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The aim of the present study is to optimize treatment selection by examining patient
characteristics that predict (differential) treatment response across DBT and ST. These
characteristics will be investigated and converted to actuarial formulas. In…

Ethische beoordeling Positief advies
Status Werving gestart
Type aandoening -
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Samenvatting

ID

NL-OMON21337

Bron
Nationaal Trial Register

Verkorte titel
BOOTS

Aandoening

The present study focuses on the treatment of patients with borderline personality disorder.

Ondersteuning

Primaire sponsor: University of Amsterdam, Department of Clinical Psychology
Overige ondersteuning: University of Amsterdam (Department of Clinical Psychology), CZ
Fonds, Stichting Achmea Gezondheidszorg

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

The primary outcome measure is change in the severity and frequency of the DSM-5 BPD
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manifestations (BPDSI-5, total score; Arntz et al., 2003; Giesen-Bloo, Wachters, Schouten, &
Arntz, 2010).

Toelichting onderzoek

Achtergrond van het onderzoek

Rationale: Several studies have demonstrated the effectiveness and the efficacy of
Dialectical Behavior Therapy (DBT) and Schema Therapy (ST) for borderline personality
disorder (BPD). However, little research has examined the mechanisms of change (i.e.,
mediators of treatment effects). In addition, research on moderators of treatment
effectiveness is also lacking. This is remarkable since BPD patients vary greatly in treatment
outcome. Understanding and predicting variation in outcomes between BPD patients will
yield great benefits for patients.

Objective: The aim of the present study is to optimize treatment selection by examining
patient characteristics that predict (differential) treatment response across DBT and ST. In
addition, mechanisms of change in DBT and ST will be investigated. Also therapeutic and
organizational characteristics that may influence the effectiveness of DBT and ST will be
investigated. Finally, the (cost-)effectiveness of DBT and ST among BPD patients will be
examined.

Study design: The study design is a randomized controlled intervention study.

Study population: The target group consists of adult patients (18-65) with BPD.

Intervention: There are two different intervention conditions, DBT or ST, which participants
are randomly assigned to. Both treatments will consist of a combination of individual sessions
and group sessions with nine patients and both treatments will have a maximum duration of
25 months.

Main study parameters: The primary outcome measure is change in the severity and
frequency of the Diagnostic and Statistical Manual of Mental Disorders BPD manifestations
(Borderline Personality Disorder Severity Index, fifth edition, BPDSI-5).

Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: Prior to randomization, patients will be assessed at baseline. After the baseline
assessment, patients will complete at 6, 12, 18, 24, 30, and 36 months after the start of the
treatment (group sessions) a battery of questionnaires and interviews. Each assessment will
take approximately three hours to complete. In addition, over a period of two years, patients
will receive a short online questionnaire every month (max. 10 minutes to complete).
There are no direct risks involved for patients involved in this study. Patients will receive an
evidence-based treatment. In addition, patients will receive a treatment they probably would
receive even if they did not participate in the study. Participating in interviews and filling out
questionnaires is often part of centers’ regular practice and does not involve specific risks.
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Doel van het onderzoek

The aim of the present study is to optimize treatment selection by examining patient
characteristics that predict (differential) treatment response across DBT and ST. These
characteristics will be investigated and converted to actuarial formulas. In addition,
mechanisms of change in DBT and ST will be investigated. Also therapeutic and
organizational characteristics that may influence the effectiveness of DBT and ST will be
investigated. Finally, the (cost-)effectiveness of DBT and ST among BPD patients will be
examined.

Onderzoeksopzet

The first assessment will occur after inclusion and before randomization. The subsequent five
assessments will occur at 6, 12, 18, 24, 30 and 36 months after the start of the treatment
(group sessions).

Onderzoeksproduct en/of interventie

There are two different intervention conditions, DBT or ST, which participants are randomly
assigned to. DBT is a comprehensive cognitive behaviorally based treatment for BPD
(Linehan, 1993a, 1993b). DBT is based on a biosocial model, incorporating both biological
and social-environmental influences, whereby BPD is seen as the consequence of the
dysfunction of the emotion regulation system. DBT aims to teach patients behavioral skills in
areas like distress tolerance, emotion regulation, mindfulness, and interpersonal
effectiveness. DBT integrates strategies from cognitive and behavioral treatments, Zen-
based acceptance strategies, and dialectical strategies.
ST is based on an integrative cognitive therapy, combining cognitive behavior therapy with
attachment theory, psychodynamic concepts, and experiential therapies (Jacob & Arntz,
2013). Central concepts are early maladaptive schemas and schema modes. Early
maladaptive schemas can be defined as broad, pervasive patterns of thoughts, emotions,
memories, and cognitions regarding oneself and relationships with others, developed during
childhood (Young et al., 2003). A schema mode refers to an activated set of schemas and the
associated coping response (i.e., overcompensation, avoidance, and surrender), and
describes the momentary emotional, cognitive, and behavioral state of the patient. ST aims
to replace the maladaptive schemas of patients with BPD by more healthy schemas.

Both treatments will consist of a combination of individual sessions and group sessions with
nine patients. DBT has a maximum duration of 25 months. It starts with a pretreatment
program of four weeks consisting of several (approximately five) individual sessions. The
main treatment consists of a treatment phase and a maintenance phase. The treatment
phase consists of weekly individual psychotherapy sessions (50 minutes), weekly skills
training groups (150 minutes), and phone consultation, with a maximum duration of 12
months. The maintenance phase has a maximum duration of 12 months and consists of an
eHealth intervention, monthly individual psychotherapy sessions, and three-monthly group
sessions.
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ST has a maximum duration of 25 months and starts with a pretreatment program of four
weeks consisting of several (approximately three) individual sessions. The main treatment
consists of a treatment phase and a maintenance phase. The treatment phase has a
maximum duration of 18 months and consists of weekly group (90 minutes) and individual
(45 minutes) psychotherapy for a period of 12 months, continued by weekly group
psychotherapy and biweekly individual psychotherapy for a period of six months. The
maintenance phase consists of biweekly individual psychotherapy for a period of three
months, continued by three months of one individual session each month.

Contactpersonen

Publiek

University of Amsterdam
Carlijn Wibbelink

+31 6 256 904 91

Wetenschappelijk

University of Amsterdam
Carlijn Wibbelink

+31 6 256 904 91

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

1. Primary diagnosis of BPD
2. Age 18-65 years
3. Borderline Personality Disorder Severity Index, fifth edition (BPDSI-5) score above 20
4. Dutch literacy
5. The willingness and ability to participate in (group) treatment for a maximum of 24 months
and to complete the assessments over a period of three years

Belangrijkste redenen om niet deel te kunnen nemen
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(Exclusiecriteria)

1. Psychotic disorder (except short reactive psychotic episodes, see BPD criterion 9 of the
DSM 5)
2. Severe addiction requiring clinical detoxification (after which entering is possible)
3. Bipolar I disorder (except when in full remission)
4. IQ < 80
5. Travel time to the DBT or ST setting longer than 45 minutes (except when the participant
lives in the same city)
6. No fixed home address
7. Have received ST or DBT in the previous year
8. Antisocial personality disorder with a history of physical interpersonal violence (in the last
two years)

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Parallel

Toewijzing: Gerandomiseerd

Blindering: Enkelblind

Controle: Actieve controle groep

Deelname

Nederland
Status: Werving gestart

(Verwachte) startdatum: 25-04-2019

Aantal proefpersonen: 200

Type: Verwachte startdatum

Voornemen beschikbaar stellen Individuele Patiënten Data (IPD)

Wordt de data na het onderzoek gedeeld: Nog niet bepaald

Ethische beoordeling

Positief advies
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Datum: 25-04-2019

Soort: Eerste indiening

Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie

ID: 49443
Bron: ToetsingOnline
Titel:

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID
NTR-new NL7699
CCMO NL66731.018.18
OMON NL-OMON49443

Resultaten


