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ABSTRACT

Background: Suicide is the leading cause of death in adolescents. Furthermore, up to one
quarter of adolescents who self-harm will repeat self-harm within one year, highlighting the
need for evidence-based prevention and treatment services. Mentalization Based Therapy
(MBT) has yielded promising outcomes for individuals who self-harm, however to date only
one study has examined MBT in adolescents, wherein the treatment protocol consisted of
individual and family therapy. Currently, there has been no development or examination of
MBT-A in a group format for adolescents.

Methods/Design: The present study is a randomised controlled single blind feasibility trial
that aims to (1) adapt the original explicit MBT introductory group manual for an adolescent
population (MBT-Ai) and to (2) assess the feasibility of MBT-Ai through examination of
consent rates, attendance, attrition and self-harm. Participants are adolescents presenting to
Child and Adolescent Mental Health Services (CAMHS) with self-harming behaviors within
the last 6 months. Young people will be randomised to a 12-week MBT-A1 group plus
treatment as usual (TAU) or TAU alone. Participants will be assessed at baseline and at 12-,
24- and 36-weeks post-baseline.

Discussion: This paper describes the development of a treatment manual and the protocol of
a randomised controlled feasibility trial of MBT-A1 aimed at treating adolescents who self-
harm. Further investigation of a full-scale trial will be necessary to instill benefits if pilot
results suggest efficacy.

Trial registration: NCT02771691
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1. Background

Suicide is a leading cause of death in adolescence worldwide (Centers for Disease Control,
2014; WHO, 2017), resulting in over 67,000 deaths in adolescents aged 10-19 in 2015, or
approximately 184 deaths a day (World Health Organization, 2017). Psychiatric history,
suicide intent and self-harm are among the strongest risk factors for suicide, with evidence
suggesting self-harm increases the risk of death by suicide approximately 10-fold (Hawton &
Harriss, 2007, Chan et al., 2016). Although true prevalence of self-harm is difficult to depict
based on varying definitions, the most well-known cross-sectional study to date documented
a life-time prevalence of self-harm to be 27.6% in adolescents across 11 European countries,
highlighting the scope of the problem (Brunner et al., 2014). Furthermore, repetition of self-
harm is alarmingly common, and between 10-25% of adolescents will repeat self-harm within
a year (Hawton & Harriss, 2008; Hawton & James, 2005)

Self-harm often occurs within the context of a wider, complex mental health presentation,
including the interaction of a variety of social, psychological and cultural factors (Hawton,
Saunders & O’Connor, 2012). Personality traits apparent in adult borderline personality
disorder (BPD), including emotion dysregulation and decreased social functioning, have been
found to be predictive of and common within young people who self-harm (Mikolajczak,
Petrides & Hurry, 2009; Crowell et al., 2012). Individuals with BPD show reduced capacities
to mentalize - the imaginative mental activity that enables us to perceive and interpret human
behaviour in terms of intentional mental states (e.g., needs, desires, feelings, beliefs, goals,
purposes, and reasons) (Allen, Fonagy & Bateman, 2008; Bateman & Fonagy, 2006).
Mentalizing deficits are linked to problems with emotional regulation and impulsivity,
especially within interpersonal interactions. This is frequently associated with significant
emotional distress, self-harm and crisis presentations.

There is an urgent need to reduce the high rates of repetition of self-harm seen within
adolescents. Appropriate early intervention can often also prevent the escalation of parallel
emotional distress and functional impairments. A recent meta-analysis by Ougrin and
colleagues (2015) evidenced promising effects for three therapeutic interventions, namely
cognitive behavioural therapy, dialectal behaviour therapy, and mentalization-based therapy —
however, none of these effects had been independently replicated. This emphasizes the need
for further examination. Furthermore, there remains a gap between clinical practice and
research evidence, whereby best-practice within clinical settings is often based on
interventions with little to no evidence (Burns et al., 2005). The need to further develop and
replicate trials for self-harm in adolescence has been highlighted throughout the literature
(Ougrin et al., 2015; Ougrin et al., 2012; De Silva et al., 2013; Hawton et al., 2015).

Mentalization Based Therapy (MBT) was initially developed for the treatment of adults
with a diagnosis of borderline personality disorder (BPD). It is proposed that a fragile
mentalizing capacity vulnerable to social and interpersonal interaction is a core feature of the
disorder (Bateman & Fonagy, 2010). Within this adult population, MBT reduced depression,
anxiety, suicidal and self-mutilatory acts; and inpatient days, and improved social and
interpersonal function in comparison to treatment as usual (Bateman & Fonagy, 1999) with
continued improvements at eighteen months (Bateman & Fonagy, 2001). MBT has also been
shown to be effective in an adult outpatient setting (Bateman & Fonagy, 2009). These
findings require independent replication.

There are very few randomised controlled trials (RCTs) to date which have evaluated
MBT for adolescents (MBT-A). Rossouw & Fonagy (2012) found that MBT-A was more
effective than treatment as usual for adolescents who self-harm, with a recovery rate of 44%
in comparison to 17%. The treatment protocol involved weekly individual MBT-A sessions
and monthly MBT family therapy (MBT-F). We are aware of one other mentalization-based
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therapy trial for adolescents in progress. Beck et al (2016) are investigating a group-based
mentalization-based treatment programme for adolescents with BPD or subthreshold BPD.
Given that the evidence base for MBT-A is still in its infancy, it is not yet possible to
determine which modalities of MBT (individual, group, family) are most effective or
instrumental in any observed clinical change.

Our own programme consists of an adaptation of an explicit introductory MBT group with
adults (MBTi; Karterud & Bateman, 2011). One of the aims of this introductory group is the
development of MBT knowledge about underlying principles and concepts of mentalization.
Whilst MBTi for the adult population is designed as a precursor to a combination of MBT
individual and implicit group therapy, our MBT-Ai programme incorporates a number of
experiential tasks and role plays that not only provide psychoeducation about mentalization
but also encourage the application of mentalization principles to common interpersonal
dilemmas. Our adolescent population present to National Health Service (NHS) Child and
Adolescent Mental Health Services (CAMHS) with difficulties relating to self-harm
behaviours, emotional distress and interpersonal problems. In this paper we describe the
development of a novel group-based MBT-Ai programme and the methodology of the present
study, a pilot RCT comparing MBT-A1 plus treatment as usual (TAU) to TAU alone.

2. Methods/Design

2.1 Aims and hypotheses

The present study aims to evaluate the feasibly and effects of 12 week MBT-A1i for the
reduction of self-harm and crisis presentations in a group of young people already receiving
treatment within specialist NHS Child and Adolescent Mental Health Services. The following
study methodology will be reported in accordance with the Standard Protocol Items:
Recommendations for Interventional Trials (SPIRIT) statement and guidelines (Chan et al.,
2013). See figure 1.

Primary research questions:

1. What proportion of potential participants consent to participate in a randomised
controlled trial comparing Mentalization Based Treatment for Adolescents delivered
as group therapy plus treatment as usual to treatment as usual alone?

2. Does Mentalization Based Treatment for Adolescents delivered as group therapy
provide an acceptable treatment option for adolescents who self-harm?

Secondary research questions:

1.  What are the clinical characteristics of this group at entry to the study?

2. What are the clinical characteristics of this group at the end of intervention and at
follow-up?

3. Does receipt of Mentalization Based Treatment for Adolescents delivered as group
therapy plus treatment as usual lead to reduced self-harm and crisis presentations
compared to treatment as usual alone?

4. Are the study procedures appropriate and acceptable?

2.2 Study design

This study is a two-arm, single (rater) blind, randomised controlled trial registered with
ClinicalTrials.gov (Trial registration: NCT02771691).
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Figure 1. SPIRIT recommended content for the schedule of enrolment, interventions, and
assessments.

STUDY PERIOD

Enrolment | Allocation Post-allocation Close-out
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2.3 Setting

The project involves a collaboration between NHS Lothian CAMHS clinicians and the
University of Edinburgh. NHS Lothian CAMHS serves a population of approximately
160,000 young people under 18 years and provides a range of outpatient and more specialist
services. Staff from non-inpatient Tier 4 services, which include day programmes and
assertive outreach teams, have received training in Adolescent Mentalization-Based
Integrative Treatment (AMBIT) (Bevington et al., 2013). Four trained MBT therapists from
this service developed and piloted the MBT-Ai group manual under supervision provided by
the Anna Freud Centre.

2.4 Participants

Up to sixty adolescent participants will be recruited from NHS Lothian CAMHS.
Inclusion criteria are as follows: (1) Aged 12-18 years (2) self-harm behaviour in the past 6
months (3) in receipt of treatment from NHS Lothian CAMHS (4) competent and willing to
provide written, informed consent. Participants will be excluded based on the following
criteria: (1) severe learning disability or pervasive developmental disorder (2) acute psychotic
episode (3) eating disorder in the absence of self-harm (4) non-English speaking (5) current
involvement in other ongoing treatment research.

The sample size of n=60 was deemed achievable given previous referral rates into the pilot
stages of the project and the number of young people within CAMHS who present with self-
harm behavior. Allowing for likely attrition, this sample size will give us sufficient data in
order to report on response rates, follow-up rates, safety information and attrition, as well as
the clinical characteristics of our study population at the beginning and end of the trial and
follow-up. Please see figure 2.
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Figure 2. Participant/study flow chart
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2.5 Procedure
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(e.g. psychiatrists, community mental health workers, psychologists, etc.) will be given
information about the study and asked to identify young people they consider to meet the
inclusion/exclusion criteria. The clinician will be asked to tell the young person about the
study, offer them a participant information sheet and ask them if they want to consider taking
part. Self-referrals will also be accepted for those who wish to participate in the trial and who
have been informed of the trial via the trial poster or client leaflet. If any young person self-
refers to the trial, they will be informed that the researcher will need to contact their clinical
care team to inform them of their interest in the trial and to check details regarding
inclusion/exclusion criteria. The treating clinician must also confirm that the young person
has capacity to consent.

If a young person expresses interest in the trial, they will be provided with a Participant
Information Sheet and given at least 24 hours to consider their involvement. The research
assistant will then contact the young person and, if they wish to participate, arrange an
appointment with them in order to discuss any queries before, if appropriate, obtaining the
participant's consent. We will apply the principle of direct consent for all potential
participants. For those under the age of 14 years, we will provide an information sheet for
parents/guardians. During the recruitment/consenting process the researcher will ensure that
the young person is fully informed of the randomization process and their chances of
receiving MBT-Ai group therapy.

Once informed and written consent has been obtained, baseline measures will be
completed. Measures will be completed within a single 30-minute session at each time point
wherever possible. Primary and secondary outcomes will be carried out at baseline and 12, 24
and 36 weeks. Assessment of putative mechanisms will additionally take place at 6 week
intervals. Case note review will be completed at the end of treatment.

Participants will be withdrawn from the trial if they withdraw consent. A distinction will
be made as to whether the individual is withdrawing consent from further trial treatment only
or withdrawing from trial treatment and follow-up. Drop-out rates to each arm will be
reported.

2.6 Randomisation/treatment allocation

Randomisation (at the individual level) will be independent and concealed, using
randomised-permuted blocks adjusted to permit access to group treatment without undue
delay. The Research Assistants evaluating baseline and the study outcomes will be blind to
randomized allocation. Masking will be maintained using a wide range of measures. All trial
unblindings will be reported to the Trial Manager who will implement corrective action if
necessary. Group allocation will remain concealed until completion of the ratings.

Following randomization, the allocation will be made known to the participant, their
clinical team, and the trial therapist (as appropriate). If the participant is randomised to MBT-
A1 plus TAU then the participant will meet briefly with a qualified therapist for orientation to
the MBT-Ai group programme. They will be offered 12-24 sessions of group-based MBT-Ai
on a weekly basis. If a participant is randomised to TAU, then they will receive only TAU.
Referrers will not be asked to withhold any treatment as this was considered to be unethical.
Both conditions will receive an assessment session conducted by a researcher who is blind
and independent to the treatment group at baseline, 12 weeks, 24 weeks and 36 weeks. A
further self-report questionnaire (the Reflective Functioning Questionnaire for Youths; Ha et
al., 2013) will be additionally administered at 6 weeks, 18 weeks and 30 weeks in order to
measure potential changes in young people’s capacity to mentalize.

With the participant's consent, further information will be collated from case note
review/routinely collected information held in NHS Lothian electronic patient records. The
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information will be used to collect additional information about any potential self-harm
behaviour or crisis presentations to the NHS as well as to contextualize the TAU package
through populating the relevant sections of the Client Service Receipt Inventory (CSRI;
Beecham & Knapp, 1992) which will be adapted for use with our adolescent population. The
relevant sections of the CSRI will provide a standardized measure of health services accessed
by the young people over the study period. Other variables to be recorded include gender,
age, number of treatment sessions received, service engagement and dropout rate.

2.7 Study arms

a) Mentalization Based Treatment for Adolescents (MBT-Ai) group therapy

Up to 10 young people will attend each group. The active treatment will be delivered by
appropriately qualified MBT-A trial therapists under the supervision of an MBT accredited
supervisor. Fidelity to protocol and adherence to the principles of MBT will be monitored
during supervision and checked by means of audiotape rated by an experienced MBT
clinician independent of the delivery of either intervention (subject to participants consenting
to sessions being taped. Failure to consent to taped sessions will not affect participation in the
intervention).

The MBT-A1 group programme bases its foundations in the MBTi adult manual (Karterud
& Bateman, 2011). The adult MBTi model consists of twelve weekly 1.5-hour group sessions
facilitated by two therapists with 6-12 members. Adult MBTi sessions include an
introduction to the concept of mentalization, emotional literacy, attachment relationships,
information on personality disorders, anxiety and depression, and an MBT treatment
programme overview. Clinicians from NHS Lothian Tier IV services (designed for
complex/severe presentations where more intensive input is required) are trained in
Adolescent Mentalization Based Integrative Therapy (AMBIT; Bevington et al., 2013) and
therefore use mentalization based principles and interventions in their therapeutic work. The
MBT-Ai group was therefore designed to either accompany other mentalization based
interventions or to act as a standalone mentalization group programme. The target population
was adolescents displaying impulsive self-harming. This group of young people was also
likely to experience interpersonal difficulties and problems with emotional dysregulation.
MBT-AI takes place over twelve sessions facilitated by two MBT trained clinicians with up
to ten participants in each group. The group aims are:

* Introduce concepts of mentalization, attachment and encourage emotional literacy.

*  Encourage reflection on interpersonal relationship patterns and their development.

* Reflect on how these concepts effect emotional expression, behaviour and mental
health.

*  Prepare young people for longer-term therapeutic relationships.

*  Elicit more detail about individual mentalizing capacity.

Significant modifications to the original adult manual were made to omit descriptions of
an MBT programme and the psychoeducation sessions on personality disorders. Adaptations
were also made to make it more acceptable and engaging to an adolescent population, to
provide greater experiential content and to encourage the application of mentalization
techniques to common daily dilemmas. Changes included:

* Shorter sessions: MBTi suggests 1.5 hour sessions however, in our experience,
adolescents’ ability to tolerate long group sessions is reduced, therefore MBT-Ai
sessions were limited to 1.25 hours.

* Interactive techniques (warm up games, worksheets, video clips etc.) to support
participation and promote learning

*  Simplified language and more sessions on complex concepts
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*  More sessions on emotional literacy to consolidate basic emotional language before
progressing to the more complex concept of emotion regulation.

Following service user feedback elicited during a focus group during the development
phase of MBT-AI, significant modifications were made to the MBT-A1 manual including
reducing the written content of handouts, increasing the number of interactive exercises, and
closing the group after three missed sessions to improve group cohesion and participation.

b) Treatment as Usual (TAU)

Participants randomized to TAU will receive treatment as usual from NHS Lothian
CAMHS. 1t is expected that TAU will consist of a combination of key worker input,
psychological/psychosocial intervention and medication. TAU will be delivered according to
national and local service protocols and guidelines and will not be standardised for the
purposes of the research. In order to establish the parameters of the TAU package, service use
will be measured using an adapted version of the Client Service Receipt Inventory (Beecham
& Knapp, 1992).

3. Data Collection

3.1 Outcome measures

In order to address the primary research questions, the main outcomes will be the
proportion of young people who consent to randomisation, and attendance and attrition rates
monitored by group facilitators on a weekly basis.

In order to answer the secondary research questions, the outcome measures will be as
follows:

*  Self-harm and risk-taking as measured by the self-harm and risk-taking subscales of
the Risk-Taking and Self-Harm Inventory (RTSHI; Vrouva et al., 2010). This is a
self-report measure designed to assess adolescent risk-taking and self-harm in
community and clinical settings. In the original study, both the self-harm and risk-
taking factors of the RTSHI have evidenced high internal consistency, test-retest
reliability and sufficient validity in youth.

e Self-harm related hospital use as reported in clinical records and/or via NHS Lothian
electronic patient records

* Emotional distress (anxiety and depression) as measured by the Revised Child
Anxiety and Depression Scale (RCADS; Chorpita et al., 2000). RCADS has
evidenced reliability and validity in both clinical (Chorpita, Moffitt & Gray, 2005)
school-based samples of children and adolescents (Van Oort et al., 2009; Piqueras et
al., 2007).

* Mentalization as measured by the self-report Reflective Functioning Questionnaire
for Youths (RFQ-Y; Ha et al., 2013). This measure has evidenced adequate internal
consistency, convergent validity and reliability in adolescent samples.

* Emotion regulation as measured by the Difficulties in Emotion Regulation Scale
(DERS; Gratz & Roemer, 2004). This measure has evidenced high internal
consistency, adequate validity and good test-retest reliability in young adults (Gratz
& Roemer, 2004) and adolescents (Weinberg & Klonsky, 2009).

* Interpersonal sensitivity as measured by the Interpersonal Sensitivity Measure (ISM;
Boyce & Parker, 1989). Validity and reliability has been evidenced in populations
diagnosed with depression and anxiety (Boyce & Parker, 1989; Harb et al., 2002).

* Borderline Traits as measured by the 11-item short version of the Borderline
Personality Features Scale for Children (BPFSC; Sharp et al., 2014). In the original
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study, satisfactory construct and criterion validity in adolescent samples were
established.

e Attachment as measured by the 12-item short version of the Experiences in Close
Relationships Scale—Revised Child version (ECRS-RC; Brenning et al., 2014). This
instrument has shown excellent validity and reliability in youth samples (Brenning et
al., 2014).

All measures will be administered at baseline, 12, 24 and 36 weeks. In addition,
mentalization as assessed by the RFQ-Y will be additionally taken at 6, 18 and 30 weeks. All
measures will be carried out by the Research Assistants who will be graduates with a good
undergraduate degree in Psychology. The RA will be trained by chief investigator/principal
investigator and receive weekly supervision on all aspects of their role.

3.2 Statistical analysis

As a feasibility study, the majority of our reporting will be descriptive. However, in order
to assess whether the receipt of MBT-Ai plus TAU compared to TAU alone leads to reduced
self-harm and crisis presentations we will also carry out intention-to-treat analyses to
determine treatment effects on the primary and secondary outcome measures, adjusting for
pre-specified baseline covariates. An exploratory repeated measures regression model,
adjusting for baseline measures (including age, gender, and the baseline measure of the
outcome of interest) will be fitted to assess the treatment effects on the primary and
secondary outcome measures and the evolution of these treatment effects over time. We will
also explore subscales of the outcome measures to see if there is strong treatment signals
within these sub scales. Exploratory linear multiple regressions, in which all predictors and
covariates are entered independently into the regression algorithm to avoid any artificial
inflation of estimated R?, will be adopted to investigate the mediational effects of the putative
underlying mechanisms of change. We will also examine the effect of number of sessions
received as a putative moderator.

3.3 Ethics approvals

Ethical approval was received from the South East Scotland Research Ethics committee
(REC No: 15/SS/0142). Consent to participate will be required prior to participation in this
study.

4. Discussion

This paper describes the development of a group-based MBT-Ai and the protocol for a
RCT pilot that aims to compare MBT-A1i plus TAU to TAU alone on the reduction of self-
harm in a Child and Adolescent Mental Health Service. Mentalisation-based therapy has
shown promising effects (Rossouw & Fonagy, 2012) in adolescents who self-harm, however
to date only this single trial of MBT-A has been completed. Furthermore, there is currently
no evidence for group-based MBT-Ai. It is not known which MBT modality (individual,
group, family) is most effective, nor how long therapy needs to last in order to confer benefit.
As we know that clinical CAMH services are stretched for resources, comparatively brief,
group-based MBT-Ai could potentially increase access to treatment for young people who
self-harm, translating into feasible practice. Furthermore, by employing a multiple-time point
data methodology, we will be able to examine when and if MBT-A1 yields changes related to
risk-taking, self-harm, distress and interpersonal outcomes in young people who self-harm.
If MBT-A1 shows signals that the intervention is potentially beneficial in this population, the
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researchers will seek further funding to continue protocol development and conduct a larger-
scale RCT in order to confirm efficacy.

List of Abbreviations

AMBIT Adolescent Mentalization-Based Integrative Treatment

BPD Borderline Personality Disorder
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CAMHS Child and Adolescent Mental Health Services
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CSRI Client Service Receipt Inventory

DERS Difficulties in Emotion Regulation Scale

ECRS-RC Experiences in Close Relationships Scale—Revised Child version
ISM Interpersonal Sensitivity Measure

MBT Mentalization Based Therapy

MBT-A Mentalization Based Treatment for Adolescents

MBT-Ai Mentalization Based Treatment for Adolescents — Group format
MBT-F Mentalization Based Treatment — Family Therapy

MBTi Mentalization Based Treatment — Introductory

NHS National Health Service

RA Research Assistant

RCADS Revised Child Anxiety and Depression Scale
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RFQ-Y Reflective Functioning Questionnaire for Youths
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SPIRIT Standard Protocol Items: Recommendations for Interventional Trials
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