (Bundesministerium
fir Bildung und Forschung; BMBF; 001KRI805A). Pro-
Child aims across five subprojects to:

1. Evaluate the group intervention described below in
a randomized controlled trial (subproject 1, clinical
registration: NCT04169048),

2. Identify the specific characteristics and interactional
patterns of children and their mothers with BPD
compared to dyads with maternal anxiety or depres-
sive disorders and dyads with healthy mothers (sub-
projects 2 and 3, non-intervention study registration:
DRKS00020460), and

3. Assess and derive recommendations for improved
cooperation between childcare institutions, parents,
and practitioners (subproject 5).

Subproject 4 analyzes epigenetic mechanisms in moth-
ers and their children over time.

The current study protocol relates to the clinical trial
(subproject 1). We will conduct and evaluate the first
disorder-specific parenting intervention for mothers with
BPD in a multi-center randomized controlled trial. The
intervention is conceptualized as an add-on intervention
to a completed or ongoing individual therapy focusing on
the borderline symptomatology of the mother. Participa-
tion in the group program does not substitute individual
psychotherapy. All participants must either have already
completed or actually be in an individual treatment for
their BPD.

The primary hypothesis is that the intervention has
positive effects on parenting, and decreases child abuse
potential directly after the intervention and at 6-month
follow-up compared to a waiting control group. Sec-
ondary, it is hypothesized that the intervention reduces
parental stress and enhances perceived parental compe-
tences. As well, an improvement in maternal emotion
regulation and a reduction of mental distress is expected.

Trial design
The trial is designed as a randomized, controlled, multi-
center trial with two parallel groups. Randomization
will be performed as clustered randomization with a
1:1 allocation by RedCap software for each study center
separately.
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Methods: participants, interventions,

and outcomes

Study design, recruitment, and eligibility

Participants are recruited via three academic study
centers in the German cities of Berlin, Bochum, and
Bremen. Each study center cooperates with different
in- and outpatient facilities, assisted living facilities, and
individual therapists, through which participants with
BPD are recruited. Most of these services are covered
by the public health insurance, so that we expect the
sample to be representative for mothers with BPD liv-
ing in Germany. All participants will first be screened
by a short telephone interview regarding their study
eligibility (inclusion and exclusion criteria see below).
When meeting the inclusion criteria, participants are
invited to a face-to-face diagnostic interview (Struc-
tured Clinical Interview for DSM 5; SCID CV & SCID
PD; German version: [36]; modules: mood disorders,
psychotic symptoms, substance use disorders, anxiety
disorders, posttraumatic stress disorder, BPD) to assess
BPD symptoms and comorbid diagnosis as well as child-
related psychopathology (subproject 2). Staff members
who received a 2-day training and are supervised regu-
larly conduct all diagnostic interviews. When still meet-
ing inclusion criteria, participants obtain a personal
link to complete several web-based questionnaires.
Afterwards, they are invited to a first assessment with
their child, where variables of subprojects 2, 3, and 4 are
assessed. Participants are then randomized to the inter-
vention or the waiting control group. All questionnaires
and assessments are repeated post-interventional (week
12) and at follow-up 6 months later (month 9). After
completing all assessment points, mothers randomized
to the waiting control group are offered to participate in
the parenting program (see also Table 1 SPIRIT sched-
ule of enrollment, interventions, and assessments/par-
ticipant timeline).

Participants must provide written, informed consent
before participating in the face-to-face diagnostic inter-
view. All assessments are rewarded monetary and chil-
dren receive a small gift.

Inclusion criteria:

— Mothers with diagnosed BPD having children aged
6 months to 6 years (according to the age range
addressed in the training “Parenting skills for moth-
ers with BPD”)

— Mothers and their children must be in regular
(weekly) contact or live together

— Sufficient German language competence

— Mothers with BPD must have completed or must be
currently receiving therapy for their BPD symptoms.
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Exclusion criteria:

— Acute child endangerment

— Acute suicidality

— Acute psychotic symptoms

— Acute alcohol or drug dependency
— Diagnosed intellectual disability.

Trainers delivering the intervention should:

— Befemale

— Have either kids on their own

— Or be experienced in working with patients with
BPD

— Be either licensed clinical psychotherapists or cur-
rently in training as clinical psychologists.

Having kids on their own helps trainers to understand
the difficulties of participating mothers and to classify
children’s behavior. As well, self-disclosure of the trainers
regarding problems or doubts in child rearing facilitates
mothers to open up.

Drop out criteria:

— Mothers who withdraw their participation after
being included (after interview for eligibility)

— Mothers who cannot be reached within the defined
time slots for post (week 12+2 months max.) and
follow-up (month 9+ 2 months max.) assessments; if
mothers miss out post assessment, they are still con-
tacted for follow-up.

Intervention

The manualized group-intervention “Parenting Skills for
Mothers with Borderline Personality Disorder” [5, 6] is
based on the concept of Dialectical Behavioral Therapy
[37, 38]. DBT was developed to treat severe emotion dys-
regulation in BPD and focuses on the reduction of self-
harming behavior, promotes mindfulness, and contains
skills training to better cope with stress and high tension.
BPD has proven to be effective in the treatment of BPD
[2].

The group-intervention “Parenting Skills for Moth-
ers with Borderline Personality Disorder” comprises 12
weekly 2 h-sessions covering the topics Psychoeduca-
tion, Mindfulness, Basic Needs of Children, Stress, Stress
Management, Structure and Flexibility, Dealing with
Conflicts, Dealing with Children’s and One’s Own Emo-
tions, Physical Contact and Expression, Basic Assump-
tions about Parenting, and Self-Care. In the last session,
all topics are summarized. Each session follows the same
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structure: mindfulness exercise, homework discussion,
break, introduction into new topic using a practical exer-
cise, homework for next session, take-home message.
In-between sessions, participants are requested to prac-
tice newly gained techniques or knowledge in interac-
tion with their children. Each session and the supporting
material (i.e., information sheets and homework instruc-
tions) are described in detail in the manual.

Intervention—modifications

A Critical Incident Reporting System has been estab-
lished. All serious adverse events (SAE) are documented.
A consulting Data Safety Monitoring Committee (DSMC)
is informed in cases of child or mother endangerment.
The DSMC monitors all written reports of SAEs from the
participating centers. Study exclusion only occurs in case
of serious endangerment for the mother or child.

Intervention adherence

All group trainers receive a two-day training with the
manual and role-play exercises by one of the manual’s
authors. Frequent supervisions (every third session),
video-based adherence checks, and adherence checklists
after each session monitor adherence to the manual.

Intervention—concomitant care

As the intervention is conceptualized as an add-on par-
enting program, no restrictions are set regarding con-
comitant interventions as individual psychotherapy, skills
training, or psychopharmacological medication.

Outcomes

Primary outcome

Self-reported parenting is chosen as primary outcome
as the intervention aims to reduce negative and enhance
positive parenting. Additionally, child abuse potential is
analyzed as primary outcome.

Primary outcome measures Participants obtain a pri-
vate link to complete primary outcome measures via
web-based questionnaires at day O (before interven-
tion), week 12 (directly after intervention), and month 9
(6 months after second assessment). Parenting strategies
are assessed via the Brief Parenting Scale (German EFB-K;
[39]) and the Alabama Parenting Questionnaire (German
DEAPQ-EL-GS; [40]). Physical abuse potential is assessed
using the Child Abuse Potential Inventory (CAPL [41],
German EBSK; [42]). Physical and psychological aggres-
sion towards the child is assessed via the Conflict Tactic
Scale—Parent Child (CTS-PC; [43]) and the Child Neglect
Index (CNI; [44]) filled out by the study staff and by the
trainers in the intervention group after each session.
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Secondary outcomes

In addition to direct effects on parenting and child abuse
potential, changes in parental distress and perceived
parental competencies are expected. Changes in bor-
derline-specific psychopathologies (emotion regulation,
mental distress, and borderline-specific thoughts and
feelings) are also examined.

Secondary outcome measures Participants rate their
perceived parental competence and parental stress com-
pleting the Parenting Sense of Competence Scale (Ger-
man EFB-K; 39) and the Parental Stress Index (German
EBI; [45]).

Emotion regulation is assessed via the Difficulties in
Emotion Regulation Scale (DERS; [46]), mental distress
using the Brief Symptom Inventory (BSI; [47], German:
[48]), and BPD-specific cognitions and emotions via the
Questionnaire of Thoughts and Feelings (QTF; [49]).

All variables are assessed via web-based questionnaires
on day 0 (before intervention), week 12 (after interven-
tion), month 9 (6 months after second assessment).

Additional measures

To analyze potential control variables such as mater-
nal trauma and conflicts in partnership, the Childhood
Trauma Questionnaire (CTQ; [50], German version; [51])
at day 0 and the Conflict Tactic Scale for Partners (CTS-
P; [52]) (day 0, week 12, and month 9) are applied. As an
additional exploratory aspect, maternal mentalization is
assessed using the Parental Reflective Functioning Ques-
tionnaire (PRFQ; [53]) (day O, week 12, and month 9).

Additional outcomes in the intervention group only
After each session, trainers fill out the CNI (see above)
and a form checking SAEs to check adverse events.

To assess unspecific intervention-related outcomes
such as negative intervention effects and client satisfac-
tion, a questionnaire assessing negative intervention
outcomes (INEP; [54]) and the Client Satisfaction Ques-
tionnaire (CSQ-8; [55], German ZUEF-8; [56]) are applied
directly after the last session (week 12) in the interven-
tion group only.

Power analysis and sample size

Because the primary hypothesis concerns the investiga-
tion of the effect of the intervention in contrast to the
waiting control group, power calculation is based solely
on a repeated measure, within-between ANOVA. We
strive for a statistical power of 99%; multiple-comparison
problems are considered according to Cramer et al. [57].
A conservative estimate of r=0.5 is used for the corre-
lation between repeated measures of the same outcome
to ensure enough power for outcomes with relatively
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low stability over time. Using the software G-Power,
these specifications lead to a required sample size of 110
patients (2*55 per group intervention/waiting group) to
detect an interaction when Cohen’s f for the interactions
of 2*3 ANOVA is assumed to be moderate at 0.20. Based
on our pilot groups, we assume that 10% of participants
assigned to the intervention will not start intervention
after assignment. Dropout rates from psychotherapy
trials for BPD range between 22.3% and 28.2% [58]. In
conclusion, we expect a dropout rate from baseline to fol-
low-up assessment of 25%. Therefore, we assess n=178
mothers with BPD for eligibility (=160 start the trial,
n =140 at post assessment, n =120 at follow-up).

Methods: assignment of interventions

Sequence generation: Mothers with BPS are randomly
assigned after inclusion to either control or intervention
group with a 1:1 allocation as per a computer-generated
randomization schedule (RedCap software) stratified by
site.

Concealment mechanism: Allocation concealment will
be ensured, as study staff will not release the randomi-
zation results until the participant has passed the base-
line assessments. If randomization is run before baseline
assessments, study staff running the randomization differ
from those conducting baseline assessments. Otherwise,
randomization is run after baseline assessments, and par-
ticipants are informed via telephone.

When sufficient participants are randomized to the
intervention group, personal data (name and phone
number) are passed on to the group trainers who contact
the group participants. Group trainers do not have access
to participants’ study data (diagnosis, questionnaires) or
IDs. All intervention material is passed on to the study
staff and allocated to the respective ID.

Methods: data collection, management, and analysis
Preliminary statistical analyses

Descriptive statistics, correlations of variables, drop-out
analyses, and randomization tests are analyzed first.

Statistical analyses of intervention effects
Analyses follow the intent-to-treat framework. In par-
ticular, we will use linear mixed effects models [59] with
their advantages in the handling of missing and longi-
tudinal data to analyze of our primary outcome meas-
ures. The respective statistical models will include fixed
effects for time, intervention and the interaction of
time and intervention as well as random effects for the
participants.

Differences in the effectiveness of the intervention
across three sites will be investigated. The factor site
will be included in all statistical analyses concerning the
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primary and secondary outcome measures if there are
substantive differences.

Additionally, the effect of concomitant interventions
will be investigated.

Methods: Data monitoring

Data monitoring is supervised by the Charité-BIH Clin-
ical Study Center, which is independent of the study
sponsor and has no competing interests. The trial will
be stopped once the planned N is reached. Potential
serious adverse events are monitored by the DSMC.

Auditing

The coordinating center in Berlin provides organizational
support and overview over all study related processes
(e.g., enrollment, site status and other commitments).
All processes of each subproject are determined in a
standard operating procedure (SOP) and continuously
reviewed by the study staff. Deviations from the SOP are
documented (e.g., missing data, dropouts). Recurrent
deviations are discussed in monthly meetings of all study
staff members. Regular site monitoring visits (pre-study
visits, initiation visits, and periodic monitoring visits) are
conducted.

Ethics and dissemination

Dissemination strategy

The research team will publish one primary outcome
article, describing the effect of the group intervention
on parenting and child abuse potential. Another publi-
cation will focus on the secondary gains achieved by the
intervention, testing effects on the secondary outcomes
named in the measurement section of this protocol.
Additional analyses using variables assessed for the other
subprojects will be published.

Exploratory analyses will be conducted to test for pos-
sible moderators (see above additional measures) of the
intervention effect. If any variables make a meaningful
contribution to explain the effects of the intervention on
the primary or secondary outcomes, these analyses may
result in further publications.

Results will be presented at national and international
congresses and workshops.

Ethical issues

Ethical approval for this RCT was obtained by the eth-
ics committee of the DGPs (No. RennebergBabette2019-
07-29VADM). The study is conducted in accordance with
the Helsinki Declaration. The research team members have
made sure that the study respects the following ethical
principles: all the personal data gathered are treated con-
fidentially, written informed consent is collected, data are
securely stored and the data will only be used for research
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purposes. Participation in this research study is voluntary.
Participants are reminded of their rights to withdraw from
the study without giving any reason. Data privacy is guar-
anteed: all the research data gathered during the project is
identified using pseudonyms. Personal data is being kept
under lock and is stored separately from research data.

Standard operating procedures for all study procedures
have previously been defined. Communications and pub-
lications will not enable the identification of individual
participants.

Protocol amendments
Any modifications to the study protocol which may
impact on the conduct of the study, potential benefit of
the participants or may affect participant safety (e.g.,
changes of study objectives and study design, addressed
population, sample sizes, SOPs) will require a formal
amendment to the protocol. Amendments need to be
agreed upon by the BMBF (Federal Ministry of Education
and Research) and approved by the Ethics Committee
(DGPs) prior to implementation.

Minor corrections and/or clarifications that have
no effect on the way the study is to be conducted are
protocolled.

Patient involvement

The group intervention has been developed in a con-
tinuous dialog with mothers with BPD. Before setting the
design of the study, we conducted two intervention groups
with all interviews, questionnaires, and assessments to
check for feasibility and participant’s feedback. Partici-
pant’s feedback was incorporated in the final design.

Conclusion

Main aim of this RCT is to evaluate a newly developed,
disorder-specific parenting intervention for mothers with
BPD. Using a longitudinal design, we expect the interven-
tion to have a positive effect on parenting and to decrease
the risk of child abuse (primary outcomes). Addition-
ally, we hypothesized the intervention to reduce parental
stress, enhance parental competence, improve maternal
emotion regulation, and reduce mental distress (second-
ary outcome).

We expect the intervention to enhance the opportunity
for a healthy child development. At best, in the long run,
an interruption of the transmission of violence and emo-
tion regulation is achieved.

Access to data—Intra study data sharing
A cleaned data set will be provided by the Charité-BIH
Clinical Study Center. All Principal Investigators will be
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given access to the data sets. Project data sets will be
transferred according to the standard operating proce-
dures (SOPs) defined for the project. All data sets will be
password protected and blinded of any identifying par-
ticipant information.

Ancillary and post-trial care
In case of ancillary or post-trial needs of participants,
study staff provides information, contact possibilities, or
access to consulting (e.g., family counseling) and psycho-
therapy treatment (e.g., in- or outpatient facilities).
Should this study provide evidence of the effectiveness
of the training, efforts will be made to establish the inter-
vention in in- and outpatient facilities for mothers with
BPD.

Acknowledgements
Not applicable.

Trial status

Recruitment of patients began in February 2020 with the first protocol ver-
sion following postponing due to the COVID-19 pandemic. Recruitment is
still open and will approximately be completed end of September 2023 (last
patient in).

Authors’ contributions

NH, RK, SS, and BR are principal investigators of the sub-projects P1-P4 in the
consortium ProChild and developed to the overall concept and the design

of the respective studies. BR and CR coordinate and supervise the RCT. CR
drafted the manuscript and discussed it with all co-authors. NH and BR edited
the manuscript. All authors read and approved the final manuscript.

Funding

Open Access funding enabled and organized by Projekt DEAL. The study is
funded by the Bundesministerium fir Bildung und Forschung (BMBF, grant nr.
0TKR1805A).

Availability of data and materials
Parts of the final anonymized trial data set will be available.

Declarations

Consent for publication
Not applicable.

Competing interests

Charlotte Rosenbach and Babette Renneberg are co-authors of the manual
“Borderline and motherhood”. Babette Renneberg has received research
grants by the BMBF (see below) to conduct the presented study.

Nina Heinrichs serves as an international advisory board member for the Triple
P parenting program, and she is part of the Triple P Research Network. She
participated (and is participating) in research studies involving other parenting
programs, such as the Parenting for Lifelong Health (PLH) program.

The other author(s) declared no potential conflicts of interest with respect to
the research, authorship, and/or publication of this article.

Author details

'Department of Education and Psychology, Freie Universitit Berlin, Berlin,
Germany. “Department of Psychology, Universitat Bremen, Bremen, Germany.
3Faculty of Psychology, Ruhr-University Bochum, Bochum, Germany.

Received: 8 December 2021 Accepted: 7 July 2022
Published online: 23 July 2022



Rosenbach et al. Trials

(2022) 23:589

References

1.

2.

20.

Gunderson JG, Herpertz S, Skodol A, Torgersen S, Zanarini M. Borderline
personality disorder. Nat Rev Dis Primers. 2018;4:18029.

Storebg OJ, Stoffers-Winterling JM, Volim BA, Kongerslev MT, Mattivi JT,
Jorgensen MS, et al. Psychological therapies for people with borderline
personality disorder. Cochrane Database Syst Rev. 2020;5(5):Cd012955.
Gunderson JG, Stout RL, McGlashan TH, Shea MT, Morey LC, Grilo CM,

et al. Ten-year course of borderline personality disorder. psychopathology
and function from the collaborative longitudinal personality disorders
Study. Arch Gen Psychiatry. 2011,68(8):827-37.

Renneberg B. Borderline Personlichkeitsstérung. Lengerich: Pabst Science
Puplishers. 2003.

Buck-Horstkotte S, Renneberg B, Rosenbach C. Mitter mit Borderline-
Personlichkeitsstérung: Das Trainingsmanual “Borderline und Mutter sein!
Weinheim: Beltz; 2015.

Rosenbach C, Buck-Horstkotte S, Renneberg B. Parenting skills for moth-
ers with BPD - a group training. 2020. https://doi.org/10.17169/refub
ium-26189.

Eyden J, Winsper C, Wolke D, Broome MR, MacCallum F. A systematic
review of the parenting and outcomes experienced by offspring of
mothers with borderline personality pathology: potential mechanisms
and clinical implications. Clin Psychol Rev. 2016;47:85-105.

Florange JG, Herpertz SC. Parenting in patients with borderline personal-
ity disorder, sequelae for the offspring and approaches to treatment and
prevention. Curr Psychiatry Rep. 2019;21(2):9.

Petfield L, Startup H, Droscher H, Cartwright-Hatton S. Parenting in moth-
ers with borderline personality disorder and impact on child outcomes.
Evid Based Mental Health. 2015;18(3):67-75.

Stepp SD, Whalen DJ, Pilkonis PA, Hipwell AE, Levine MD. Children

of mothers with borderline personality disorder: identifying parent-

ing behaviors as potential targets for intervention. Personal Disord.
2012;3(1):76-91.

. Marcoux AA, Bernier A, Séguin JR, Boike Armerding J, Lyons-Ruth K. How

do mothers with borderline personality disorder mentalize when inter-
acting with their infants? Personal Ment Health. 2017;11(1):14-22.
Schacht R, Hammond L, Marks M, Wood B, Conroy S. The relation
between Mind-mindedness in mothers with borderline personality dis-
order and mental state understanding in their children. Infant Child Dev.
2013;22(1):68-84.

Elliot RL, Campbell L, Hunter M, Cooper G, Melville J, McCabe K, et al.
When I look into my baby’s eyes ... infant emotion recognition by
mothers with borderline personality disorder. Infant Ment Health J.
2014;35(1):21-32.

Newman L, Stevenson C, Bergman LR, Boyce P. Borderline personality dis-
order, mother-infant interaction and parenting perceptions: preliminary
findings. Aust N Z J Psychiatry. 2007;41:598-605.

Kiel E, Viana A, Tull M, Gratz K. Emotion socialization strategies of mothers
with borderline personality disorder symptoms: the role of maternal
emotion regulation and interactions with infant temperament. J Pers
Disord. 2017,31(3):399-416.

Kluczniok D, Boedeker K, Hindi Attar C, Jaite C, Bierbaum A-L, Fuehrer D,
et al. Emotional availability in mothers with borderline personality disor-
der and mothers with remitted major depression is differently associated
with psychopathology among school-aged children. J Affect Disord.
2018;231:63-73.

Hobson RP, Patrick MPH, Hobson JA, Crandell L, Bronfman E, Lyons-Ruth
K. How mothers with borderline personality disorder relate to their year-
old infants. Br J Psychiatry. 2009;195:325-30.

Macfie J, Kurdziel G, Mahan RM, Kors S. A mother’s borderline personality
disorder and her sensitivity, autonomy support, hostility, fearful/diso-
riented behavior, and role reversal with her young child. J Pers Disord.
2017,31(6):721-37.

Ramsauer B, Mihlhan C, Mueller J, Schulte-Markwort M. Parenting stress
and postpartum depression/anxiety in mothers with personality disor-
ders: indications for differential intervention priorities. Eur Child Adolesc
Psychiatry. 2016;25(6):589-600.

Renneberg B, Rosenbach C."There is not much help for mothers like me":
parenting skills for mothers with borderline personality disorder - a newly
developed group training program. Borderline Personal Disord Emot
Dysregul. 2016;3:1-7.

21.

22.

23.

24,

25.

26.

27.

28.

29.

30.

31

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

Page 9 of 10

Macfie J, Swan SA, Fitzpatrick KL, Watkins CD, Rivas EM. Mothers with
borderline personality and their young children: adult attachment inter-
views, mother—child interactions, and children’s narrative representations.
Dev Psychopathol. 2014,26(2):539-51.

Hiraoka R, Crouch JL, Reo G, Wagner MF, Milner JS, Skowronski JJ. Border-
line personality features and emotion regulation deficits are associated
with child physical abuse potential. Child Abuse Negl. 2016;52:177-84.
Dittrich K, Boedeker K, Kluczniok D, Jaite C, Attar CH, Fuehrer D, et al.
Child abuse potential in mothers with early life maltreatment, borderline
personality disorder and depression. Br J Psychiatry. 2018;213(1):412-8.
Feldman RB, Zelkowitz P, Weiss M, Vogel J, Heyman M, Paris J. A compari-
son of the families of mothers with borderline and nonborderline person-
ality disorders. Compr Psychiatry. 1995;36(2):157-63.

Barnow S, Aldinger M, Arens EA, Ulrich |, Spitzer C, Grabe H-J, et al. Mater-
nal transmission of borderline personality disorder symptoms in the com-
munity-based Greifswald Family Study. J Pers Disord. 2013;27(6):806-19.
Barnow S, Spitzer C, Grabe HJ, Kessler C, Freyberger HJ. Individual charac-
teristics, familial experience, and psychopathology in children of mothers
with borderline personality disorder. J Am Acad Child Adolesc Psychiatry.
2006;45(8):.965-72.

Crandell LE, Patrick MPH, Hobson RP ‘Still-face’interactions between
mothers with borderline personality disorder and their 2-month-old
infants. Br J Psychiatry. 2003;183(3):239-47.

Apter G, Devouche E, Garez V, Valente M, Genet M-C, Gratier M, et al.

The still-face: a greater challenge for infants of mothers with borderline
personality disorder. J Pers Disord. 2017;31(2):156-69.

Whalen DJ, Kiel EJ, Tull MT, Latzman RD, Gratz KL. Maternal borderline
personality disorder symptoms and convergence between observed
and reported infant negative emotional expressions. Personal Disord.
2015;6(3):229-38.

Trupe RD, Macfie J, Skadberg RM, Kurdziel G. Patterns of emotional
availability between mothers and young children: associations with risk
factors for borderline personality disorder. Infant Child Dev. 2018;27(1):
e2046.

Mena CG, Macfie J, Strimpfel JM. Negative affectivity and effortful control
in mothers with borderline personality disorder and in their young
children. J Pers Disord. 2017;31(3):417-32.

Weiss M, Zelkowitz P, Feldman RB, Vogel J, Heyman M, Paris J. Psychopa-
thology in offspring of mothers with borderline personality disorder: a
pilot study. Can J Psychiatry. 1996;41(5):285-90.

Frankel-Waldheter M, Macfie J, Strimpfel J, Watkins CD. Effect of maternal
autonomy and relatedness and borderline personality disorder on ado-
lescent symptomatology. Personal Disord. 2015;6(2):152-60.

Herr NR, Hammen C, Brennan PA. Maternal borderline personality disor-
der symptoms and adolescent psychosocial functioning. J Pers Disord.
2008;22(5):451-65.

Mahan RM, Kors SB, Simmons ML, Macfie J. Maternal psychological con-
trol, maternal borderline personality disorder, and adolescent borderline
features. Personal Disord. 2018;9(4):297-304.

Beesdo-Baum K, Zaudig M, Wittchen H. Strukturiertes Klinisches Interview
fiar DSM-5®. Deutsche Bearbeitung des Structured Clinical Interview for
DSM-5® — von Michael B. First, Janet BW. Williams, Lorna Smith Benjamin,
Robert L. Spitzer. Gottingen: Hogrefe; 2019.

Linehan MM. Cognitive-behavioral treatment of borderline personality
disorder. New York, NY, US: Guilford Press; 1993. p. 558.

Linehan MM. DBT Skills Training Manual. 2nd ed. New York: The Guilford
Press; 2015.

Miller Y. Erziehung von Kindern im Kindergartenalter. Erziehungsverhalten
und Kompetenziiberzeugungen von Eltern und der Zusammenhang zu
kindlichen Verhaltensstérungen. Braunschweig: Technische Universitat;
2001. https://doi.org/10.24355/dbbs.084-200511080100-19.

Reichle B, Franiek S. Erziehungsstil aus elternsicht. deutsche erwei-

terte version des alabama parenting questionnaire fir grundschul-
kinder (DEAPQ-EL-GS). Z Entwicklungspsychol Padagog Psychol.
2009;41(1):12-25.

Milner JS. The Child Abuse Potential Inventory. Manual. Webster, NC:
Psytec Corporation; 1986.

Deegener G, Spangler G, Kérner W, Becker N. EBSK. Elternbelastungss-
creening zur Kindeswohlgeféhrdung. Deutsche Form des Child Abuse
Potential Inventory (CAPI) von Joel S. Milner. Géttingen: Hogrefe; 2009.


https://doi.org/10.17169/refubium-26189
https://doi.org/10.17169/refubium-26189
https://doi.org/10.24355/dbbs.084-200511080100-19

Rosenbach et al. Trials

43.

44,

45.

46.

47.

48.

49.

50.

51

52.

53.

54.

55.

56.

57.

58.

59.

(2022) 23:589

Straus MA, Hamby SL, Finkelhor D, Moore DW, Runyan D. Identification of
child maltreatment with the parent-child conflict tactics scales: develop-
ment and psychometric data for a national sample of American parents.
Child Abuse Negl. 1998;22(4):249-70.

Trocmé N. development and preliminary evaluation of the ontario child
neglect index. Child Maltreat. 1996;1(2):145-55.

Troster H. Eltern-Belastungs-Inventar (EBI). Deutsche Version des Parent-
ing Stress Index (PSI) von R.R. Abidin. Gottingen: Hogrefe; 2010.

Gratz KL, Roemer L. multidimensional assessment of emotion regulation
and dysregulation: development, factor structure, and initial validation of
the difficulties in emotion regulation scale. J Psychopathol Behav Assess.
2004,26(1):41-54.

Derogatis LR. Brief Symptom Inventory. Baltimore: Clinical Psychometric
Research. 1975.

Franke GH. BSI. Brief Symptom Inventory - Deutsche Version. Manual. Got-
tingen: Beltz; 2000.

Renneberg B, Seehausen A. Fragebogen zu Gedanken und Gefiihlen
(FGG): Ein Screening Instrument fiir Borderline-spezifisches Denken. Z
Klin Psychol Psychother. 2010;39:170-8.

Bernstein DP, Fink L. Childhood Trauma Questionnaire: A retrospective
self-report. San Antonio, TX: The Psychological Corporation; 1998.
Wingenfeld K, Spitzer C, Mensebach C, Grabe HJ, Hill A, Gast U, et al.

Die deutsche Version des Childhood Trauma Questionnaire (CTQ): erste
Befunde zu den psychometrischen Kennwerten. Psychother Psychosom
Med Psychol. 2010;60:442-50.

Straus MA, Hamby SL, Boney-McCoy S, Sugarman DB. The revised Conflict
Tactics Scales (CTS2): development and preliminary psychometric data. J
Fam. 1996;17(3):283-316.

Luyten P, Mayes LC, Nijssens L, Fonagy P. The parental reflective function-
ing questionnaire: development and preliminary validation. PLoS ONE.
2017;12(5): €0176218.

Ladwig |, Rief W, Nestoriuc Y. Welche risiken und nebenwirkungen hat
psychotherapie? - entwicklung des Inventars zur Erfassung Negativer
Effekte von Psychotherapie (INEP). Verhaltenstherapie. 2014;24:252-63.
Attkisson CC, Zwick R. The client satisfaction questionnaire. psychometric
properties and correlations with service utilization and psychotherapy
outcome. Eval Program Plann. 1982;5(3):233-7.

Schmidt J, Lamprecht F, Wittmann WW. Zufriedenheit mit der stationdren
Versorgung. Entwicklung eines Fragebogens und erste Validitdtsuntersu-
chungen. Psychother Psychosom Med Psychol. 1989;39(7):248-55.
Cramer AO, van Ravenzwaaij D, Matzke D, Steingroever H, Wetzels R,
Grasman RP, et al. Hidden multiplicity in exploratory multiway ANOVA:
Prevalence and remedies. Psychon Bull Rev. 2016;23(2):640-7.

liakis EA, llagan GS, Choi-Kain LW. Dropout rates from psychotherapy
trials for borderline personality disorder: a meta-analysis. Personal Disord.
2021;12(3):193-206. https://doi.org/10.1037/per0000453 (Epub 2021 Feb
15. PMID: 33591777).

Baayen RH, Davidson DJ, Bates DM. Mixed-effects modeling with crossed
random effects for subjects and items. J Mem Lang. 2008;59(4):390-412.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Page 10 of 10

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions



https://doi.org/10.1037/per0000453

	Study protocol for a multi-center RCT testing a group-based parenting intervention tailored to mothers with borderline personality disorder against a waiting control group (ProChild*-SP1)
	Abstract 
	Backgroundaims: 
	Method: 
	Discussion: 
	Trial registration: 

	Introduction
	Background
	Mothers with BPD
	Children of mothers with BPD

	Objectives
	Trial design

	Methods: participants, interventions, and outcomes
	Study design, recruitment, and eligibility
	Intervention
	Intervention—modifications
	Intervention adherence
	Intervention—concomitant care

	Outcomes
	Primary outcome
	Primary outcome measures 

	Secondary outcomes
	Secondary outcome measures 

	Additional measures
	Additional outcomes in the intervention group only

	Power analysis and sample size
	Methods: assignment of interventions
	Methods: data collection, management, and analysis
	Preliminary statistical analyses
	Statistical analyses of intervention effects

	Methods: Data monitoring
	Auditing
	Ethics and dissemination
	Dissemination strategy
	Ethical issues

	Protocol amendments
	Patient involvement

	Conclusion
	Access to data—Intra study data sharing
	Ancillary and post-trial care

	Acknowledgements
	References


