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ZUSAMMENFASSUNG

1 Zusammenfassung und Abstract
1.1 Zusammenfassung

Wie andere wirksame Behandlungen, kann auch Psychotherapie Risiken und
Nebenwirkungen mit sich bringen. Psychotherapeut:innen sind rechtlich und ethisch dazu
angehalten, Patient:innen tber den erwartbaren Nutzen und mogliche Risiken der Behandlung
aufzuklaren, um eine informierte und freiwillige Behandlungsentscheidung zu ermdglichen.
Die systematische Erfassung und Klassifikation von Risiken und Nebenwirkungen hat in der
Psychotherapieforschung und klinischen Praxis jedoch bisher nur wenig Beachtung gefunden.
Zudem fehlen klinische Studien, welche die Wirksamkeit von Aufklarungspraktiken fir
Psychotherapie und spezifisch fir psychotherapeutische Risiken und Nebenwirkungen
experimentell untersuchen. Das Ubergeordnete Ziel dieser Dissertation ist daher, Risiken und
Nebenwirkungen von Psychotherapie aus der Perspektive von Patient:innen und Behandelnden
systematisch zu untersuchen und darauf aufbauend die Wirksamkeit und Sicherheit einer neu

entwickelten optimierten Aufklarung tber Psychotherapie zu Uberprifen.

In der querschnittlichen klinischen Beobachtungsstudie | und der langsschnittlichen
klinischen Beobachtungsstudie Il wurden die Haufigkeiten und Pradiktoren von Risiken und
Nebenwirkungen in stationdren und ambulanten Psychotherapien systematisch aus der
Perspektive von Patient:innen untersucht. Unsere Ergebnisse zeigten, dass ambulante und
stationdre Patient:innen regelmalig Nebenwirkungen, therapeutisches Fehlverhalten und
unethisches Verhalten erleben. Stationdre Patient:innen berichteten signifikant mehr
Nebenwirkungen, therapeutisches Fehlverhalten und unethisches Verhalten als ambulante
Patient:innen. In der querschnittlichen Online-Befragung 111 befragten wir N = 530
Psychotherapeut:innen und Ausbildungskandidat:innen zu ihren Einstellungen und praktischen
Umsetzung der Aufklarung Uber Risiken und Nebenwirkungen. 20%  der

Psychotherapeut:innen gaben an, nicht ber mogliche Risiken und Nebenwirkungen zu
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informieren. Viele Behandelnden (52%) befiirchteten, durch die Aufklarung Angste vor
Risiken und Nebenwirkungen zu schiiren und damit Patient:innen zu Behandlungsbeginn
abzuschrecken (34%). In einer randomisiert-kontrollierten klinischen Studie IV Uberpriften wir
anhand einer Stichprobe von N = 122 Personen mit Indikation fir Psychotherapie die
Wirksamkeit einer neu entwickelten optimierten Aufklarung tber Psychotherapie, welche
entsprechend rechtlicher und ethischer Vorgaben Informationen (ber Risiken und
Nebenwirkungen enthielt. Im Vergleich zum Treatment as Usual wies das optimierte
Aufklarungsgespréach tiber Psychotherapie positive Effekte von mittlerer bis groRRer Starke auf
Behandlungserwartungen, die Behandlungsmotivation und Adhérenzintention sowie
entscheidungsbezogene Outcomes auf. Erwartungen an das Auftreten von Nebenwirkungen

und die Angst vor Nebenwirkungen wurden nicht modifiziert.

Die Ergebnisse dieser Dissertation zeigen, dass Patient:innen in ambulanten und
stationdren Psychotherapien regelméRig Nebenwirkungen erleben. Entgegen bestehenden
Unsicherheiten und Vorbehalten von Behandelnden konnte eine balancierte Aufklarung tber
Nutzen und Risiken von Psychotherapie geméald rechtlichen und ethischen Richtlinien
psychotherapie-relevante Outcomes und die Entscheidungsfindung positiv beeinflussen, ohne

Patient:innen nachhaltig zu schaden.

1.2 Abstract

Like other effective treatments, psychotherapy may entail risks and side effects.
Psychotherapists are legally and ethically obliged to inform patients about the expected benefits
and risks of treatment to enable an informed and voluntary decision about treatment. However,
the systematic monitoring and classification of risks and side effects has been neglected in
psychotherapy research and clinical practice. In addition, there is a lack of studies that
experimentally examine the efficacy of information practices for psychotherapy. Therefore, the

aim of this dissertation is to systematically examine risks and side effects of psychotherapy

VIl
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from the perspective of patients and practitioners and based on this knowledge, to investigate

the efficacy and safety of a newly developed optimized informed consent for psychotherapy.

In the cross-sectional observational study | and the longitudinal observational study 11,
the frequencies and predictors of risks and side effects in inpatient and outpatient
psychotherapies were investigated systematically from the patients’ perspective. Our results
showed that out- and inpatients regularly experience side effects, therapeutic misconduct, and
unethical behavior. Compared to outpatients, inpatients reported significantly more side effects
as well as therapeutic misconduct and unethical behavior. In the cross-sectional survey 111, we
investigated the attitudes and practical implementation of N =530 psychotherapists and
postgraduate candidates regarding the disclosure of information about risks and side effects.
20% of psychotherapists stated not to inform their patients about possible risks and side effects.
52% of the practitioners were afraid of raising fears about risks and side effects and thus
discouraging patients at the start of treatment (34%). In a randomized controlled clinical trial
(study 1V) with a sample of N = 122 individuals with indication for psychotherapy, we
investigated the efficacy and safety of a newly developed optimized informed consent that
includes information about risks and side effects. The optimized informed consent had positive
effects of medium to large size on treatment expectations, autonomous treatment motivation
and adherence intention, as well as decision-related outcomes compared to treatment as usual.

Expectations about the occurrence of side effects and fear of side effects were not modified.

The results of this dissertation provide evidence that patients in outpatient and inpatient
psychotherapy regularly experience side effects. Contrary to existing uncertainties and
reservations of practitioners, disclosing balanced information about benefits and risks of
psychotherapy according to legal and ethical guidelines positively influenced psychotherapy-

relevant outcomes and decision-making without causing lasting harm to patients.
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2

Theoretischer Hintergrund

Ein Fallbeispiel aus eigener klinischer Tatigkeit*

Herr B. (41 Jahre, verheiratet, keine Kinder) stellt sich aufgrund von anhaltenden
somatischen Beschwerden in einer verhaltenstherapeutischen Institutsambulanz vor.
Medizinisch sei keine Ursache identifiziert worden, welche das Ausmal} der Symptomatik
hinreichend erklaren kénne. Nach anfanglicher Skepsis entwickelt Herr B. im Rahmen einer
Kurzzeittherapie eine hohe Therapieadharenz. Als priméres Therapieziel wird gemeinsam
der Abbau bestehender Alltagseinschrankungen durch die somatischen Beschwerden
definiert. Herr B. arbeitet nach einer ersten Psychoedukationsphase motiviert mit.
Gemeinsam identifizieren Patient und Therapeutin unter Einbezug biografischer
Erfahrungen Bewaltigungsmodi wie Vermeidung im Umgang mit unangenehmen Gefuhlen.
Herr B. (ibt in Rollenspielen und Verhaltensexperimenten das AuRern eigener Bediirfnisse
und die Kommunikation eigener Grenzen. Die psychotherapeutischen Interventionen zeigen
erste positive Effekte. In der 14.KZT-Sitzung berichtet Herr B. von wachsenden Zweifeln an
seiner Beziehung. Durch die Behandlung gewinne er zunehmend den Eindruck, dass er in
seiner Beziehung schon lange eigene Beduirfnisse zuruckstelle und seine Partnerin ihm nicht
guttue. In der 22. Sitzung berichtet Herr B., sich nach sieben Ehejahren von seiner

Partnerin getrennt zu haben.

* Aus Datenschutzgriinden wurden soziodemografische Angaben und die beschriebene Symptomatik
verandert.

2.1 Stand der Forschung zu psychotherapeutischen Risiken und Nebenwirkungen

Jedes Jahr sind in Deutschland 27,7% der erwachsenen Bevdlkerung von einer

psychischen Erkrankung betroffen (Deutsche Gesellschaft fir Psychiatrie und Psychotherapie,

Psychosomatik und Nervenheilkunde e.V., 2018; Jacobi et al., 2014). 15,9% der deutschen

Allgemeinbevolkerung zwischen 14 und 99 Jahren hat bereits eine psychiatrische oder
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psychotherapeutische Behandlung in Anspruch genommen (Groschwitz et al., 2017). Die
Wirksamkeit von Psychotherapie fir die Behandlung psychischer Erkrankungen wurde in
zahlreichen Studien belegt (Cristea et al., 2017; Cuijpers et al., 2013; Kline et al., 2018). Wie
das Fallbeispiel von Herrn B. aufzeigt, kann wie andere wirksame Behandlungen allerdings
auch Psychotherapie Risiken und Nebenwirkungen mit sich bringen. Diese manifestieren sich
anders als bei medikamentdsen Behandlungen héufig erst zeitlich verzdgert in verschiedenen
Lebensbereichen der Patient:innen und sind gewdhnlich unmittelbarer auf das therapeutische

Handeln ruckfihrbar (Ladwig et al., 2014; Linden, 2013; Parry et al., 2016).

Risiken und Nebenwirkungen haben in der bisherigen wissenschaftlichen Betrachtung
von Psychotherapie-Effekten eine untergeordnete Rolle gespielt (Berk & Parker, 2009; Linden
& Schermuly-Haupt, 2014). Erst in den letzten beiden Jahrzehnten hat die systematische
Erfassung potenzieller Risiken und Nebenwirkungen Einzug in internationale
Forschungsleitlinien erhalten (z.B. Consolidated Standards of Reporting Trials [CONSORT],
loannidis et al., 2004; Preferred Reporting Items for Systematic Reviews and Meta-Analyses
[PRISMA], Zorzela et al., 2016). Bis heute scheinen unerwiinschte Wirkungen vergleichsweise
wenig Aufmerksamkeit in der Planung sowie Berichterstattung randomisiert-kontrollierter
Psychotherapiestudien zu erhalten (Jonsson et al., 2014; Junqueira et al., 2021; Klatte et al.,
2022). In Studien berichtete Haufigkeiten von Risiken und Nebenwirkungen variieren erheblich
von 5% (Crawford et al., 2016) bis hin zu 93% (Moritz et al., 2015). Konsensbasierten
Schatzungen zufolge sind bei 5-20% der Psychotherapie-Patient:innen unerwiinschte
Ereignisse erwartbar (Linden & Schermuly-Haupt, 2014). Belastbare empirische Befunde zu
Héufigkeiten und Pradiktoren von psychotherapeutischen Risiken und Nebenwirkungen sowie
Nebenwirkungsprofilen psychotherapeutischer Behandlungsverfahren liegen jedoch nicht vor

(Berk & Parker, 2009; Linden & Schermuly-Haupt, 2014).
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2.2 Definition und Klassifikation von psychotherapeutischen Risiken und

Nebenwirkungen

Eine potenzielle Ursache fiir die unzureichende empirische Datenlage stellt die Vielfalt
der in Forschung und Praxis verwendeten Terminologien dar. So werden im Zusammenhang
mit Risiken und Nebenwirkungen haufig Begriffe wie unerwiinschte Ereignisse, unerwiinschte
Therapieeffekte, Therapieschdden oder negative Effekte inkonsistent verwendet und
operationalisiert (Klatte et al., 2022; Linden, 2013; Rozental et al., 2018). Um dieser
Heterogenitat entgegenzuwirken, entwickelte die Interessengruppe RINEPS (Risiken und
Nebenwirkungen von  Psychotherapie) ein  Schema zur Kilassifikation von
psychotherapeutischen Risiken und Nebenwirkungen in Forschung und klinischer Praxis

(Linden et al., 2018; siehe in angepasster Form Abbildung 1).

Im ersten Schritt werden nach diesem Schema jene Ereignisse identifiziert, die eine
Therapiekontingenz  aufweisen, d.h. zeitlich, Ortlich oder personengebunden im
Zusammenhang zur Psychotherapie stehen (Linden et al., 2018). Im zweiten Schritt werden
Ereignisse auf ihre Erwiinschtheit Gberprift. Diese kann von Behandelnden und Patient:innen
divergierend eingeschatzt werden. So kann beispielsweise die kurzfristige Intensivierung
unangenehmer Gefuhle durch eine Affektbriicke von Patient:innen als unerwiinscht erlebt
werden, wahrend sie aus therapeutischer Sicht erwinscht ist. Daher sollten all jene Ereignisse
erfasst werden, die von Patient:in und/oder Psychotherapeut:in als unerwiinscht
wahrgenommen werden. In einem dritten Schritt wird gepruft, ob das unerwiinschte Ereignis
kausal durch die Psychotherapie oder andere externe Faktoren bedingt ist. Sofern ein kausaler
Bezug zur Psychotherapie besteht, kann auch von einem negativen Therapieeffekt gesprochen
werden. Das Fallbespiel von Herrn B. zeigt die Komplexitat dieser Differenzierung auf. So
ware im therapeutischen Prozess weitergehend zu klédren, inwiefern die Trennung von seiner

Partnerin kausal auf die psychotherapeutische Behandlung zurlickzufihren ist. Da in vielen
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Féllen keine eindeutige Ursache identifiziert werden kann, erscheint eine Beurteilung nach

Wahrscheinlichkeit angemessen (Linden & Schermuly-Haupt, 2014).
Abbildung 1

Identifikation und Klassifikation von psychotherapeutischen Risiken und Nebenwirkungen

Ereignis
1. Therapiekontingent?
Q) T — : &
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&)
& .
Beurteilung des
Schweregrades und der

Nachhaltigkeit

Besprechung von
Copingstrategien

Anmerkung. Darstellung in Anlehnung an ,,Definition und Entscheidungsschritte in der
Bestimmung und Erfassung von Nebenwirkungen von Psychotherapie® von M. Linden, B.
StrauB, S. Scholten, N. Nestoriuc, E. L. Brakemeier & J. Wasilewski, 2018, PPmP-

Psychotherapie- Psychosomatik- Medizinische Psychologie, 68(09/10), S.377-382.

Um Nebenwirkungen im vierten Schritt klar von therapeutischem Fehlverhalten und
unethischem Verhalten abzugrenzen ist weitergehend zu prifen, ob die Psychotherapie korrekt
durchgeftihrt worden ist. Linden et al. (2018) definieren Nebenwirkungen von Psychotherapie
demnach als unerwiinschte Ereignisse beziiglich der unmittelbaren Krankheitssymptomatik,

des Therapieprozesses, des weiteren Lebensumfelds sowie der Krankheitsverarbeitung der
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Patient:innen, die durch eine korrekt durchgefiihrte Behandlung verursacht wurden. Davon
abzugrenzen sind die Folgen einer nicht korrekt durchgefiihrten Psychotherapie, also die Folgen
von therapeutischem Fehlverhalten und unethischem Verhalten. Als therapeutisches
Fehlverhalten gelten beispielsweise eine falsche Indikationsstellung oder Technikfehler wie
eine fehlerhaft durchgefihrte Exposition (Bieda et al., 2018). Verstle gegen die
Schweigepflicht, eine Verletzung des Abstinenzgebots oder Ubergriffiges Verhalten sind
hingegen dem unethischen Verhalten zuzuordnen (Bieda et al., 2018). Sofern eine
Nebenwirkung von Psychotherapie vorliegt, kann die Relevanz der Nebenwirkung im Hinblick
auf den Schweregrad und die Nachhaltigkeit beurteilt werden. Im Fall von Herrn B. kdnnte
beispielsweise die Hypothese gepruft werden, dass die Trennung eine temporare Nebenwirkung
der Behandlung darstellt, welche langfristig zur psychischen Gesundheit des Patienten beitrégt.
Entsprechend dieser Klassifikation werden in Studien typischerweise mehr unerwinschte

Ereignisse als negative Therapieeffekte berichtet.

Risiken und Nebenwirkungen von Psychotherapie sind vielfaltig. Eine inhaltliche
Kategorisierung kann beispielsweise anhand der Lebens- und Funktionsbereiche von
Patient:innen erfolgen. So unterscheidet das Inventar zur balancierten Erfassung Negativer
Effekte von Psychotherapie (INEP; Ladwig et al., 2014; Gerke et al., 2022) zwischen den
Bereichen Intrapersonelle Veranderungen, Partnerschaft, Familie, Freunde, Stigmatisierung
und finanzielle Sorgen, Abh&ngigkeit und Therapeutische Beziehung und therapeutisches
Fehlverhalten. Diese Bereiche des INEP wurden basierend auf einer Literaturrecherche und
qualitativen Bewertungen durch Expert:innen der Psychotherapieforschung entwickelt und
werden im Folgenden néher erldutert (Gerke et al., 2022; Ladwig et al., 2014). Intrapersonelle
Verdnderungen koénnen z.B. in Form von Verdnderungen in der personlichen
Werteorientierung, der Symptombelastung oder dem Leidensdruck auftreten. Wie das

Fallbeispiel von Herrn B. verdeutlicht, kdnnen durch eine Psychotherapie auch Probleme in
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sozialen Beziehungen offengelegt werden oder durch neu erlernte Verhaltensweisen entstehen.
So kdnnen sich familidre Beziehungen und Freundschaften im Zuge der Behandlung verandern,
z.B. in Form einer Zunahme von Konflikten oder Beziehungsabbriichen. Die Inanspruchnahme
einer Psychotherapie kann zudem Stigmatisierungserfahrungen durch das soziale Umfeld sowie
finanzielle Nachteile, z.B. beim Abschluss von Versicherungen, mit sich bringen. Insbesondere
in langen und hochfrequenten Psychotherapien besteht das Risiko, dass Patient:innen ein
zunehmendes Abhéngigkeitsgefiihl von der Psychotherapie und/oder dem Behandelnden
entwickeln (Linden et al., 2018). Risiken und Nebenwirkungen kdénnen sich auch in der
therapeutischen Beziehung oder in Folge therapeutischen Fehlverhaltens manifestieren, z.B.
wenn sich Patient:innen durch Aussagen von Psychotherapeut:innen verletzt oder nicht ernst
genommen fiihlen. Nebenwirkungen wie z.B. die vorlibergehende Angstzunahme bei
konfrontativen  Interventionen zur Behandlung von  Angst-, Zwangs- oder
Traumafolgestérungen kénnen im therapeutischen Prozess intendiert, vorhersehbar und zeitlich
begrenzt sein (Linden et al., 2018). Die Mannigfaltigkeit und Kurzlebigkeit vieler
psychotherapeutischer Nebenwirkungen erschweren ihre systematische Erfassung sowie die

Entwicklung geeigneter Aufklarungspraktiken fir die klinische Praxis.

2.3 Aufklarung tber Risiken und Nebenwirkungen

Trotz dieser Schwierigkeiten sind Psychotherapeut:innen in Deutschland aus rechtlicher
und ethischer Perspektive dazu verpflichtet, Patient:innen wie Herrn B. vor Beginn einer
Psychotherapie Uber mogliche Risiken der Behandlung aufzukléren (8630d-e BGB;
Bundespsychotherapeutenkammer, 2014). Als Teil der informierten Einwilligung fir
Psychotherapie sollen Behandelnde ausgewogen iber den moglichen Behandlungsnutzen und
-risiken  aufkldren, um  Patient:innen eine  selbstbestimmte und informierte
Behandlungsentscheidung zu erméglichen (Beauchamp & Childress, 2019; Krumholz, 2010).

Entgegen dieser Verpflichtung wird in der aktuellen Forschungsliteratur vermutet, dass die
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informierte Einwilligung fiir Psychotherapie einschlieflich der Aufklarung Uber potenzielle
Risiken und Nebenwirkungen nur unzureichend Anwendung findet (Blease et al., 2016;
Trachsel et al., 2015). In einer aktuellen querschnittlichen Online-Befragung unter jungen
Erwachsenen mit Psychotherapie- bzw. Beratungserfahrung berichteten mit 39% mehr als ein
Drittel der Befragten, wenig bis gar keine Kontrolle tiber die Teilnahme an der Therapie gehabt
zu haben (Lorenz, 2021). Bis heute fehlen empirische Untersuchungen, ob und wie
Psychotherapeut:innen im Klinischen Alltag eine informierte Einwilligung einholen und tber

Psychotherapie sowie spezifisch Uber Risiken und Nebenwirkungen aufklaren.

Eine explorative qualitative Studie mit Ausbildungskandidat:innen im Vereinigten
Konigreich und eine querschnittliche Befragung von Psychotherapeut:innen in der Schweiz
geben Hinweise auf Vorbehalte von Behandelnden gegenuber der Notwendigkeit und
Umsetzbarkeit der informierten Einwilligung fur Psychotherapie (Blease, Arnott et al., 2020;
Eberle et al., 2021). Neben zeitlich-organisatorischen Aspekten kdnnten ethische Zweifel am
Nutzen der Aufklarung tber Risiken und Nebenwirkungen Behandelnde davon abhalten, eine
Aufklarung geman rechtlichen und ethischen Anforderungen durchzufuhren. So entspricht eine
vollumféngliche Aufklarung tiber mdgliche Risiken und Nebenwirkungen zwar dem ethischen
Prinzip des Selbstbestimmungsrechts von Patient:innen, zugleich kann diese negative
Behandlungserwartungen fordern und somit einen negativen Einfluss auf den
Behandlungserfolg entfalten (Colloca & Barsky, 2020; Colloca & Nestoriuc, 2016). Solche
unerwiinschten Aufklarungseffekte, sogenannte Nocebo-Effekte, widersprechen dem ethischen
Prinzip der Schadensvermeidung (Beauchamp & Childress, 2019; Wells & Kaptchuk, 2012).
Psychotherapeut:innen mussen demnach bei der Aufklarung tber Risiken und Nebenwirkungen
zwischen den beiden ethischen Prinzipien des Selbstbestimmungsrechts und der

Schadensvermeidung abwégen (Wells & Kaptchuk, 2012).
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2.4  Strategien zur optimierten Aufklarung tber Risiken und Nebenwirkungen

Von hoher Klinischer Relevanz ist daher die Frage, wie eine Aufklarung Uber
Psychotherapie unter Berucksichtigung rechtlicher, ethischer und klinischer Anforderungen
gelingen kann, ohne Patient:innen wie Herrn B. zu schaden. Die Wirksamkeit von
Aufklarungspraktiken flr Psychotherapie ist bisher nicht experimentell untersucht worden.
Vier Strategien kénnten zur Uberwindung des ethischen Dilemmas bei der Aufklarung tiber
Risiken und Nebenwirkungen beitragen: 1. Erwartungsmanagement, 2. Framing,
3. Kontextualisierung und 4. die Orientierung an den Prinzipien der partizipativen

Entscheidungsfindung.

Durch die erste Strategie des aktiven Erwartungsmanagements konnen Behandelnde bei
der Aufkladrung nicht nur negative, sondern auch positive und zugleich realistische
Behandlungserwartungen fordern. Positive Behandlungserwartungen wiederum kdnnen
forderliche Placebo-Effekte induzieren und somit einen positiven Einfluss auf das
Behandlungsergebnis nehmen (Constantino et al., 2018; Gaab et al., 2016; Kube et al., 2018;
Seewald & Rief, 2023). So zeigen medikamentdse Behandlungsstudien, dass die individuelle
Erwartung an die Wirkung eines Medikaments dessen therapeutische Wirksamkeit
entscheidend beeinflusst (Bingel et al., 2011; Rief et al., 2009). Auch in der Psychotherapie
werden Erwartungen als allgemeiner Wirkfaktor eine zentrale Rolle zugeschrieben (Rief et al.,
2022; Wampold, 2015). So zeigen meta-analytische Befunde einen robusten kleinen Effekt von
ergebnisbezogenen Erwartungen auf Behandlungsoutcomes (Constantino et al., 2018). Nach
dem Integrativen Modell der Erwartungen (Laferton et al., 2017) umfassen
Behandlungserwartungen spezifisch ergebnisbezogene Erwartungen tber den Nutzen und
Nebenwirkungen der Behandlung sowie strukturelle und prozessbezogene Erwartungen Gber
den Verlauf der Behandlung. Zur Starkung der positiven Behandlungserwartungen kénnen

Informationen Uber Risiken und Nebenwirkungen ausgewogen in Informationen Uber die
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Wirksamkeit und Wirkfaktoren von Psychotherapie eingebettet werden (Colloca & Barsky,

2020; Colloca & Nestoriuc, 2016).

Als zweite Strategie konnten Framing-Techniken Erwartungen an das Auftreten von
Nebenwirkungen reduzieren (Barnes et al., 2019; Heisig et al., 2015). So scheint die
Kommunikation von Behandlungsnutzen und -risiken in Form von Zahlen zu einem besseren
Verstandnis und hoherer Patientenzufriedenheit beizutragen als Mitteilungen durch verbale
Beschreibungen (Colloca & Nestoriuc, 2016). Zudem erwies sich die Vermittlung von
gewinnbezogenen Botschaften der Prasentation von verlustbezogenen Informationen iberlegen
(Barnes et al., 2019; Colloca & Nestoriuc, 2016). Als dritte Strategie kdnnen Behandelnde
Kontextualisierung einsetzen, indem sie Informationen Uber Risiken und Nebenwirkungen
individuell an den Behandlungskontext, das Informationsbedurfnis und die Lebensbedingungen
der Patient:innen anpassen (Barnett et al., 2007; Swift et al., 2018; Wells & Kaptchuk, 2012).
Berticksichtigt werden sollte, dass Patient:innen mit negativer Behandlungsvorerfahrung,
hoherer Angstlichkeit und groRerem psychischem Leidensdruck anfalliger fir Nocebo-
Reaktionen zu sein scheinen (Colloca & Barsky, 2020; Wells & Kaptchuk, 2012). Als vierte
Strategie kann eine Orientierung an den Prinzipien der partizipativen Entscheidungsfindung
erfolgen. So kdnnten Behandelnde durch eine aktive Beteiligung der Patient:innen an der
Behandlungsentscheidung und die gemeinsame Abwagung individueller Vor- und Nachteile
die behandlungsbezogene Einwilligungsfahigkeit und autonome Entscheidungsfindung fordern
(Spatz et al., 2016; Swift et al., 2021; Zisman-Ilani et al., 2021). Bis heute fehlen experimentelle
Studien und empirisch-fundierte Ansétze fur die klinische Praxis, diese vier Strategien im
Einklang mit rechtlichen, ethischen und klinischen Anforderungen in eine realisierbare

Aufklarungsprozedur fiir Psychotherapie zusammenfihren.
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3 Darstellung des Dissertationsvorhabens

Das ubergeordnete Ziel dieser Dissertation ist die systematische Untersuchung von
Risiken und Nebenwirkungen von Psychotherapie aus der Perspektive von Patient:innen und
Behandelnden, um eine optimierte Aufklarung Uber Psychotherapie zu entwickeln und
empirisch zu uberprufen. Abbildung 2 zeigt das Arbeitsmodell dieser Dissertation zu
psychotherapeutischen Risiken und Nebenwirkungen. Ausgangspunkt flir eine optimierte
Aufklarung Uber Risiken und Nebenwirkungen gemal rechtlichen und ethischen Standards
stellt demnach empirisch fundiertes Wissen Uber Risiken und Nebenwirkungen (A) dar.
Evidenzbasierte Erkenntnisse U(ber H&ufigkeiten und Pradiktoren von Risiken und
Nebenwirkungen befahigen Behandelnde, dieses Wissen bei der Behandlungsaufklarung zu
beruicksichtigen und an Patient:innen weiterzugeben. Informationen tiber mégliche Risiken und
Nebenwirkungen in der Behandlungsaufklarung (B) sensibilisieren wiederum Patient:innen
und Behandelnde fiur die Identifikation und systematische Klassifikation unerwiinschter
Ereignisse (C). Die friihzeitige Wahrnehmung und Besprechung unerwiinschter Ereignisse im
Therapieprozess ermdglichen im néchsten Schritt, Risiken und Nebenwirkungen hinsichtlich
des Schweregrades und der Nachhaltigkeit zu beurteilen.

Damit einhergehend wird l&ngerfristig der Weg fir einen bewussten Umgang mit
Risiken und Nebenwirkungen (D) im Sinne einer nebenwirkungsorientierten Psychotherapie
gebahnt (Brakemeier & Herpertz, 2019). Dazu zdhlen sowohl ein verbesserter Umgang mit
auftretenden Nebenwirkungen im Therapieprozess als auch die Pravention von vermeidbaren
Risiken und Nebenwirkungen. So konnten Behandelnde perspektivisch empirische
Erkenntnisse  Uber  Risiko- und  Schutzfaktoren  sowie  Nebenwirkungsprofile
psychotherapeutischer Interventionen bei einer individualisierten Indikationsstellung und
Interventionsauswahl beriicksichtigen (Berk & Parker, 2009; Lilienfeld, 2007). Durch eine
nebenwirkungsorientierte  Behandlungsaufklarung ~ konnten  individuelle  negative

Behandlungserwartungen  bereits vor  Therapiebeginn  thematisiert, entsprechende
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Copingstrategien erarbeitet und im Falle des Eintretens im Therapieverlauf angewandt werden
(Seewald & Rief, 2023).

Abbildung 2

Dissertationsubergreifendes Arbeitsmodell zu psychotherapeutischen Risiken und

Nebenwirkungen

(D) Umgang mit Risiken und Nebenwirkungen

(Coping, individualisierte m
Indikationsstellung, Privention) %
aQ
E
=3
(C) Identifikation und Klassifikation von Risiken und Nebenwirkungen
= (Studien I, I1 & IV)
1=
2
z
g (B) Aufklarung tiber Risiken und Nebenwirkungen
@ (Studien 111 & 1V)
o
@
=
(A) Wissen tiber Risiken und Nebenwirkungen -
(Studien I, 11 & I1])
Basierend auf dem Arbeitsmodell untersuchten wir in der querschnittlichen klinischen
Beobachtungsstudie 1 und der langsschnittlichen Kklinischen Beobachtungsstudie 1l

systematisch die Haufigkeiten und Pradiktoren von Risiken und Nebenwirkungen aus
Patient:innenperspektive im stationaren und ambulanten Setting. In der querschnittlichen
Online-Befragung 11 befragten wir Psychotherapeut:innen und Ausbildungskandidat:innen in
der Behandlungsstufe zu ihren Einstellungen gegentiber der Aufkladrung Uber Risiken und
Nebenwirkungen und ihrer praktischen Umsetzung im klinischen Alltag. Aufbauend auf dem
empirischen Wissen aus den quer- und langsschnittlichen Beobachtungsstudien I-111 und einer
Literaturrecherche im Bereich der Erwartungs- und Psychotherapieforschung entwickelten wir

ein optimiertes Aufklarungsgespréach ber Psychotherapie unter Einbezug von Informationen
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zu Risiken und Nebenwirkungen. In einem randomisiert-kontrollierten Studiendesign (Studie
IV) untersuchten wir abschlieBend experimentell die Wirksamkeit und Sicherheit dieses
Aufklarungsgesprachs in  einer Kklinischen  Stichprobe von Personen mit einer
Behandlungsindikation fur Psychotherapie. Die Ergebnisse dieser Dissertation kdnnen zur
Beantwortung der tbergreifenden Frage beitragen, welche Rolle Risiken und Nebenwirkungen
in der aktuellen psychotherapeutischen Routineversorgung einnehmen und welche Chancen
und Risiken die Aufklarung tber Risiken und Nebenwirkungen von Psychotherapie mit sich

bringt.
4  Darstellung der Studien
4.1 Studientbersicht

Studien | & 11: Haufigkeiten und Pradiktoren negativer Effekte in der stationdren und

ambulanten Psychotherapie: Zwei Beobachtungsstudien

Bezlige zum Arbeitsmodell: Wissen tber Risiken und Nebenwirkungen (A), Identifikation und

Klassifikation von Risiken und Nebenwirkungen aus der Perspektive von Patient:innen (C)

Publikation: Gerke, L., Meyrose, A. K., Ladwig, I., Rief, W., & Nestoriuc, Y. (2020).
Frequencies and predictors of negative effects in routine inpatient and outpatient
psychotherapy: two observational studies. Frontiers in Psychology, 2144. doi:

10.3389/fpsyg.2020.02144

Publikationsmetriken: 3232 Web-Aufrufe, 10 Zitationen, Impact Factor des Journals: 4.323

12
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Studie I11: Aufklarung Gber Risiken und Nebenwirkungen von Psychotherapie aus

Behandelndenperspektive — ethische Ilusion oder klinische Realitét?

Bezlige zum  Arbeitsmodell: Wissen Uber Risiken und Nebenwirkungen aus
Behandelndenperspektive (A), Einstellungen zur Aufklarung Uber Risiken und

Nebenwirkungen und praktische Umsetzung (B)

Publikation: Gerke, L., Meyrose, A. K. & Nestoriuc, Y. (2022). Informed consent for
psychotherapy: ethical illusion or clinical reality? A survey about psychotherapists’ attitudes

and practices in Germany. Clinical Psychology & Psychotherapy. 1-13. doi: 10.1002/cpp.2790
Publikationsmetriken: 690 Web-Aufrufe, 0 Zitationen, Impact Factor des Journals: 3.198

Studie 1V: Informierte Einwilligung fur Psychotherapie — eine optimierte Aufklarung

Uber Risiken und Nebenwirkungen fir Patient:innen

Bezlige zum Arbeitsmodell: Aufklarung von Patient:innen iber Risiken und Nebenwirkungen

(B), Identifikation und Klassifikation von Risiken und Nebenwirkungen (C)

Publikation 1: Gerke, L., Ladwig, S., Pauls, F., Trachsel, M., Harter, M. & Nestoriuc, Y.
(2022). Optimized Informed Consent for Psychotherapy: Protocol for a Randomized
Controlled Trial. JIMIR Research Protocols, 11(9), €39843. doi: 10.2196/39843

Publikationsmetriken: 217 Web-Aufrufe, 0 Zitationen, Impact Factor des Journals: 1.847

Publikation 2: Gerke, L., Pauls, F., Ladwig, S., Liebherz, S., Reininger, K.M., Kriston, L.,
Trachsel, M., Harter, M. & Nestoriuc, Y. (2023). Optimizing treatment expectations and
decision-making through informed consent for psychotherapy: a randomized controlled trial.
[Manuskript eingereicht zur Publikation im Journal of Consulting and Clinical Psychology].
Arbeitsgruppe fur Klinische Psychologie, Helmut-Schmidt-Universitat/ Universitét der
Bundeswehr Hamburg.

Publikationsmetriken: 0 Web-Aufrufe, 0 Zitationen, Impact Factor des Journals: 7.156
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4.2 Studien | & I1: Haufigkeiten und Pradiktoren negativer Effekte in der stationdren
und ambulanten Psychotherapie: Zwei Beobachtungsstudien

Publikation. Gerke, L., Meyrose, A. K., Ladwig, I., Rief, W., & Nestoriuc, Y. (2020).

Frequencies and predictors of negative effects in routine inpatient and outpatient

psychotherapy: two observational studies. Frontiers in Psychology, 2144. doi:

10.3389/fpsyg.2020.02144

Hintergrund. Eine prézise Schatzung der Haufigkeiten von psychotherapeutischen Risiken
und Nebenwirkungen wird insbesondere durch die geringe Anzahl an Studien sowie deren
methodische Limitationen beschrénkt (Berk & Parker, 2009; Herzog et al., 2019; Lilienfeld,
2007). So offenbarte eine kirzliche Meta-Analyse, dass nur zu 6 % aller Studien, in denen
Psychotherapie mit einer Kontrollbedingung verglichen wurde, Angaben zu
Verschlechterungsraten vorliegen und zudem divergierende Definitionen von Verschlechterung
eine Poolung der Prévalenzraten verhinderte (Cuijpers et al., 2018). In einer querschnittlichen
Befragung im Vereinigten Konigreich berichteten 5% der 14587 Patient:innen mit
Psychotherapieerfahrung nachhaltige negative Therapieeffekte (Crawford et al., 2016).
Demgegenuber gaben in zwei querschnittlichen Online-Befragungen ein deutlich groRerer
Anteil an Patient:innen mit depressiven Erkrankungen (39%; Moritz et al., 2019) und
Patient:innen mit Zwangsstorungen (93%; Moritz et al.,, 2015) mindestens eine
psychotherapeutische Nebenwirkung an. Insgesamt variieren die berichteten Inzidenzraten von
psychotherapeutischen  Risiken und Nebenwirkungen stark in Abhdangigkeit der
Patient:innenpopulation, des untersuchten Behandlungssettings, der Erhebungsmethode, dem
Erhebungszeitpunkt sowie der verwendeten Terminologie und Operationalisierung des

Konstruktes (Herzog et al., 2019; Linden et al., 2018).
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Erste Studien geben Hinweise, dass Charakteristika von Patient:innen (Alter, Berufs-
und Partnerschaftsstatus, Therapievorerfahrungen, Behandlungserwartungen), die Qualitét der
therapeutischen Beziehung und Kontextfaktoren wie das Behandlungssetting mit dem
Auftreten von negativen Therapieeffekten assoziiert sind (Griineberger et al., 2017; Ladwig et
al., 2014; Rheker et al., 2017). So berichteten ehemalige Psychotherapiepatient:innen in einer
querschnittlichen Online-Befragung mehr negative Therapieeffekte, wenn die therapeutische
Beziehung als negativ beschrieben wurde und die Psychotherapie im stationdren Setting
stattgefunden hatte (Ladwig et al., 2014). Insgesamt erscheint die empirische Evidenz noch
unzureichend, wie regelmalig Risiken und Nebenwirkungen in ambulanten und stationaren
Psychotherapien auftreten und welche Faktoren auf Patient:innen-, Therapeut:innen- und
Kontextebene ihr  Auftreten beglinstigen. Das Ziel dieser beiden klinischen
Beobachtungsstudien war daher die systematische Untersuchung der Haufigkeiten und

Préadiktoren von Risiken und Nebenwirkungen im ambulanten und stationédren Setting.

Methoden. In der querschnittlichen klinischen Beobachtungsstudie | wurden N = 197
ehemalige Patient:innen eines ambulanten Behandlungszentrums durchschnittlich 3.76 Jahre
nach Beendigung ihrer Psychotherapie befragt. In der langsschnittlichen klinischen
Beobachtungsstudie Il wurden N =118 stationdre Patient:innen aus zwei Fachkliniken mit
psychosomatischen Behandlungsschwerpunkt bei Aufnahme (t0), Entlassung (t1) und neun
Monate spéter (t2) schriftlich befragt. In beiden Studien wurden Risiken und Nebenwirkungen
von Psychotherapie aus Patient:innenperspektive mithilfe des Inventars zur balancierten
Erfassung von negativen Effekten von Psychotherapie (INEP; Ladwig et al., 2014) erfasst. Die
21 Items des INEP erwiesen sich als reliabel (Ladwig et al., 2014; Herzog et al., 2019).
Weiterhin wurden a priori definierte Faktoren auf Ebene der Patient:innen (z.B. Vorerfahrungen
mit Psychotherapie, interpersonale Probleme), der therapeutischen Allianz sowie Kontextebene

als mogliche Pradiktoren erfasst. Die statistische Analyse erfolgte mithilfe von deskriptiven
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Analysen und separaten linearen Regressionsmodellen, in denen die Vorhersagekraft aller
signifikanten Korrelate von Nebenwirkungen und therapeutischem Fehlverhalten bzw.
unethischen Verhaltens (berpruft wurde. Zu Ersetzung fehlender Daten in den
Préadiktorvariablen wurde der Erwartungs-Maximierungs-Algorithmus (Dempster et al., 1977)

verwendet.

Ergebnisse. Positive Behandlungseffekte wurden von 76.1% der ambulanten und 72.9% der
stationdren Patient:innen berichtet. 50.3% der ambulanten und 72.9% der stationéren
Patient:innen beschrieben unerwinschte Ereignisse mit externen Ursachen. Mindestens eine
Nebenwirkung wurde von 37.3% der stationdren Patient:innen! und 15.2% der ambulanten
Patient:innen berichtet. 28.8% der stationaren Patient:innen! und 7.1% der ambulanten
Patient:innen gaben mindestens einen Fall von therapeutischem Fehlverhalten oder
unethischem Verhalten an. Stationare Patient:innen® berichteten durchschnittlich mehr
Nebenwirkungen (U = 14347, z=4.70, p <.001, r = 0.26) als ambulante Patient:innen. Eine
h&ufig berichtete Nebenwirkung war das Erleben schlechter Phasen seit Therapieende
(ambulant: 3.0%; stationar: 16.1%). Stationare Patient:innen® berichteten durchschnittlich mehr
therapeutisches Fehlverhalten oder unethisches Verhalten (U = 14168, z=5.21, p<.001,
r =0.29) als ambulante Patient:innen. Ein hdufig berichtetes therapeutisches Fehlverhalten
waren Verletzungen durch Aussagen des/der Psychotherapeut:in (ambulant: 3.6%; stationér:
20.3%). Weniger als 1% der Patient:innen berichteten schwerwiegendes therapeutisches
Fehlverhalten oder unethisches Verhalten. Es zeigten sich {berwiegend geringe
Varianzaufklarungen durch die Regressionsmodelle fur die VVorhersage von Nebenwirkungen
(ambulant: R%qj = 0.078; stationar: R%gj = 0.025) und therapeutischem Fehlverhalten bzw.
unethischem Verhalten (ambulant: R%g; = 0.046; stationdr: R%gj = 0.218). Nebenwirkungen

waren im ambulanten Setting mit bestehenden Vorerfahrungen mit Psychotherapie und

1 Zu t2 erfasst, um die groBtmogliche zeitliche Vergleichbarkeit zur ambulanten Stichprobe zu erzielen.
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aktuellen interpersonalen Problemen assoziiert, wéhrend im stationdren Setting eine hohere
Initiative als Indikator fir die Therapiemotivation Nebenwirkungen vorhersagte. Signifikante
Pradiktoren fur therapeutisches Fehlverhalten und unethisches Verhalten stellten im
ambulanten Setting ein jingeres Alter der Patient:innen und im stationdaren Setting eine als
schlecht wahrgenommene therapeutische  Allianz, negative Vorerfahrungen mit
therapeutischem Fehlverhalten oder unethischem Verhalten sowie héhere ergebnisbezogene

Therapieerwartungen dar.

Diskussion. Die klinischen Beobachtungsstudien | & 11 zeigen auf, dass psychotherapeutische
Risiken und Nebenwirkungen in der routinemai3igen Versorgung sowohl im ambulanten als
auch stationdrem Setting von Patient:innen berichtet werden. Stationare Patient:innen scheinen
jedoch ein hoheres Risiko als ambulante Patient:innen zu haben, sowohl Nebenwirkungen als

auch therapeutisches Fehlverhalten und unethisches Verhalten zu erleben.

Neben positiven Behandlungseffekten berichteten zahlreiche Patient:innen im
ambulanten und stationaren Setting von unerwiinschten Ereignissen mit externen Ursachen und
Nebenwirkungen. Entsprechend dem Kilassifikationsschema nach Linden et al. (2018) wurden
mehr unerwiinschte Ereignisse als negative Therapieeffekte berichtet. Im Vergleich zu anderen
aktuellen Studien (Griineberger et al., 2017; Lorenz, 2021; Moritz et al., 2015; Moritz et al.,
2019; Peth et al., 2018; Schermuly-Haupt et al., 2018), waren die berichteten Haufigkeiten
mindestens einer erlebten Nebenwirkung und mindestens einer Folge therapeutischen
Fehlverhaltens oder unethischen Verhaltens insbesondere im ambulanten Setting
vergleichsweise gering. Dies konnte durch die retrospektive Befragungsform, damit
einhergehenden Erinnerungsverzerrungen und die Verganglichkeit von Nebenwirkungen
erklart werden. Ubereinstimmend mit den Ergebnissen einer fritheren Online-Befragung von
ehemaligen Psychotherapiepatient:innen (Ladwig et al., 2014), Dberichteten stationdre

Patient:innen mehr Nebenwirkungen und therapeutisches Fehlverhalten bzw. unethisches
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Verhalten als ambulante Patient:innen mit bis zu mittleren Effektstarken. Solche
kontextspezifischen Unterschiede in den Haufigkeiten von psychotherapeutischen Risiken und
Nebenwirkungen sollten bei der Behandlungsindikation und der Aufklarung von Patient:innen
Beachtung finden, um eine informierte Entscheidungsfindung unter Beriicksichtigung

individueller Kosten-Nutzen-Abwagungen zu ermdéglichen (Beauchamp & Childress, 2019).

Ahnlich wie in anderen aktuellen Studien (Griineberger et al., 2017; Lorenz, 2021;
Rheker et al., 2017; Schermuly-Haupt et al., 2018), waren unsere Vorhersagemodelle fur das
Auftreten negativer Therapieeffekte und spezifisch von Nebenwirkungen von unzureichender
Starke. Weiterfuhrend sind daher prospektive Kohortenstudien tiber die psychotherapeutische
Behandlung hinweg notwendig, um klinisch relevante Faktoren auf Ebene von Patient:innen
(z.B. Schweregrad der psychischen Erkrankung), Behandelnden (z.B. Behandlungserfahrung),
der therapeutischen Beziehung und des Settings (z.B. Gruppentherapien, multiprofessioneller
Behandlungsrahmen, Kontakt zu Mitpatient:innen) zu identifizieren, welche das Auftreten von
Risiken und Nebenwirkungen begunstigen. Um mdoglichen systematischen Verzerrungen
entgegenzuwirken, sollten neben Selbstbeurteilungsinstrumenten auch Beobachtungsverfahren

Anwendung finden.

Zusammenfassend weisen beide Studien auf die Notwendigkeit hin, der systematischen
Erfassung von Risiken und Nebenwirkungen in Forschung und klinischer Praxis mehr
Aufmerksamkeit zu schenken. Zum Schutz von Patient:innen sollten zum einen negative
Therapieeffekte prazise von unerwiinschten Ereignissen mit externen Ursachen abgegrenzt
werden und zum anderen Nebenwirkungen aus Patient:innen- und Behandelndenperspektive

von therapeutischem Fehlverhalten und unethischem Verhalten differenziert werden.
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4.3 Studie I11: Aufklarung tber Risiken und Nebenwirkungen von Psychotherapie aus
Behandelndenperspektive — ethische Ilusion oder klinische Realitat?

Publikation
Gerke, L., Meyrose, A. K. & Nestoriuc, Y. (2022). Informed consent for psychotherapy: ethical

illusion or clinical reality? A survey about psychotherapists’ attitudes and practices in Germany.

Clinical Psychology & Psychotherapy. 1- 13. doi: 10.1002/cpp.2790

Hintergrund. Um eine Psychotherapie zu beginnen, missen Patient:innen gemaf rechtlichen
und berufsethischen Vorgaben uber die Behandlung aufgeklart werden (8630d-e BGB,;
Bundespsychotherapeutenkammer, 2014; Trachsel et al., 2018). Basierend auf der
Behandlungsaufklarung kdnnen Patient:innen eine autonome Behandlungsentscheidung treffen
und informiert in die Behandlung einwilligen (Beauchamp & Childress, 2019). Transparente
Informationen Uber den erwarteten Nutzen und mdgliche Risiken der Behandlung sind
notwendig, damit Patient:innen individuell Kosten und Nutzen abwédgen und mdgliche
Behandlungsalternativen in Betracht ziehen kdnnen. Es wird jedoch eine Diskrepanz zwischen
diesen theoretischen Idealen und der praktischen Umsetzung der informierten Einwilligung im
klinischen Alltag angenommen (Grady, 2015; Hall et al., 2012). So wird vermutet, dass die
informierte Einwilligung in der klinischen Praxis nur einen geringen Stellenwert einnimmt und
Psychotherapeut:innen nicht reguldr und im Einklang mit ethischen Vorgaben uber
Psychotherapie aufklaren (Colloca & Nestoriuc, 2016; Trachsel et al., 2015). Ziel dieser
Untersuchung war es daher, die Einstellungen und praktische Umsetzung beziglich a) der
informierten Einwilligung fur Psychotherapie insgesamt und b) der Aufklarung iber Risiken
und Nebenwirkungen im Spezifischen aus der Perspektive von Behandelnden in Deutschland
abzubilden. Ausgehend von dem mdglichen Dilemma zwischen den ethischen Prinzipien der
Schadensvermeidung und des Selbstbestimmungsrechts nahmen wir an, dass
Psychotherapeut:innen ihre Patient:innen in der klinischen Praxis nicht regulér Gber Risiken

und Nebenwirkungen aufkléaren.
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Methoden. Im Rahmen einer querschnittlichen Online-Befragung wurden N = 530
Psychotherapeut:innen und Ausbildungskandidat:innen in Deutschland zu ihren Einstellungen
gegentber der informierten Einwilligung fur Psychotherapie und deren praktische Umsetzung
im klinischen Alltag befragt. Teilnehmer:innen wiesen eine Approbation in einem in
Deutschland sozialrechtlich anerkannten Psychotherapieverfahren auf oder strebten diese im
Rahmen ihrer Psychotherapie-Ausbildung an. Teilnehmende Ausbildungskandidat:innen
befanden sich zum Zeitpunkt der Befragung bereits in der praktischen Ausbildung. Der
Fragenkatalog bestand aus 43 Single- und Multiple-Choice-Fragen und wurde aufgrund
fehlender validierter Messinstrumente von den Autorinnen konzipiert. Im Rahmen einer
initialen  Pilotierung pruften  Psychologiestudierende, approbierte und angehende
Psychotherapeut:innen die Lesbarkeit, Verstandlichkeit und technische Verwendbarkeit der
Umfrage. Basierend auf dem Feedback wurden unter anderem quantitative Fragen von einer
11-stufigen auf eine 7-stufige numerische Ratingskala mit drei Ankerpunkten reduziert. Die
Teilnehmer:innen gaben u.a. an, fir wie wichtig sie die Offenlegung von Risiken und
Nebenwirkungen halten (0 = tberhaupt nicht wichtig, 3 = méRig und 6 = sehr wichtig) und ob
sie ihre Patient:innen Uber Risiken und Nebenwirkungen der Psychotherapie informieren (0 =
nein, 1 = ja). Bei Bejahung wurden sie gefragt, bei wie viel Prozent ihrer Patient:innen sie diese
Informationen geben. Teilnehmer:innen gaben an, wie qualifiziert sie sich fuhlen, Gber Risiken
und Nebenwirkungen von Psychotherapie aufzuklaren (0 = Uberhaupt nicht qualifiziert, 3 =
malRig und 6 = sehr qualifiziert). Zudem wurden Behandelnde im Multiple Choice-Format zu
Vor- und Nachteilen der Aufklarung Gber mogliche Risiken und Nebenwirkungen befragt. Zur
statistischen Analyse wurden deskriptive Analysen und eine logistische Regressionsanalyse zur
Vorhersage der Einholung einer informierten Einwilligung (bindr codiert: ja/nein)

durchgefhrt.
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Ergebnisse. Die meisten Behandelnden (84.0%) gaben an, regelméRig eine informierte
Einwilligung fur Psychotherapie einzuholen. Von diesen Befragten beschrieben 38.9%, die
informierte Einwilligung ausschlieBlich schriftlich einzuholen, 27.9% taten dies ausschlieRlich
mindlich und 32.3% gaben an, die informierte Einwilligung mundlich und schriftlich
einzuholen. Mehr Wissen tber die informierte Einwilligung (OR = 1.55, p <.001), eine groRere
Vertrautheit mit den ethischen Pflichten der informierten Einwilligung (OR =1.37, p < .001)
und eine geringere psychotherapeutische Berufserfahrung (OR = 0.97, p =.002) erhéhten
signifikant die Wahrscheinlichkeit, eine informierte Einwilligung flr Psychotherapie
einzuholen. Da eine hohe Korrelation zwischen den Variablen Alter und Behandlungserfahrung
(r =0.88, p <.001) auf Kollinearitat hindeutete, wurde in einem zweiten Regressionsmodell
der Pradiktor Alter aufgenommen, welcher einen vergleichbaren Effekt wie die

Behandlungserfahrung erzielte (OR = 0.97, p <.001).

Die Mehrheit der Befragten (63.0%) war sich unsicher, ob sie die rechtlichen
Verpflichtungen erfullt und 52.5% berichteten von Zweifeln an der eigenen Erfullung ethischer
Anforderungen. 81.7% der befragten (angehenden) Psychotherapeut:innen hielten es fir
wichtig oder sehr wichtig, Patient:innen tber potenzielle Risiken und Nebenwirkungen einer
Psychotherapie zu informieren. 4 von 5 Psychotherapeut:innen (80.0%) gaben an, ihre
Patient:innen regulér Gber Risiken und Nebenwirkungen aufzuklaren. 92.5% der Befragten
berichteten, mindestens einmal in der Vergangenheit Patient:innen Uber Risiken und
Nebenwirkungen von Psychotherapie aufgeklart zu haben und diese Information in
durchschnittlich 77.8% ihrer Patient:innenfélle (SD = 29.20) weiterzugeben. Die beiden am
haufigsten ausgewahlten Vorteile der Aufklarung tiber Risiken und Nebenwirkungen waren 1)
die Schaffung von Transparenz (93.2%) und 2) die Starkung wvon realistischen
Behandlungserwartungen (88.5%). Die beiden am hdufigsten ausgewdahlten Nachteile der

Offenlegung von Informationen Uber potenzielle Risiken und Nebenwirkungen waren 1) das
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Erwecken von Angst vor Risiken und Nebenwirkungen (51.5%) und 2) die Entmutigung von

Patient:innen zu Behandlungsbeginn (34.0%).

Diskussion. Entgegen unserer Annahme scheinen die meisten Behandelnden sowohl die
informierte Einwilligung flr Psychotherapie insgesamt als auch spezifisch die Aufklarung tiber
Risiken und Nebenwirkungen in der klinischen Praxis durchzufihren. Gleichzeitig offenbarte
die Untersuchung Unsicherheiten bei der Mehrheit der Behandelnden in Bezug auf rechtliche

und ethische Anforderungen der informierten Einwilligung flr Psychotherapie.

Obwohl die meisten Behandelnden Vorteile in der Aufklarung Uber Risiken und
Nebenwirkung angaben, beschrieb die Mehrheit der Befragten die Befiuirchtung, durch die
Aufklarung an sich Angste vor Risiken und Nebenwirkungen hervorzurufen. Diese Bedenken
decken sich mit aktuellen Befragungsergebnissen aus der Schweiz und dem Vereinigten
Konigreich, demnach (angehende) Psychotherapeut:innen Vorbehalte beziglich der
Natzlichkeit und Umsetzbarkeit der informierten Einwilligung im klinischen Alltag einrdumten
(Blease, Arnott et al., 2020; Eberle et al., 2021). Zudem stehen diese Beflirchtungen im
Einklang mit theoretischen Uberlegungen und bisherigen Erkenntnissen aus der Nocebo-
Forschung, demzufolge aktuelle Informationspraktiken Gber Risiken und Nebenwirkungen tiber
die Induktion negativer Erwartungseffekte mdglicherweise eher schaden (Nestoriuc et al.,

2021; Wells & Kaptchuk, 2012).

Angesichts der berichteten Vorbehalte und Unsicherheiten erscheint die Rate an
Behandelnden, welche nicht Gber Risiken und Nebenwirkungen aufklaren, mit 20%
vergleichsweise gering. So kénnte die Anzahl der Behandelnden, die regulér ihre Patient:innen
uber Risiken und Nebenwirkungen aufklaren, maoglicherweise durch das Convenience
Sampling und damit einhergehenden Selektionseffekten im Online-Kontext sowie sozial
erwunschtem Antwortverhalten der Befragten systematisch tberschétzt worden sein. Auch

wenn unserer Stichprobe eine hohe Reprasentativitdt zu der aktuellen Verteilung von
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lizensierten Psychotherapeut:innen in Deutschland hinsichtlich der relativen Verteilung von
Geschlecht, Berufsgruppen und dem psychotherapeutischen Verfahren aufweist (Grobe et al.,
2020; Kassenarztliche Bundesvereinigung, 2020; Rabe-Menssen et al., 2021), sind zur
Uberpriifung der Generalisierbarkeit unserer Ergebnisse prospektive Beobachtungsstudien
erforderlich, in welchen die Aufklarungspraktiken fir Psychotherapie in der klinischen

Routineversorgung repréasentativ abgebildet werden.

Jungere Psychotherapeut:innen bzw. solche mit weniger Berufserfahrung und mehr
Wissen Uber die informierte Einwilligung und dessen ethische VVorgaben scheinen haufiger eine
informierte Einwilligung einzuholen. Eine mdgliche Erklarung konnte darin liegen, dass die
Verbesserung der Rechte von Patient:innen erst im letzten Jahrzehnt rechtlich verankert wurde
(8630d-e BGB). Die Ergebnisse dieser Studie legen nahe, dass eine gezielte Schulung von
Behandelnden zur informierten Einwilligung fiir Psychotherapie die Umsetzungsquantitat und

-qualitét in der klinischen Praxis verbessern dirfte.

4.4  Studie IV: Informierte Einwilligung fir Psychotherapie — eine optimierte
Aufklarung uber Risiken und Nebenwirkungen fur Patient:innen

Publikationen

Gerke, L., Ladwig, S., Pauls, F., Trachsel, M., Harter, M. & Nestoriuc, Y. (2022). Optimized

Informed Consent for Psychotherapy: Protocol for a Randomized Controlled Trial. JMIR

Research Protocols, 11(9), e39843. doi: 10.2196/39843

Gerke, L., Pauls, F., Ladwig, S., Liebherz, S., Reininger, K.M., Kriston, L., Trachsel, M.,
Hérter, M. & Nestoriuc, Y. (2023). Optimizing treatment expectations and decision-making
through informed consent for psychotherapy: a randomized controlled trial. [Manuskript
eingereicht zur Publikation im Journal of Consulting and Clinical Psychology]. Arbeitsgruppe
fur Klinische Psychologie, Helmut-Schmidt-Universitdt/ Universitdt der Bundeswehr

Hamburg.
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Hintergrund. Wie kann eine Aufkldrung Uber psychotherapeutische Risiken und
Nebenwirkungen gemal rechtlichen und ethischen Vorgaben gelingen, ohne Patient:innen zu
schaden? Zur Uberwindung des Dilemmas zwischen den ethischen Prinzipien des
Selbstbestimmungsrechts und des Nichtschadens wurden in anderen Behandlungskontexten
bereits Strategien wie das Erwartungsmanagement, Kontextualisierung, Framing und die
Anwendung des Konzepts der partizipativen Entscheidungsfindung experimentell untersucht
(Barnes et al., 2019; Faasse et al., 2019; Heisig et al., 2015; Holzhiter & Hamann, 2020). Es
fehlen jedoch Ansétze fir die klinische Praxis, wie diese Strategien in einer umfassenden
Aufklarungsprozedur fur Psychotherapie gemaR rechtlichen und ethischen Anforderungen

zusammengefuhrt werden kdnnen.

Wie die Placebo- und Nocebo-Forschung zeigt, kann die Behandlungsaufklarung einen Einfluss
auf Behandlungserwartungen und somit auch auf Behandlungsoutcomes nehmen (Colloca &
Finniss, 2012; Finniss et al., 2010). So ist anzunehmen, dass eine ausgewogene Aufklarung
uber mogliche Kosten und Nutzen der Behandlung nicht nur unerwiinschte Nocebo-Effekte,
sondern auch forderliche Placebo-Effekte hervorrufen kann (Miller & Colloca, 2011; Trachsel
& grosse Holtforth, 2019). Eine transparente und individualisierte Aufklarung unter Einbezug
von Informationen tber die Wirksamkeit und Wirkfaktoren von Psychotherapie konnte sich
somit nicht nur positiv auf die Entscheidungsfindung, sondern auch auf psychotherapie-
relevante Outcomes, wie die Behandlungserwartungen, die autonome Therapiemotivation oder
die Adhérenzintention von Patient:innen auswirken (Colloca & Barsky, 2020; Trachsel et al.,
2015). Spezifisch im Psychotherapiekontext existieren jedoch noch keine experimentellen
Studien, welche die Wirksamkeit konkreter Aufklarungspraktiken priifen. Wir untersuchten
daher experimentell die Wirksamkeit eines neu konzipierten optimierten Aufklarungsgesprachs
fiir Psychotherapie unter Beriicksichtigung rechtlicher, ethischer und klinischer Anforderungen

in einer Stichprobe von Personen mit einer Behandlungsindikation fur Psychotherapie.
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Methoden. Basierend auf einer Literaturrecherche zu rechtlichen und ethischen Anforderungen
(8630d-e BGB; American Psychological Association [APA], 2017; Beauchamp & Childress,
2019; European Federation of Psychologists’ Associations [EFPA], 2005) sowie aktuellen
Erkenntnissen der Erwartungs- und Psychotherapieforschung (Blease, Kelley & Trachsel,
2020; Evers et al., 2020; Rief, 2021) entwickelten wir ein optimiertes Aufklarungsgespréach
uber Psychotherapie (OAG) mit visuellen Informationskarten (siehe Anhang 8.5) und einem
semistrukturierten Leitfaden. In diesem vermitteln Studienpsycholog:innen Informationen Gber
a) Rahmenbedingungen, Techniken und Ziele von Psychotherapie, b) deren Wirksamkeit,
Nutzen und Wirkmechanismen sowie c) Risiken und Nebenwirkungen und entsprechende
Bewiltigungsstrategien. Bei der Informationsvermittlung werden Erwartungsmanagement,
Kontextualisierung und Framing als zentrale Strategien eingesetzt. Die Studienpsycholog:innen
nehmen eine patientenzentrierte und empathisch-zugewandte Haltung ein. So werden
Informationen im Einklang mit den Prinzipien der partizipativen Entscheidungsfindung im
OAG flexibel an individuelle Informationsbedirfnisse angepasst und Patient:innen durch die
gemeinsame Abwagung individueller Vor- und Nachteile der Behandlung aktiv am

Entscheidungsprozess beteiligt.

In einem randomisiert-kontrollierten Studiendesign im Online-Setting erhielten N = 122
erwachsene Personen mit mindestens einer Verdachtsdiagnose nach dem Diagnostischen und
Statistischen Manual Psychischer Stérungen DSM-5 (American Psychiatric Association, 2013)
nach einer Baseline-Erhebung (t0) entweder eine 80-seitige Informationsbroschire tber
Psychotherapie zum Selbststudium als Treatment as Usual (TAU; n = 61) oder TAU in
Verbindung mit dem neu konzipierten 35-minutigen optimierten Aufklarungsgespréch (OAG;
n = 61). Das OAG fand zwei Wochen nach der Baseline-Erhebung (iber einen sicheren
Videodienstanbieter stattfand (t1). Alle Teilnehmer:innen fillten zwei Wochen (t2) und drei

Monate (t3) nach der Intervention Online-Nachbefragungen aus. Unser priméres Outcome
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waren Behandlungserwartungen zum Zeitpunkt der zweiwdchigen Nachbefragung (t2),
gemessen mit dem Treatment Expectation Questionnaire (TEX-Q; Alberts et al., 2020). Der
TEX-Q weist eine gute Reliabilitat und Validitat auf (Shedden-Mora et al., 2023). Zu den
sekundaren Outcomes gehorten wu.a. die autonome Behandlungsmotivation, die
Adharenzintention, Entscheidungskonflikte, das Wissen (ber Psychotherapie, die
Einwilligungsfahigkeit bezliglich der Behandlung, Zufriedenheit mit den erhaltenen

Informationen und unerwiinschte Ereignisse.

Zur statistischen Auswertung metrischer Outcomes verwendeten wir lineare gemischte Modelle
fir wiederholte Messungen. Wir modulierten Zeit, Gruppe und deren Interaktion als feste
Effekte und den Intercept als Zufallseffekt. Die Stratifikationsvariable Valenz der
psychotherapeutischen Vorerfahrungen wurde als Kovariate in das Modell einbezogen. Die
mittleren Unterschiede der geschatzten adjustierten Mittelwerte (MD), ihre Standardfehler (SE)
und t-Statistiken wurden fur alle Vergleiche von OAG und TAU berechnet. Zur Untersuchung
von Gruppenunterschieden in Bezug auf querschnittliche Outcomes wurden t-Tests fur
unabhdngige Stichproben bzw. Pearson-Chi-Quadrat-Tests durchgefiihrt. Da lineare gemischte
Modelle fir wiederholte Messungen eine robuste statistische Auswertung unvollstdndiger
Daten ermoglichen, wurde eine multiple Imputation zur Ersetzung fehlender Werte

ausschlieflich fur die querschnittlich erhobenen Outcomes angewandt.

Ergebnisse. Die Intention-to-treat-Analysen umfassten Daten von N =122 randomisierten
Personen. Fur n=10 (8.2%) fehlten Daten fur t1 (n=4), t2 (n=6), und/oder t3 (n = 8).
Personen, die zusétzlich das OAG erhielten, berichteten signifikant hohere
Behandlungserwartungen zwei Wochen (MD = 0.70, 95%KIl: 0.35 - 1.05, d = 0.73) und drei
Monate nach der Intervention (MD =0.58, 95% ClI, 0.19 - 0.97, p =.004; d = 0.53) im Vergleich

zu Teilnehmer:innen, die das TAU erhielten. Personen in der OAG-Bedingung zeigten zu t2
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eine signifikant héhere Behandlungsmotivation? (MD = 0.67, 95%KI: 0.33 - 1.01; d = 0.74)
und Adhérenzintention? (MD = 0.77, 95%KI, 0.18 - 1.36; d = 0.46) im Vergleich zur TAU-
Bedingung. Personen in der OAG-Bedingung beschrieben signifikant weniger
Entscheidungskonflikte? (MD = -13.93, 95%K1: -19.47 - -8.39; d = 0.91) und mehr Wissen iiber
Psychotherapie? (MD = 1.58, 95%KI: 0.97 - 2.20; d = 0.93) zu t2. Im Vergleich zur TAU-
Bedingung, wiesen Teilnehmer:innen, die zusétzlich das OAG erhielten, unmittelbar nach der
Intervention (t1) eine signifikant hohere Einwilligungsfahigkeit® (p < .001, d =0.63) und

Zufriedenheit bzgl. der erhaltenen Informationen® (p <.001, d =1.34) auf.

Die Erwartungen von Teilnehmer:innen an das Auftretens von psychotherapeutischen
Nebenwirkungen? (p =.343-.716) und die Angst vor Nebenwirkungen? (p = .628-.888)
unterschied sich zu keinem Messzeitpunkt signifikant zwischen der OIC- und TAU-Bedingung.
Zu t1 berichteten Personen in der OAG-Bedingung statistisch signifikant hohere Erwartungen
an das Coping mit Nebenwirkungen (p = .004; d = 0.49), nicht jedoch zur Baseline (p = .436)
und zu t2 (p = .054). Fur keine Messzeitpunkte ergaben sich statistisch signifikante
Gruppenunterschiede fur die a-priori definierten unerwinschte Ereignisse ,,Verwirrung* und
»Zweifel an der Entscheidung, eine Psychotherapie zu beginnen®. Unmittelbar nach der
Intervention (t1), bejahten neun Teilnehmer:innen (15%) der OIC-Gruppe und zwei
Teilnehmer:innen (3.45%) der TAU-Gruppe das a-priori definierte unerwinschte Ereignis
»Angst vor psychotherapeutischen Risiken und Nebenwirkungen®* (p =.031). Dieser
Gruppenunterschied war zwei Wochen (p =.492) und drei Monate spater (p = .180) nicht mehr
erkennbar. Es zeigten sich keine signifikanten Unterschiede in dem Auftreten schwerwiegender
unerwiinschter Ereignisse (p = .085-.972). Interventionsbedingte unerwiinschte Ereignisse

wurden selten berichtet.

2 Nicht zu t3 erfasst.
8 AusschlieRlich zu t1 erfasst.
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Diskussion. Diese Studie zeigte positive Effekte eines optimiertes Aufklarungsgesprachs von
mittlerer  bis groRer Starke auf Behandlungserwartungen, Therapiemotivation,
Adharenzintention, Entscheidungskonflikte, Wissen (iber Psychotherapie und die Fahigkeit zur
Einwilligung in die Behandlung in einer Stichprobe erwachsener Personen mit psychischen
Erkrankungen. Im Einklang mit vorherigen randomisiert-kontrollierten klinischen Studien aus
anderen medizinischen Bereichen (Rief et al., 2017; Shedden-Mora et al., 2020) sowie dem
aktuellen Cochrane-Review zu Entscheidungshilfen (Stacey et al., 2017), scheinen
Patient:innen durch das optimierte Aufklarungsgesprach in ihren Behandlungserwartungen
bestarkt und im Entscheidungsprozess bezuglich der Behandlung individuell unterstutzt zu
werden. Im Vergleich zu anderen Studien, die einzelne Strategien zur Optimierung von
Behandlungserwartungen und entscheidungsbezogenen Outcomes untersuchten, sind die

Effektstarken vergleichsweise groR (Heisig et al., 2015; Shedden-Mora et al., 2020).

Unsere Ergebnisse deuten darauf hin, dass die optimierte Aufklarung bei manchen
Personen kurzfristig die Aufmerksamkeit fiir Risiken und Nebenwirkungen erhdhen und somit
unerwiinschte Nocebo-Effekte induzieren kann. Die positiven klinischen Effekte des
optimierten  Aufklarungsgesprachs auf psychotherapie-bezogene Outcomes und die
Entscheidungsfindung scheinen jedoch maogliche negative Aufklarungseffekte zu tiberwiegen.
Insgesamt legen die Ergebnisse nahe, dass eine Aufklarung tiber Psychotherapie unter Einbezug
von Information zu Risiken geméR rechtlichen und ethischen Anforderungen gelingen kann,

ohne Patient:innen nachhaltig zu schaden.

Als methodische Starken sind die Praregistrierung sowie die explizite Erstellung und
Veroffentlichung des Studienprotokolls hervorzuheben, die eine transparente Unterscheidung
zwischen konfirmatorischen und explorativen Analysen ermdglichen und das Risiko fir
Publiktionsverzerrungen reduzieren. Die nicht aufrechterhaltene Verblindung in Bezug auf das
Outcome der Einwilligungsfahigkeit stellt hingegen eine Limitation dieser Studie dar. Aus
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pragmatischen Grunden wurde die informierte Einwilligung fir Psychotherapie in unserer
Studie eher als ein einmaliges Ereignis als ein fortlaufender Prozess vor und wahrend der
Behandlung abgebildet (Pomerantz, 2005). Zudem l&sst die Studie keine Aussagen Uber den
Einfluss des optimierten Aufklarungsgesprachs auf den Behandlungsverlauf und
Behandlungsergebnisse zu. Fortfiihrend sind daher randomisiert-kontrollierte Klinische
Langsschnittstudien mit langerem Nachbeobachtungszeitraum notwendig. Trotz bestehender
Limitationen sind die Ergebnisse dieser Studie von hoher klinischer Relevanz. So bildet unsere
Studie eine empirische Grundlage fur die Aufklarung Gber Psychotherapie und spezifisch, ber

Risiken und Nebenwirkungen, gemaR rechtlichen und ethischen VVorgaben in Deutschland.

5 Zusammenfassende Diskussion

5.1 Zusammenfassung und Diskussion

Ziel dieser Dissertation war die systematische Untersuchung von Risiken und
Nebenwirkungen von Psychotherapie aus der Perspektive von Patient:innen und Behandelnden,
um darauf aufbauend eine optimierte Aufklérung uber Psychotherapie zu entwickeln und
empirisch zu uberprufen. Im Einklang mit dem Arbeitsmodell dieser Dissertation verdeutlichen
die vorliegenden Studien insgesamt die klinische Relevanz von evidenzbasiertem Wissen Uber
Risiken und Nebenwirkungen fur die Aufklarung von Psychotherapeut:innen und Patient:innen.
Die Aufklarung Uber Risiken und Nebenwirkungen scheint in der aktuellen
psychotherapeutischen Routineversorgung noch nicht routinemaRig verankert zu sein und mit
Beflirchtungen seitens der Behandelnden einherzugehen. Zugleich betonen die Ergebnisse
dieser Dissertation die Chancen einer ausgewogenen Behandlungsaufklarung, nicht nur
rechtliche und ethische Vorgaben zu erfillen, sondern auch psychotherapie-relevante

Outcomes wie addquate Behandlungserwartungen zu foérdern.
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Die Kklinischen Beobachtungsstudien | und 1l zeigten auf, dass Risiken und
Nebenwirkungen in ambulanten und stationaren Psychotherapien kein seltenes Phdnomen sind.
Im Einklang mit einer vorherigen guerschnittlichen Online-Befragung (Ladwig et al., 2014),
scheinen stationdre Patient:innen ein hoheres Risiko zu haben, Nebenwirkungen und
therapeutisches Fehlverhalten oder unethisches Verhalten zu erleben. Mégliche Griinde daftr
konnten ein hoherer Schweregrad der psychischen Erkrankungen, der multiprofessionelle
Behandlungsrahmen, Gruppentherapien und der Kontakt zu Mitpatient:innen im stationéren
Behandlungssetting darstellen. Der Anteil an Patient:innen mit Nebenwirkungserfahrungen lag
ahnlich wie in anderen aktuellen Untersuchungen (Lorenz, 2021; Moritz et al., 2019;
Schermuly-Haupt et al., 2018) hoher als die konsensbasierte Schatzung, dass bei 5-20% der
Psychotherapie-Patient:innen ,,unerwiinschte Ereignisse erwartbar seien (Linden &
Schermuly-Haupt, 2014). Unsere Ergebnisse stitzen vielmehr die Annahme, dass die
Héufigkeiten psychotherapeutischer Nebenwirkungen in Abhéngigkeit der untersuchten
Patient:innenpopulation, Faktoren auf Patient:innen- und  Therapeut:innenebene,
Kontextfaktoren wie dem Behandlungssetting, den eingesetzten therapeutischen Techniken, der
Erhebungsmethode und dem Erhebungszeitpunkt erheblich variieren und daher differenziert

betrachtet werden sollten (Herzog et al., 2019; Linden et al., 2018).

Vor dem Hintergrund fehlender empirischer Erkenntnisse zur Durchfiihrung der
informierten Einwilligung fur Psychotherapie und spezifisch, der Aufklarung tiber Risiken und
Nebenwirkungen, ergeben sich anhand der querschnittlichen Online-Befragung 111 Hinweise
auf Méangel in der Umsetzungsquantitat und -qualitét in der klinischen Praxis. Im Einklang mit
den Ergebnissen einer qualitativen Studie unter angehenden Psychotherapeut:innen im
Vereinigten Konigreich (Blease, Arnott et al., 2020), zeigte sich eine bedeutsame Unsicherheit
unter Behandelnden in Bezug auf rechtliche und ethische Anforderungen einer informierten

Einwilligung fur Psychotherapie. Zudem klé&rte ein von fiinf Behandelnden laut Selbstauskunft
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nicht dber Risiken und Nebenwirkungen auf. Die von der Mehrheit angegebene Befiirchtung,
durch die Aufklarung Angst vor Risiken und Nebenwirkungen zu induzieren, unterstreicht die
klinische Relevanz des Dilemmas zwischen den ethischen Prinzipien des

Selbstbestimmungsrechts und der Schadensvermeidung (Wells & Kaptchuk, 2012).

Entgegen diesem antizipierten Dilemma fihrte die neu entwickelte optimierte
Aufklarung Uber Psychotherapie unter Anwendung von Erwartungsmanagement,
Kontextualisierung, Framing und Orientierung an dem Konzept der partizipativen
Entscheidungsfindung in der randomisiert-kontrollierten klinischen Studie 1V zu einer
Reduktion der Entscheidungskonflikte und zu keiner langerfristigen Angstzunahme vor Risiken
und Nebenwirkungen. Im Einklang mit Ergebnissen der Erwartungsforschung (Constantino et
al., 2012; Rief et al., 2017; Shedden-Mora et al., 2020), konnte die optimierte Aufklarung tber
Psychotherapie dartiber hinaus positive Behandlungserwartungen, die autonome

Therapiemotivation und Adhdrenzintention von Patient:innen fordern.

5.2 Limitationen und Starken

Bei der Interpretation der Ergebnisse sollte limitierend berticksichtigt werden, dass die
Daten in allen Studien vorrangig oder ganzlich im Selbstbericht erfasst wurden. Vor diesem
Hintergrund kdnnen systematische Verzerrungen durch sozial erwiinschtes Antwortverhalten
oder Selbstselektionseffekte nicht ausgeschlossen werden. So ist anzunehmen, dass in der
querschnittlichen Online-Befragung 111 die Anzahl der Behandelnden, welche nicht Uber
Risiken und Nebenwirkungen aufklaren, aufgrund von sozial erwiinschtem Antwortverhalten
und Selbstselektionseffekten eher unterschétzt wurde. Fir generalisierbare Aussagen sollten in
zukunftigen Studien daher moglichst représentative Stichproben der Grundgesamtheit an
Psychotherapeut:innen rekrutiert werden. Zudem sollten multiple Perspektiven (Patient:in,
Behandelnde:r, Beobachter:in) zur Erfassung von Risiken und Nebenwirkungen parallel

eingesetzt und miteinander verglichen werden. Die Querschnittsstudien I und I11 lassen zudem
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keine kausalen Ruckschliisse zu. Vor dem Hintergrund fehlender validierter Messinstrumente
limitiert der Einsatz selbstkonstruierter Messinstrumente insbesondere in der querschnittlichen

Online-Befragung 111 die Aussagekraft der Befunde.

Die vorliegende Dissertation gibt einen umfassenden Einblick in den Themenkomplex
der Risiken und Nebenwirkungen von Psychotherapie. Neben der systematischen Erfassung
dieser zentralen Konzepte in der Forschung unter Berlicksichtigung der Perspektiven von
Behandelnden und Patient:innen, steht auch die Aufkl&rung in der klinischen Praxis im Fokus
dieser Arbeit. In den klinischen Beobachtungsstudien | und Il wurden Risiken und
Nebenwirkungen aus Patient:innenperspektive entsprechend dem Klassifikationsschema nach
Linden et al. (2018) systematisch erfasst und klassifiziert, um eine zukiinftige Vergleichbarkeit
mit anderen Studien zu gewahrleisten. In Studie Il berichtete erstmalig eine Stichprobe von
Behandelnden in Deutschland von ihrer praktischen Umsetzung der informierten Einwilligung
fir Psychotherapie im klinischen Alltag. Aufbauend auf den Erkenntnissen der
Beobachtungsstudien I-111 wurden in der randomisiert-kontrollierten klinischen Studie 1V
erstmals Aufklarungspraktiken fiir Psychotherapie experimentell untersucht. Die entwickelte
optimierte Aufklarungsintervention stellt ein innovatives klinisches Tool dar, welches
Psychotherapeut:innen verfahrensiibergreifend anhand des semistrukturierten Leitfadens und
den visuellen Informationskarten leicht in eine psychotherapeutischen Sprechstunde und damit

in ihren klinischen Alltag integrieren konnen.

Entsprechend aktueller Empfehlungen zur Erfassung unerwiinschter Ereignisse
(Papaioannou et al., 2021), wurden in der randomisiert-kontrollierten klinischen Studie 1V
erwartbare unerwiinschte Ereignisse im Zusammenhang mit der optimierten Aufklarung a
priori definiert, systematisch erfasst und transparent berichtet. Zur Starkung der externen
Validitat wurde die randomisiert-kontrollierte klinische Studie 1V unter mdglichst realistischen

Bedingungen der klinischen Routineversorgung konzipiert und durchgefiihrt. Mithilfe
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klinischer Interviews a 45-90 Minuten wurde die Eignung aller Teilnehmer:innen umfangreich
geprift. In der experimentellen Studie IV wurden komplexe methodische Analyseverfahren
angewandt und dartber hinaus in allen Studien I-1V umfangreiche Sensitivitatsanalysen zur

Uberpriifung der Stabilitéit der Ergebnisse durchgefiihrt.

5.3 Implikationen fir die klinische Forschung

Angesichts der unzureichenden empirischen Datenlage sollte die Terminologie zu
Risiken und Nebenwirkungen international homogenisiert werden und Einzug in die klinische
Forschung erhalten. Damit einhergehend sind validierte und international einsetzbare
Messinstrumente als Goldstandard notwendig, um die Vergleichbarkeit von Studienergebnissen
zu erhdhen und perspektivisch aussagekraftige meta-analytische Ergebnisse tiber Haufigkeiten
und Pradiktoren von Risiken und Nebenwirkungen zu ermdglichen. Um systematischen
Verzerrungen vorzubeugen, sollten die Haufigkeiten in zukinftigen Studien parallel aus den
Perspektiven von Patient:innen, Behandelnden und Beobachter:innen erhoben werden. Zur
Uberpriifung der Generalisierbarkeit unserer Befunde gilt es, die Studienergebnisse und
insbesondere die Wirksamkeit des optimierten Aufklarungsgesprachs in anderen
Behandlungskontexten, Patient:innenpopulationen und Gesundheitssystemen zu untersuchen.
Da sich die rechtlichen Vorgaben, die Aus- und Weiterbildungen von Psychotherapeut:innen
und auch die psychotherapeutische Behandlungen landerspezifisch unterscheiden, sollten die

Ergebnisse im internationalen Kontext repliziert werden.

In experimentellen Designs kann gepruft werden, welche Wirkfaktoren in welchem
Ausmall zum Erfolg des optimierten Aufklarungsgespréachs beitragen und inwiefern das neu
entwickelte optimierte Aufklarungsgesprach durch andere Aspekte wie diagnosespezifische
Informationen oder die Berlicksichtigung der Symptomschwere weiter individualisiert und
optimiert werden kann (Kube et al., 2018). In Anlehnung an das Arbeitsmodell dieser

Dissertation  konnten randomisiert-kontrollierte  klinische Folgestudien mit einem
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Beobachtungszeitraum tber die Psychotherapie hinweg zukiinftig den Fragen nachgehen, a)
inwiefern eine optimierte Behandlungsaufklarung zu férderlichen Behandlungsoutcomes und
einer verbesserten Wahrnehmung von Nebenwirkungen im Behandlungsverlauf beitragt und b)
ob eine vorherige Aufklarung tiber Nebenwirkungen den Umgang mit Nebenwirkungen (D)
positiv beeinflusst. Zur Reduktion systematischer Verzerrungen sollte die Outcome-Erfassung
erganzend aus der Perspektive von Behandelnden und unabhangigen Beobachter:innen (z.B.
durch Videoaufnahmen) erfolgen. Im Einklang mit aktuellen Bestrebungen der
Psychotherapieforschung hin zu einer prozessbasierten Psychotherapie konnte eine begleitende
Analyse von Moderator- und Mediatorvariablen zur Identifikation der Wirkmechanismen des
optimierten Aufklarungsgesprachs beitragen (Brakemeier & Herpertz, 2019). Da aktuelle
Gesetze, ethische Kodizes und Berufsordnungen flr Psychotherapeut:innen primar definieren,
worliber und weniger wie aufgeklart werden sollte (8630d-e BGB; APA, 2017;
Bundespsychotherapeutenkammer, 2014; EFPA, 2005), darfte die Entwicklung
evidenzbasierter Leitlinien zur Umsetzung der informierten Einwilligung fur Psychotherapie

eine wichtige Basis flr eine erfolgreiche Dissemination in die klinische Praxis darstellen.

5.4 Implikationen fir die klinische Praxis

Die vorliegende Arbeit betont den klinischen Wert der informierten Einwilligung fir
Psychotherapie. Insgesamt scheinen die Kklinischen Chancen einer optimierten
Behandlungsaufklarung unter Einbezug von Informationen uber Risiken und Nebenwirkungen
den Risiken der Aufklarung tber Risiken und Nebenwirkungen Uberlegen. So scheint die
informierte Einwilligung einen klinischen Beitrag zur Psychotherapie leisten zu kdnnen, der
uber eine formalrechtliche Absicherung fir Behandelnde hinausgeht. Unsere Ergebnisse legen
nahe, dass Behandelnde in Aus- und Weiterbildungen besser tiber Prévalenzen und Pradiktoren
von Risiken und Nebenwirkungen sowie Nebenwirkungsprofile psychotherapeutischer

Interventionen aufgeklart werden sollten. Angesichts der berichteten Unsicherheiten sollten
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rechtliche und ethische Anforderungen an eine informierte Einwilligung fiir Psychotherapie
und spezifisch die Aufklarung Uber Risiken und Nebenwirkungen ein fester Bestandteil der
Aus- und Weiterbildung von Psychotherapeut:innen werden. Behandelnde konnen darin
geschult werden, wie sie durch eine ausgewogene Aufklarung Uber die Wirksamkeit,
Wirkfaktoren und mdgliche Risiken von Psychotherapie Behandlungserwartungen und die
Entscheidungsfindung positiv beeinflussen kénnen und zugleich rechtliche und ethische
Vorgaben erfillen. Zur Entfaltung des klinischen Potenzials sollten Patient:innen wie Herr B.
vor Beginn einer Psychotherapie dartber aufgeklart werden, dass Psychotherapie
evidenzbasiert und effektiv ist und wie andere wirksame Behandlungen auch Risiken und
Nebenwirkungen mit sich bringen kann. Durch praxisbezogene Rollenspiele in der Aus- und
Weiterbildung kénnen Behandelnde die Behandlungsaufklarung gezielt Giben und so mdgliche

eigene Vorbehalte beziglich der Aufklarung tGber Risiken und Nebenwirkungen tberprifen.

Im Hinblick auf den Psychotherapieprozess als Ganzes heben die Ergebnisse dieser
Dissertation die klinische Chance der Behandlungsaufklarung hervor, zentrale Wirkfaktoren
von Psychotherapie wie die Erwartungen von Patient:innen bereits vor Therapiebeginn zu
starken. Entgegen zu der von den befragten Behandelnden angegebenen géngigen Praxis, die
informierte  Einwilligung fur Psychotherapie inklusive der Behandlungsaufklarung
ausschlieBlich  in  schriftlicher Form durchzufiihren, scheint eine multimodale
Behandlungsaufklarung der schriftlichen Standardaufklarung tiber Psychotherapie tiberlegen zu
sein. Durch eine transparente und patientenzentrierte Aufklarung scheinen realistische
Behandlungserwartungen und die autonome Therapiemotivation geférdert zu werden. Das neu
entwickelte optimierte Aufklarungsgesprach fiigt sich damit in aktuelle Ansdtze der
Psychotherapieforschung zu einer evidenzbasierten, individualisierten und modularen
Psychotherapie ein (Blease et al., 2016; Brakemeier & Herpertz, 2019). Im Rahmen der

Aufklarung uber Risiken und Nebenwirkungen konnen Behandelnde aktiv auf negative
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Behandlungsvorerfahrungen und Beflirchtungen ihrer Patient:innen eingehen, individuelle
Risiko- und Schutzfaktoren fur Risiken und Nebenwirkungen explorieren und Patient:innen bei
der Entwicklung personlicher Bewaltigungsstrategien im Umgang mit Risiken und

Nebenwirkungen untersttzen.

55 Fazit

Wie die Ergebnisse dieser Dissertation zeigen, sollte nicht nur aus rechtlicher und
ethischer, sondern auch aus Kklinischer Perspektive Risiken und Nebenwirkungen von
Psychotherapie in der Psychotherapieforschung und klinischen Praxis mehr Beachtung
geschenkt werden. Indem Forschende, Behandelnde und Patient:innen psychotherapeutische
Risiken und Nebenwirkungen verstehen lernen, konnen Befiuirchtungen uberwunden und
Risiken und Nebenwirkungen in Psychotherapien vorgebeugt werden. Es ist nicht mdglich, alle
Risiken und Nebenwirkungen von Psychotherapie zu verhindern, jedoch kénnen wir unter
Beriicksichtigung evidenzbasierten Wissens uber Risiko- und Schutzfaktoren sowie
Nebenwirkungsprofilen  psychotherapeutischer Interventionen Behandlungsbedingungen
optimieren und Patient:innen wie Herrn B. beféhigen, bestmdglich mit Nebenwirkungen

umzugehen.
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Negative effects of psychotherapy (NEP) include side effects, malpractice, and unethical
behavior. Its setting-specific frequencies and predictors are mostly unknown. The two
presented studies aim to investigate NEP and its predictors systematically across
different treatment settings. In study 1, N = 197 patients of a German outpatient center
were recruited, on average, 3.76 years after the termination of psychotherapy. In study 2,
data from N = 118 patients of two German inpatient clinics were collected at admission
(to), discharge (t1), and 9-month follow-up (to). All participants evaluated the negative
effects of their previous out- or inpatient psychotherapy with the Inventory for the
Balanced Assessment of Negative Effects in Psychotherapy and a priori hypothesized
predictors. At least one side effect was reported by 37.3% of inpatients (t») and 15.2%
of outpatients. At least one case of malpractice and unethical behavior was reported
by 28.8% of inpatients (f») and 7.1% of outpatients. Inpatients reported significantly
more side effects (U = 14347, z = 4.70, p < 0.001, r = 0.26) and malpractice and
unethical behavior (U = 14168, z = 5.21, p < 0.001, r = 0.29) than outpatients.
Rates of severe malpractice in the form of breaking confidentiality and physical and
sexual abuse were less than 1% in both settings. Predictors of side effects were prior
experience with psychotherapy and current interpersonal difficulties in the outpatient
setting and higher motivation for psychotherapy (fo) in the inpatient setting. Predictors of
malpractice and unethical behavior were younger age in the outpatient setting and poor
therapeutic alliance, prior negative experience with malpractice and unethical behavior,
and higher outcome expectations in the inpatient setting. NEP are commmon in both, in-
and outpatient settings. Inpatients are at higher risk for the NEP than outpatients. To
safeguard patients’ wellbeing, the systematic assessment and distinction of side effects
and malpractice and unethical behavior should gain more attention in research and
clinical practice.

Keywords: side effects, therapeutic malpractice, unethical therapist behavior, treatment setting, negative
treatment effects, psychotherapy
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INTRODUCTION

Psychotherapy is evidence-based for a wide spectrum of
psychological disorders. Yet, increasing evidence for negative
effects of psychotherapy (NEP) was provided over the last decade
(Crawford et al., 2016; Cuijpers et al., 2018; Gawlytta et al., 2019;
Moritz et al., 2019). NEP is multifaceted, including intrapersonal
changes, symptom deterioration, stigmatization, and relationship
problems (Ladwig et al., 2014; Abeling et al., 2018). They can
arise in different treatment stages and even after termination of
psychotherapy (Linden, 2013). However, many psychotherapists
pay little attention to NEP in their own clinical practice and
report to be unfamiliar with methods and criteria for identifying
and preventing NEP (Bystedt et al., 2014; Schermuly-Haupt et al.,
2018). To enhance treatment outcome and patients” wellbeing,
the early identification of NEP and its conscious handling both
in research and clinical practice is called for (Meister et al., 20165
Herzog et al., 2019). As shown by the review of Jonsson et al.
(2014), only 21% of randomized controlled trials of psychological
treatments reported harm on the patient level. Consequently, a
bias in previously reported benefit-cost ratios can be assumed
(Jonsson et al., 2014). As recently demanded by the Lancet
Psychiatry Commission (Holmes et al., 2018) and the extended
PRISMA guidelines (Zorzela et al., 2016), the measurement of
potential NEP should be the rule rather than the exception in
psychotherapy research.

The research group on Risks and Side Effects of Psychotherapy
recently introduced common criteria for the identification and
systematic classification of NEP (Linden et al., 2018). By their
definition, adverse events summarize all negative changes that
are caused by either psychotherapy or external factors like critical
life events. More specifically, NEP indicate negative changes with
a causal relationship to psychotherapy, including side effects
(SE) as well as malpractice and unethical behavior (MUB). SE
cover adverse effects caused by correctly (lege artis) conducted
psychotherapeutic treatments. For instance, the temporary
increase of fear during exposure might represent a foreseeable
and even intended SE. In contrast, MUBs, e.g., exploiting
therapist behavior or sexual abuse, are the consequences of
an incorrectly performed psychotherapy. According to this
definition, the frequency of adverse events is typically higher than
that of NEP, and the frequency of NEP is higher than that of either
SE or MUB. Due to their heterogeneous origin, significance,
and implications, SE and MUB need to be differentiated
precisely. Finally, the research group on Risks and Side effects
of psychotherapy advised measuring the severity, short-, and
long-term burden on the patient and avoidability of each NEP.

According to the systematization by Linden et al. (2018), at
least one SE was reported by 38.5% of patients with a current
or previous depressive episode (Peth et al., 2018; Moritz et al.,
2019). In line with this online survey, at least one SE was
identified for 43% of outpatient cases with mixed diagnoses, as
evaluated by a professional interviewer based on case reports
from cognitive-behavioral therapists (Schermuly-Haupt et al.,
2018). A considerably higher frequency of at least one SE was
reported online by 92.9% of patients with obsessive-compulsive
disorders (Moritz et al., 2015). Addressing MUB, at least one

case of malpractice was reported online by 26.7% of patients
with (former) depression, whereas only 8.1% noted at least
one case of unethical behavior (Peth et al., 2018; Moritz et al.,
2019). An unexpectedly high rate of malpractice was reported
online by 89% of patients with obsessive—compulsive disorder
(Moritz et al., 2015), whereas 14% of those patients noted at
least one case of unethical behavior (Peth et al., 2018; Moritz
etal., 2019). Causes for these differing frequencies might include
heterogeneous assessment tools with varying sensitivity, patient
groups with different mental disorders, and the assessment mode.
The online context might, for example, entail a self-selection
bias in response. In sum, these first studies consistently revealed
higher frequencies for SE than for MUB.

Knowledge about predictors of NEP is highly important
to prevent occurrence and, thus, improve patients’ treatment
outcomes. However, systematic empirical data on predictors
and mechanisms remain sparse and largely focused on positive
treatment outcomes (Jonsson et al., 2014; Parry et al., 2016). The
therapeutic alliance is one major factor predicting the positive
treatment outcome of psychotherapy (Flickiger et al., 2018).
A positive helping alliance predicted symptomatic improvement
(Vogel et al., 2006; Horvath et al., 2011) and overall positive
psychotherapy outcome (r = 0.28) in a meta-analysis (Fliickiger
et al, 2018). Conversely, a poor therapeutic alliance had a
detrimental effect on symptom severity in a randomized-
controlled trial, including participants with acute first or
second episodes of a non-affective psychosis (Goldsmith et al.,
2015). First studies indicate that a poor therapeutic alliance
might predict the occurrence of NEP (Ladwig et al., 2014;
Rozental et al., 2016; Griineberger et al., 2017; Abeling et al.,
2018). However, longitudinal or experimental data proving
the causal relationship between the therapeutic alliance and
the occurrence of NEP are missing. On the patient level,
a small but significant positive effect of patients’ outcome
expectations on posttreatment outcome (d = 0.24) was reported
in a meta-analysis (Constantino et al., 2011). Low pretreatment
outcome expectations significantly predicted more NEP (Rheker
et al,, 2017). In addition to alliance and expectations, patients’
motivation for psychotherapy is considered as a key for treatment
adherence and effectiveness (Ryan et al., 2011). The higher
motivation for psychotherapy was associated with a higher
probability of achieving remission and lower posttreatment
depression severity in outpatients with major depression (Zuroft
et al., 2007). Further, poor patient motivation represents a risk
factor for negative treatment outcome (Mohr, 1995). Another
crucial risk factor for a negative outcome of psychotherapy is
interpersonal difficulties (Mohr, 1995; Borkovec et al., 2002).
A negative prognostic value of interpersonal difficulties for
treatment outcome was shown by a randomized controlled
trial, including patients with a primary diagnosis of major
depressive disorder (Quilty et al, 2013). So far, implications
concerning the predictive power of the earlier presented patient
and therapeutic characteristics on the occurrence of NEP are
restricted. Only a few studies systematically examined the
occurrence of NEP or, even specifically, SE and MUB, concerning
these factors. Based on the presented findings, we hypothesize
that a poor therapeutic alliance, low outcome expectations, low
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psychotherapy motivation, and more interpersonal difficulties
predict more NEP.

Besides these variables addressing therapeutic alliance and
patient characteristics, context factors like prior experiences with
psychotherapy and the treatment setting might be relevant for
NEP (Linden et al, 2015). Research on placebo and nocebo
effects revealed that prior treatment experiences either improve
or reduce treatment efficacy (Kleine-Borgmann and Bingel, 2018;
Colloca and Barsky, 2020). Especially, negative prior treatment
experiences can drive nocebo effects and, thus, reduce treatment
outcomes (Kessner et al., 2013; Colloca and Barsky, 2020).
A few studies indicated that prior experience with psychotherapy
constitutes a risk factor for experiencing NEP (Ladwig et al., 2014;
Griineberger et al., 2017). However, the valence of these prior
experiences with psychotherapy remained unknown. Regarding
treatment setting, patients from a psychiatric hospital reported
more NEP than patients from a psychosomatic hospital (Rheker
etal., 2017), and inpatients reported more NEP than outpatients
(Ladwig et al., 2014). However, due to the small number of studies
investigating setting-specific frequencies and predictors of NEP,
it remains unclear whether individual clinic-specific conditions
or generalizable setting-specific features like characteristics of the
patient group and/or the treatment concept caused the identified
setting differences in prior studies.

In summary, two pivotal limitations arise from the reviewed
research on NEP: First, NEP have often been restrictively
operationalized as symptom deterioration. As a result, all NEP
besides symptom level changes, including important areas of
patients’ life and functioning, remain disregarded (Rozental
et al, 2016). Second, some previous studies neglected the
precise distinction between SE and MUB. As MUB often
entail a considerable burden on patients, its accurate handling
presupposes a precise identification and separation from SE to
safeguard patients’ wellbeing. Therefore, the aim of the present
investigation was to (a) quantify the frequencies of SE and
MUB in a natural out- and inpatient setting, (b) identify its
cross-sectional and longitudinal predictors, and (c) compare the
frequency and predictors of SE and MUB between the out- and
inpatient settings.

MATERIALS AND METHODS

Two separate studies were conducted. In the cross-sectional
study 1, NEP were investigated in an outpatient clinic. Data for
longitudinal study 2 were collected at two inpatient clinics.

Participants and Treatment

Characteristics

Study 1

Participants were patients of a cognitive-behavioral outpatient
center in Germany and had received psychotherapy within the
last 10 years. To be eligible for the study, patients had to meet the
following criteria: (a) 18 years of age or older, (b) consent to be
contacted again after completion of treatment, and (c) sufficient
German language skills. Patients could participate irrespective

of their diagnosis. Treatment costs were covered by patients’
health care providers.

Study 2

Participants recruited from two primary mental
health care hospitals in Germany. Clinic A offers cognitive-
behavioral treatment and Clinic B, both cognitive-behavioral
and psychodynamic psychotherapies for eating disorders,
anxiety disorders, obsessive-compulsive disorders, depression,
borderline personality disorders, and posttraumatic stress
disorders. Eligible patients met the following criteria: (a) 18 years
of age or older, (b) consent to be contacted again after completion
of treatment, (c) sufficient German language skills, and (d) no
current alcohol or drug addiction, psychoses, brain damage, or
other severe somatic disorders requiring other treatments.

were

Procedure
Patients in both studies were recruited for an “Effects of
Psychotherapy” study. In study 2, data from both clinics were
combined for analyses to widen the sample size and to maintain
confidentiality.

Study 1

First, files of all patients who were treated in the outpatient
clinic during the last 10 years (n = 1,918) were screened.
Of those, 502 patients met our inclusion criteria, whereas
N = 298 agreed to participate. Participants received the postal
paper—pencil questionnaire, including self-reported measures.
Additional clinical and demographic data were taken from
patient records. Ethical approval was obtained from the local
ethics committee.

Study 2

Patients were recruited during their inpatient stay by
study personnel. Self-reported paper-pencil measures were
administered longitudinally at admission (tp), discharge (t;), and
9-month follow-up (;) (Figure 1). The follow-up assessment
after 9 months was conducted per post. As in study 1, additional
clinical and demographic data were taken from patient records.
Ethical approval was obtained from the local ethics committee
and the chamber of physicians of the federal state in Germany.

Measures

Study 1

Sociodemographics, main diagnosis, number of diagnoses,
mental health medication, previous psychotherapeutic
treatments, and the number and duration of treatment sessions
were gathered from patient records. Participants reported their
sex, age, educational level, and marital status.

Negative effects of psychotherapy were assessed with the
Inventory for the balanced Assessment of Negative Effects of
Psychotherapy (INEP; Ladwig et al., 2014) via self-report, which
consists of 21 items with bipolar (—1 = worse, 0 = unchanged,
and 1 = better) or unipolar (0 = disagree/not applicable,
1 = agree) response options. The INEP enables the assessment
of negative and positive effects of psychotherapy in seven life and
functional areas, including intrapersonal changes, relationships
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(A) CROSS-SECTIONAL STUDY I- OUTPATIENT TREATMENT (N =197)

(B) LONGITUDINAL STUDY II - INPATIENT TREATMENT (V=118)

*  Negative effects of psychotherapy
(INEP)

*  Therapeutic alliance (HA0)

+ Interpersonal problems (IIP- C)

*  Treatment characteristics

END OF 3.76 years (on average)

TREATMENT

Admission

Discharge

>

9-months follow up

: 4
Negative effects of previous *
psychotherapy (INEP)
*  Therapeutic alliance in previous .
psychotherapy (HAQ)
Patient motivation (FPTM-23)
Patient expectation (PATHEV)
Interpersonal problems (ZIP- C)
Treatment characteristics

(INEF)

Negative effects of psychotherapy

Therapeutic alliance (HAQ)

ty:

*  Negative effects of psychotherapy
(INEP)

*  Therapeutic alliance (HA0)

to, 9-months follow-up assessment post-treatment.

FIGURE 1 | Study designs of (A) the cross-sectional study | and (B) the longitudinal study II. INEP, Inventory for the Balanced Assessment of Negative Effects of
Psychotherapy; HAQ, German version of the Helping Alliance Questionnaire; IIP-C, German version of the Inventory of Interpersonal Problems; FPTM-23, German
version of the Questionnaire on Psychotherapy Motivation; PATHEV, Patient questionnaire on Therapy Expectation and Evaluation; ty, at admission; t1, at discharge;

with partner, family, friends, stigmatization and financial worries,
dependency on the therapist as well as therapeutic relationship
and therapeutic misconduct. Patients’ causal attributions of
events to either therapy or other circumstances were assessed. We
calculated the frequency of SE as the sum score of adverse events
attributed to the psychotherapy (sum score of INEP items 1-15
weighted by individual attribution to treatment [“1”] or external
factors [“0”], ranging from 0 to 15) in the absence of MUB (i.e.,
any response > “0” to items 16-21 precludes the calculation of
a SE sum score). The latter exclusion criterion indicates that SE
can only occur in correctly performed treatments. The frequency
of reported MUB is calculated as a sum score of items 16 to 21,
ranging from 0 to 6. If participants skipped certain items of the
INEP (e.g., about partnership), missing values were replaced with
“0, i.e., as if no NEP was present. Items in the INEP proved
reliable; Cronbach’s o = 0.86 (Ladwig et al., 2014; Herzog et al.,
2019). In this investigation, Cronbach’s a values were 0.61 in
study 1 and 0.87 in study 2.

The therapeutic alliance was assessed via the German version
of the Helping Alliance Questionnaire (HAQ; Bassler et al,
1995). The HAQ consists of 11 items with six response options
(1 = strongly disagree to 6 = strongly agree). For data analysis, the
overall sum score, ranging from 11 to 66, was used with higher
scores indicating a stronger therapeutic alliance. The internal
consistency and validity of the HAQ are satisfactory (Bassler et al.,
1995). In this investigation, Cronbach’s o values were 0.95 in
study 1 and 0.96 in study 2.

Interpersonal difficulties were assessed using the German
version of the self-report Inventory of Interpersonal Problems—
Circumplex (Alden et al., 1990; Horowitz et al, 2000). The
64 items were offered with four response options (0 = not

at all to 4 = extremely). The overall score is calculated
by the mean of the sum scores of all eight subscales,
ranging from 0 to 32. Higher scores indicate a higher degree
of interpersonal difficulties. The Inventory of Interpersonal
Problems—Circumplex’s psychometric utility is well established
(Horowitz et al., 2000). In this investigation, Cronbach’s a values
were 0.95 in study 1 and 0.93 in study 2. Applied instruments are
displayed in Figure 1.

Study 2

Information regarding previous psychotherapies, inpatient
treatment, mental health medication, and sociodemographic
data (age, sex, educational level, and marital status) was gathered
from patient records.

Positive effects, NEP, therapeutic alliance, and interpersonal
difficulties were assessed as described in study 1. To increase
sensitivity, answering scales of the INEP were increased to a
seven-point Likert scale for bipolar items (—3 to +3 = fully agree)
and four-point Likert scales for unipolar items (0 = disagree/not
applicable to 3 = fully agree). To enable comparison between
studies 1 and 2, answers were recoded to the format of study 1.
The INEP was used to assess negative and positive effects of the
inpatient treatment at discharge, 9-month follow-up, and prior
experience with NEP at admission.

The motivation for psychotherapy was assessed at admission
with the abridged form of the Questionnaire on Psychotherapy
Motivation (Fragebogen zur Psychotherapiemotivation—FPTM-
23, Schulz et al., 1995, 2000). It contains 23 items with four
response options (1 = agree to 4 = fully disagree) covering
six dimensions of patients’ motivation: Psychological strain
(four items, range: 4 to 16), Attention from others due to
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psychological symptoms (three items, 3 to 12), Hope (four
items, 4 to 16), Denial about needing psychological support
(four items, 4 to 16), Knowledge (four items, 4 to 16), and
Initiative (four items, 4 to 16). Higher sum scores indicate
higher motivation for psychotherapy, except for the subscales
Denial about needing psychological support and Attention from
others due to psychological symptoms. For both subscales,
higher sum scores indicate lower motivation for psychotherapy.
Subscales” internal consistency (a = 0.74 to 0.80) and validity
are satisfactory (Schulz et al., 2003). In this study, Cronbach’s o
ranged between 0.82 and 0.86, except for the subscale Knowledge
(Cronbach’s o = 0.61).

Patients’ outcome expectations and treatment suitability at
admission were assessed via the Patient Questionnaire on
Therapy Expectation and Evaluation (Schulte, 2005) consisting
of 11 items with five response options (1 = fully agree to 5 = fully
disagree). Schulte (2005) identified three subscales: Hope of
Improvement (four items, range: 4 to 20), Fear of Change (three
items, 3 to 15), and Suitability (four items, 4 to 20). Higher
sum scores indicate higher outcome expectations, except for the
subscale Fear of Change; here, higher sum scores indicate lower
outcome expectations. Internal consistency (o = 0.73 to 0.89)
and the subscales’ construct validity with treatment outcome are
satisfactory (Schulte, 2005). In this study, Cronbach’s a ranged
between 0.66 and 0.87.

Prior experiences with NEP were categorized into prior
experience with SE, prior experience with MUB, experience
with psychotherapy without NEP, and no prior experience with
psychotherapy. Applied instruments are displayed in Figure 1.

Data Analyses

Main data analyses proceeded in three steps: First, we examined
descriptive data and frequencies of NEP. Second, we conducted
correlational analyses between the overall number of SE and
MUB with demographic, clinical, and treatment characteristics.
Correlation coefficients were chosen according to the respective
scale levels (metric-metric: Pearson, metric-nominal: point-
biserial [rp},], and nominal-nominal: phi-coeflicient [¢]). Finally,
we investigated the predictive power of all two-tailed significant
correlates of SE and MUB within separate linear regression
models. Predictors were entered simultaneously. Three sensitivity
analyses were performed to test the robustness of our results
against possible flaws caused by missing data imputation,
memory effects, and covariating patient variables. In section
“Discussion”, we denominate predictors as robust, if they remain
stable in all sensitivity analyses. Effect sizes are presented and
evaluated according to Cohen (1988), with r = 0.10 for small,
0.30 for medium, and r = 0.50 for large effect sizes.
All tests were performed two-sided with an alpha error of
0.05. Data analyses were conducted using IBM SPSS Statistics
software version 25.

To account for missing data, each score was calculated, if no
more than one-third of the items were missing. For regression
analyses, the Expectation-Maximization algorithm (Dempster
etal., 1977) was used to replace all missing values in the predictor
variables (below 3.1% for each predictor).

r =

RESULTS

Participants

Study 1

Of 298 patients who agreed to study participation, 66% (n = 197)
completed the questionnaire. The remaining 34% (n = 101)
dropped out for the following reasons: did not respond (n = 71),
wrong address (n = 6), “didn’t have enough psychological
problems” (n = 1), no more sessions than the initial consultation
(n = 4), more than one-third missing data in the tested predictors
(n = 1), and missing clinical data in patients file (n = 18).
Characteristics of the analyzed sample (n = 197) are given in
Table 1. Participants were between 23 and 77 years old and had
completed their outpatient cognitive-behavioral psychotherapy
on average 45.11 months ago (SD = 23.94), ranging from 0
to 115 months. The average number of treatment sessions was
42.03 (SD = 20.12), ranging from 6 to 119 treatment sessions.
Most commonly, participants had a phobic (32.0%) or an
affective disorder as the principal diagnosis (31.0%), followed by
somatoform (20.3%), eating (5.6%), and other disorders (5.6%).
For 5.6%, no information about principal diagnosis could be
gathered from patient records.

Study 2

Of 345 patients participating at fo and/or t;, 252 (73.04%)
returned the follow-up questionnaire 9 months after discharge
(t2). For the present analyses, only complete datasets (to, 1, and
t;) were used, resulting in a reduced sample size of n = 118.
Baseline characteristics are depicted in Table 1. Inpatients were
between 20 to 64 years old. The duration of inpatient treatment
was, on average, 45.03 days (SD = 15.95), ranging from 4 to
111 days. Most commonly, participants had received an affective
disorder as the principal diagnosis (34.7%), followed by phobic
(14.4%), eating (9.3%), somatoform (6.8%), and other disorders
(30.5%). Diagnoses of five participants (4.2%) were missing.

Frequencies and Correlates of Adverse
Events and Negative and Positive Effects
of Psychotherapy

Study 1

The majority of outpatients (76.1%) reported positive treatment
effects. The most frequent positive effect being “feeling less
troubled by my past” (55.8%). Half of the patients (50.3%)
reported adverse events during their outpatient psychotherapy,
which they perceived as caused by external factors.

At least one SE (i.e., adverse events subjectively attributed to
the psychotherapy itself) was reported by 15.2% of outpatients.
“Troubles finding insurance or being anxious to apply for
new insurance” was the most commonly reported SE (4.6%),
followed by “experiencing more conflicts in partnership” (3.0%),
“experiencing more downs since the end of my therapy” (3.0%),
and “worries that my colleagues or friends could find out about
my psychotherapy” (2.5%). The frequencies of all SE are displayed
in Table 2. More SE were reported if outpatients reported more
current interpersonal difficulties (r = 0.19, p = 0.007), prior
experiences with psychotherapy existed (r,, = 0.18, p = 0.010),
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TABLE 1 | Characteristics of the outpatient and inpatient sample.

Outpatient sample (N = 197)@

Inpatient sample (N = 118)° Group comparison

(statistical tests)

Women, n (%) 126 (64.0) 76 (64.4) ¥2(1) = 0.01, p = 0.936

Age in years, M (SD) 4411 (13.58) 48.11 (9.30) #307.38) = —3.10, p = 0.002
In partnership, n (%) 120 (69.4) 88 (74.6) ¥2(1) = 0.94, p = 0.334
Educational level, n (%) U=6749,z=-6.12, p < 0.001
No school degree 3(1.7) 5(4.9)

Primary degree 81 (44.8) 91 (77.8)

Secondary degree 97 (63.6) 21(17.9)

Number of diagnoses, M (SD) 1.561 (0.84) 1.79 (0.88) t(304) = —2.81, p = 0.005
Intake of mental health medication, n (%) 86 (56.6) 70 (60.9) ¥2(1) = 0.50, p = 0.481
Psychotherapeutic approach

Cognitive-behavioral, n (%) 197 (100) 93 (78.8)

Psychodynamic, n (%) 0 (0) 25 (21.2)

Interpersonal difficulties (IIP-C), M (SD)° 10.79 (4.25) 12.87 (3.88) {(264.15) = —4.44, p < 0.001
Therapeutic alliance (HAQ), M (SD)9 52.83 (11.98) 53.00 (13.15) t312) = —0.12, p = 0.908
Previous psychotherapeutic treatment(s), n (%) 110 (565.8) 108 (91.5) ¥2(1) = 43.49, p < 0.001
Prior experience with side effects - 28 (23.7)

Prior experience with malpractice and unethical behavior - 58 (49.2)

Prior experience with psychotherapy without negative effects - 32 (27.1)

Psychotherapy motivation (FPTM-23)®

Strain, M (SD) - 6.39 (2.58)

Attention, M (SD) - 7.57 (2.42)

Hope, M (SD) - 7.55 (2.83)

Denial, M (SD) - 13.90 (2.52)

Knowledge, M (SD) - 8.01 (2.82)

Initiative, M (SD) - 8.17 (3.87)

Outcome expectations (PATHEV)'

Hope of improvement, M (SD) - 9.07 (3.32)

Fear of change, M (SD) - 11.42 (2.62)

Suitability, M (SD) - 9.19 (2.63)

SD, standard deviation; lIP-C, German version of the Inventory of Interpersonal Problems — Circumplex; HAQ, German version of the Helping Alliance Questionnaire;
FPTM-23, German version of the Questionnaire on Psychotherapy Motivation; PATHEV, Patient Questionnaire on Therapy Expectation and Therapy Evaluation. @Missing
values: In partnership = 24, Educational level = 16, Number of diagnoses = 5, Intake of mental health medication = 45, Previous psychotherapeutic treatment = 1,
Therapeutic alliance (HAQ) = 1. ®Missing values: Educational level = 1, Number of diagnoses = 4, Intake of mental health medication = 3. ®Averaged sum score
across subscales, ranging from 0 to 32, with higher scores indicating a higher degree of interpersonal difficulties. “Sum score, ranging from 11 to 66, with higher
scores indicating stronger therapeutic alliance. ®Sum scores, ranging from 4 to 16 (except for the subscale Attention: 3 to 12), with higher scores indicating higher
strain/attention/hope/denial/knowledge/initiative. 'Sum scores, ranging from 4 to 20 (except for the subscale Fear of Change: 3 to 15), with higher scores indicating a

higher level of hope of improvement/fear of change/suitability.

and less time since the termination of psychotherapy had passed
(r = —0.16, p = 0.030). All correlations of NEP and patient and
clinical variables are presented in Supplementary Material S1.

Overall, 7.1% of outpatients reported having experienced
MUB. Most frequently, they reported “feeling forced to do things
I did not want to do (e.g., confrontations, role plays)” (4.1%),
“being hurt by what the therapist said to me” (3.6%), or “feeling
personally ridiculed by my therapist” (1%). Nobody reported
sexual or physical abuse as well as violation of confidentiality
(Table 2). The frequency of reported MUB was higher if
outpatients were younger (r = —0.14, p = 0.046) and perceived
their therapeutic alliance as less positive at discharge (r = —0.17,
p=0.015).

Study 2

Most inpatients (72.9%) reported positive effects of their
inpatient treatment; the most frequent positive effect was
“feeling less troubled by my past” (49.2%). Adverse events

during psychotherapy with an external cause were mentioned by
72.9% of inpatients.

Atleast one SE of inpatient treatment was reported by 37.3% of
respondents. Inpatients most often reported “experiencing more
downs since the end of my therapy” (16.1%) and “feeling addicted
to my therapist” (12.7%). The frequencies of all SE are displayed
in Table 2. More SE were reported if inpatients reported higher
initiative as an indicator for higher motivation for psychotherapy
at treatment beginning (r = 0.18, p = 0.049).

At least one incidence of MUB was reported by 28.8% of
inpatients. The most frequently reported case was “being hurt
by what the therapist said to me” (20.3%), followed by “feeling
forced to do things I did not want to do (e.g., confrontations, role
plays)” (14.4%). One patient reported his/her therapist violated
confidentiality by mentioning the content of the individual
sessions within the discharge report. Another patient reported
having been physically attacked by his or her therapist. No
cases of sexual abuse were reported. Cases of MUB were more
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TABLE 2 | Frequency of reported negative effects in outpatient (on average, 3.76 years after psychotherapy) and inpatient sample (9 months after psychotherapy).

Outpatient sample Inpatient sample

(N=197) (N=118)
Side effects? n (%)
Intra-personal changes Everybody has ups and downs. Since the end of my therapy, | have 6 (3.0) 19 (16.1)
experienced more downs.
Since the end of my therapy, | have changed for the worse. 4 (2.0) 4 (3.4)
| am more troubled by my past. 0 (0.0) 6 (5.1)
During treatment or since the end of my therapy, | suffered from 2 (1.0) 2(1.7)
suicidal thoughts or intentions for the first time ever.
Trusting others has become harder. 1(0.5) 4 (3.4)
| feel worse. 1(0.5) 3(2.5)
Partner, family, and friends My partner and | have experienced more conflicts. 6 (3.0) 5(4.2)
My partner is or has been jealous of my therapist. 4 (2.0) 5(4.2)
The relationship with my family has worsened. 1(0.5) 2(1.7)
Relationships with my friends have worsened. 1(0.5) 1(0.8)
Stigmatization and financial worries | have had trouble finding insurance or am worried about applying 9 (4.6) 6 (5.1)
for new insurance.
| am worried that my colleagues or friends might find out about my 5(2.5) 5(4.2)
psychotherapy.
| have more financial worries than before. 2 (1.0) 7 (5.9)
Dependency on therapist | feel addicted to my therapist. 1(0.5) 156 (12.7)
| have troubles making important decisions without my therapist. 4 (2.0) 6 (5.1)
Frequency of at least one side effect 30 (15.2) 44 (37.3)
Sum of reported side effects, mean (SD) 0.24 (0.74)° 0.76 (1.38)°
Malpractice and unethical behavior by therapist®
I was hurt by what the therapist said to me.d 7 (3.6%) 24 (20.3%)
My therapist forced me to do things | did not want to do (e.g., 8 (4.1%) 17 (14.4%)
confrontations, role plays).®
| felt personally ridiculed by my therapist. 2 (1.0%) 4 (3.4%)
My therapist attacked me physically. 0 (0%) 1(0.8%)
My therapist violated confidentiality.9 0 (0%) 1(0.8%)
| felt sexually molested by my therapist. 0 (0%) 0 (0%)
Frequency of at least one case of malpractice and unethical 14 (7.1) 34 (28.8)
behavior
Sum of reported cases of malpractice and unethical behavior, 0.09 (0.33)" 0.40 (0.73)"
mean (SD)

INER, Inventory for the Balanced Assessment of Negative Effects of Psychotherapy. 2Only adverse events that were (a) attributed to psychotherapy by the patient
and (b) occurred in treatment without patient-reported MUB were counted as side effects. "Signiﬁcant difference between out- and inpatient samples (U = 14347,
z=4.70, p < 0.001, r = 0.26). °Further patients’ explanations were voluntarily assessed with an open response option in the inpatient setting. Examples of inpatients’
additional explanations: “comments regarding my physical proportions,” “feeling misunderstood.” ¢ Examples of inpatients’ additional explanations: “open up during group
sessions,” “write a letter to my wife.” TExamples of inpatients’ additional explanations: “derogatory manner,” “feeling not taken seriously.” 9Examples of inpatients’ additional

explanations: “mentioning contents of the individual sessions within the discharge report.” "Significant difference between out- and inpatient samples (U = 14168, z=5.21,

p <0.001, r=0.29).

frequently reported if inpatients reported less fear of change
(r = —0.23, p = 0.013) as an indicator for higher outcome
expectations and less psychological strain (r = —0.18, p = 0.047) as
an indicator for lower motivation for psychotherapy at treatment
beginning. Additionally, more cases of MUB were reported if
inpatients had prior experiences with MUB (r,;, = 0.25, p = 0.005)
and perceived their therapeutic alliance as poor at discharge
(r=—-0.38,p < 0.001).

Predictors of Negative Effects of
Psychotherapy

Study 1

Interpersonal difficulties, previous psychotherapeutic experience,
and the time passed since psychotherapy were significantly

correlated with the frequency of SE and were, thus, included
in the linear regression model to predict SE. The model
reached statistical significance, F(3,193) = 6.540, p < 0.001,
and explained 7.8% of the variance of SEs frequency. All
included predictors reached statistical significance. Time since
psychotherapy emerged as the strongest predictor (f = —0.177,
p = 0.011), indicating that less SE were reported if more
time had passed since outpatient psychotherapy. Additionally,
prior experience with psychotherapy in comparison with none
(B = 0.174, p = 0.014) and more current interpersonal
difficulties (B = 0.167, p = 0.017) significantly predicted a
higher frequency of reported SE. All underlying statistics are
displayed in Table 3.

The perceived therapeutic alliance and outpatients’ age were
significantly correlated with the frequency of MUB and were,
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TABLE 3 | Linear regression analyses for the prediction of side effects in the outpatient and inpatient psychotherapy.

Predictors B SE(B) B 95% Cl of B p adj. R2
Outpatient sample (N = 197) 0.078
Time since end of psychotherapy (months) —0.006 0.002 0177 (=0.010, —0.001) 0.011
Previous experience with psychotherapy? 0.259 0.104 0.174 (0.054, 0.465) 0.014
Interpersonal difficulties (IP-C)P 0.029 0.012 0.167 (0.005, 0.053) 0.017
Inpatient sample (N = 118) 0.025
Initiative (FPTM-23)° 0.065 0.033 0.182 (0.000, 0.130) 0.049

N = 197. B, regression coefficient; SE(B), standard error; B, standardized regression coefficient; 95% ClI of B, 95% confidence interval of the regression coefficient; R?,
variance; adj. R?, adjusted variance. lIP-C, German version of the Inventory of Interpersonal Problems— Circumplex. 2Dichotomous variable with values 0 = no previous
psychotherapy, 1 = at least one previous psychotherapy. ®Averaged sum score across subscales, ranging from 0 to 32, with higher scores indicating a higher degree of
interpersonal difficulties. °Sum score, ranging from 4 to 16, with higher scores indicating higher initiative as an indicator for higher motivation for psychotherapy.

TABLE 4 | Linear regression analyses for the prediction of malpractice and unethical behavior in the outpatient and inpatient psychotherapy.

Predictors B SE(B) B 95% Cl of B P adj. R2
Outpatient sample (N = 197) 0.046
Therapeutic alliance at discharge (HAQ)? —0.005 0.002 —0.189 (—0.009, —0.001) 0.007

Age —0.004 0.002 —0.161 (—=0.007, —0.001) 0.023

Inpatient sample (N = 118) 0.218
Therapeutic alliance at discharge (HAQ)? —0.019 0.005 —0.336 (—0.028, —0.009) <0.001

Fear of Change (PATHEV)® —0.053 0.024 —0.191 (—=0.100, —0.007) 0.026

Strain (FPTM-23)° —0.028 0.024 —0.098 (—0.075, 0.019) 0.244

Previous psychotherapeutic experience®

with side effects —0.034 0.185 —0.020 (—0.400, 0.333) 0.855

with malpractice and unethical behavior 0.362 0.163 0.249 (0.038, 0.685) 0.029

no previous psychotherapeutic experience —0.047 0.248 —-0.018 (—0.538, 0.443) 0.849

B, regression coefficient; SE(B), standard error; B, standardized regression coefficient; 95% ClI of B, 95% confidence interval of the regression coefficient; R?, variance;
adj. R?, adjusted variance. HAQ, German version of the Helping Alliance Questionnaire; PATHEV, Patient Questionnaire on Therapy Expectation and Therapy Evaluation;
FPTM-23, German version of the Questionnaire on Psychotherapy Motivation. @Sum score, ranging from 11 to 66, with higher scores indicating stronger therapeutic
alliance. ®Sum score, ranging from 3 to 15, with higher scores indicating a higher level of fear of change. °Sum score, ranging from 4 to 16, with higher scores indicating

higher psychological strain. ?Dummy-coded variable with the reference category “Prior psychotherapeutic experience without Negative Effects of Psychotherapy.”

thus, included in the linear regression model to predict MUB. The
model reached statistical significance, F(2,194) = 5.743, p = 0.004,
explaining 4.6% of the variance in the frequency of MUB. A poor
perceived therapeutic alliance (B = —0.189, p = 0.007) and
younger age (p = —0.161, p = 0.023) significantly predicted a
higher number of reported MUB (Table 4).

To test the robustness of our results, two sensitivity
analyses were conducted addressing study 1. First, a comparison
of analyses with and without missing data imputation was
performed. The results remained unchanged. The predictors of
NEP remained significant, and the effect sizes roughly equal.
Second, we checked the robustness of our results regarding
possible memory effects, using a reduced sample of outpatients
who had completed their psychotherapy within the last 3 years
(n = 72). Regarding SE, the predictor’s interpersonal difficulties
(B = 0.332, p = 0.003) and prior experience with psychotherapy
(B = 0.246, p = 0.027) remained significant. Time passed since
psychotherapy did not reach statistical significance as a predictor
anymore (B = —0.206, p = 0.059). The model explained 19.3%
of the variance in the number of reported SE. Regarding
the prediction of MUB, age remained a significant predictor
(B = —0.313, p = 0.006), whereas perceived therapeutic alliance
did not reach significance anymore (f = —0.212, p = 0.061). As

in the SE-prediction model, the amount of explained variance in
MUB increased to 11.7%.

Study 2

Initiative as an indicator for inpatients motivation for
psychotherapy (fp) was significantly correlated with the
frequency of SE and was, thus, included in the linear regression
model to predict SE at 9-month follow-up. The model was
statistically significant, F(1,116) = 3.970, p = 0.049, and explained
2.5% of the variance in the reported frequency of SE. A higher
level of initiative as an indicator for higher motivation for
psychotherapy (#9) emerged as a significant predictor of a higher
frequency of SE (B = 0.182, p = 0.049). All underlying statistics
are displayed in Table 3.

Prior experience with psychotherapy, fear of change as an
indicator for inpatients’ outcome expectations (o), psychological
strain as an indicator for inpatients’ motivation for psychotherapy
(to), as well as the perceived therapeutic alliance (t;) were
significantly correlated with the frequency of MUB and were,
thus, included in the linear regression model to predict MUB
at 9-month follow-up. The model was statistically significant,
F(6,111) = 6.432, p < 0.001, and explained 21.8% of the variance
in the reported frequency of MUB. Poor therapeutic alliance
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at discharge emerged as the strongest predictor of a higher
frequency of reported cases of MUB (B = —0.336, p < 0.001).
Prior negative experiences with MUB in comparison with
prior experience with psychotherapy without NEP significantly
predicted a higher frequency of reported cases of MUB (f = 0.249,
p = 0.029). Lastly, less fear of change significantly predicted a
higher amount of reported MUB (f = —0.191, p = 0.026). The
other included predictors did not reveal a significant effect on the
frequency of reported MUB (Table 4).

Comparison Between Outpatient and
Inpatient Setting

Comparisons between demographic and clinical characteristics
of the out- and inpatient sample are presented in Table 1. No
differences between the out- and inpatient sample were found
according to the perceived therapeutic alliance (p = 0.908). The
inpatient sample was significantly older (p = 0.002), had a lower
educational level (p < 0.001), revealed a higher number of
diagnoses (p = 0.005), and had more prior psychotherapeutic
experience (p < 0.001). Samples differed concerning the
psychotherapeutic approach, as psychodynamic treatment was
only applied in the inpatient setting. Furthermore, outpatients
reported less interpersonal difficulties (p < 0.001).

Taken together, 23.5% of all 315 participants from both studies
reported at least one SE and 15.2% at least one case of MUB.
Former inpatients reported, on average, significantly more SE
than outpatients (U = 14347, z = 4.70, p < 0.001), indicating
a small effect size (r = 0.26). Also, the number of reported
MUB was significantly higher in inpatient than that in outpatient
setting (U = 14,168, z = 5.21, p < 0.001), indicating a small but
almost medium effect size (r = 0.29). Underlying descriptives are
presented in Table 2.

In a third sensitivity analysis, we tested whether setting-
specific differences in SE and MUB remained when controlling
for covariating patient variables (i.e., number of diagnoses and
prior experiences with psychotherapy in comparison to none).
Partial correlations between the setting and number of reported
SE (rpp = 0.21, p < 0.001) as well as the setting and number of
reported MUB (r, = 0.24, p < 0.001) remained significant when
controlling for the number of diagnoses and prior experiences
with psychotherapy. Values were slightly lower but comparable
with correlations between the setting and number of reported
SE (rpp = 0.24, p < 0.001) and, respectively, the setting and
number of MUB (r,;, = 0.28, p < 0.001) when not adjusting for
these covariates.

DISCUSSION

The present study aimed to investigate SE and MUB from
patients’ perspective in a natural out- and inpatient settings.
First and foremost, the majority of participants, i.e., about
three quarters in both samples, reported positive effects of their
psychotherapy. At least one adverse event with an external cause
during psychotherapy was reported by 50% of outpatients and
by 73% of inpatients. Side effects were reported by 15% of
outpatients and by 37% of inpatients. Malpractice and unethical

behavior were reported by 7% of outpatients and by 29% of
inpatients. Noteworthy, higher rates of both SE and MUB were
reported in the inpatient than in the outpatient setting. Robust
predictors of SE were prior experience with psychotherapy
in comparison with none and more current interpersonal
difficulties in the outpatient setting and higher motivation for
psychotherapy (#p) in the inpatient setting. Robust predictors
of MUB were younger age in the outpatient setting and poor
therapeutic alliance, prior negative experience with MUB, and
higher outcome expectations in the inpatient setting.

Adverse events seem to be a widespread phenomenon in
out- and inpatient psychotherapies. Participants in these two
studies reported considerable rates of both, adverse events with
an external cause on the one hand and NEP on the other hand.
The reported rates of at least one SE by out- and inpatients
are lower than in those in previous studies (Moritz et al,
2015, 2019; Peth et al., 2018; Schermuly-Haupt et al., 2018).
Consistent with previous results, frequencies of SE were higher
than for MUB in both samples. Nonetheless, rates of at least
one case of MUB were considerable but lower than the rates
for malpractice (89%) and unethical behavior (14%) reported
by patients with obsessive-compulsive disorders (Moritz et al.,
2015). This discrepancy might partly be explained by the context
(online vs. paper-pencil), the specific patient population, and the
usage of heterogeneous instruments to assess MUB. Our results
are in line with the frequencies of 26.7% for at least one case of
malpractice and 8.1% for at least one case of unethical behavior
in a sample of N = 135 patients with (former) depression reported
by Peth et al. (2018). Altogether, future research on NEP should
strive for a more homogenous assessment of SE and MUB to
generate reliable data on prevalences of SE and MUB.

We found higher frequencies for both SE and MUB in
inpatient compared with those in outpatient psychotherapy with
up to medium effect sizes. Similar results were reported in a
previous online investigation (Ladwig et al., 2014). These setting-
specific differences are of high clinical relevance. Patients seem
exposed to specific risk for experiencing NEP depending on
the respective treatment setting. Relevant patient information
and consent procedures should reflect these differences to
enable patients and caretakers to make informed decisions about
their mental health care (Nestoriuc, 2015; Trachsel and grosse
Holtforth, 2019). However, to confirm these rates, larger trials
and routine clinical assessments should incorporate measures
of SE and MUB with the long-term goal to establish a more
balanced reporting about the benefits and costs of psychological
interventions. In our analyses, setting differences remained stable
when controlling for covarying patient factors, namely the
number of diagnoses and prior experiences with psychotherapy
of out- and inpatients. Likewise, previous research did not
reveal an association between patients’ symptom severity and
occurrence of NEP (Rheker et al, 2017; Schermuly-Haupt
et al., 2018). Hence, probably rather general setting factors than
its covarying patient characteristics cause the revealed setting
differences in the number of SE and MUB. Therefore, further
controlled investigations should investigate the predictive power
of generalizable setting-specific features like group treatment,
the burden caused by close contact to fellow patients, lack
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of privacy, miss of familiar environment, and an externally
controlled daily structure.

Overall, our prediction models for NEP, especially for SE,
were not satisfactory. We found robust effects for previous
experience with psychotherapy in comparison with none
and more current interpersonal difficulties predicting SE in
the outpatient setting. Predictor in the inpatient setting
was a higher motivation for psychotherapy at treatment
beginning. However, the clinical relevance of these predictors
might be questioned, given the rather small percentage
of explained variance. Our finding that outpatients with
prior experiences with psychotherapy reported more SE than
outpatients without psychotherapeutic experience is in line
with the results of prior studies (Ladwig et al, 2014;
Griineberger et al., 2017). Sensitivity analysis with the reduced
sample of n = 72 outpatients that had completed their
psychotherapy less than 3 years ago led to a considerably
higher variance explanation of SE. A possible explanation for
the time-sensitive relationships might be that many SE are
transitory and sometimes even form an inevitable part of
successful psychotherapy. Hence, some SE might retrospectively
be evaluated less relevant and severe; the more time has
passed since therapy. Moreover, memory biases might interfere
with the validity of patients’ retrospective evaluation of SE.
Therefore, further longitudinal studies should address the
temporal course of SE and its frequencies and significance during
and after psychotherapy.

The robust predictor of MUB was younger age in the
outpatient setting. Poor therapeutic alliance, prior negative
experience with MUB, and higher outcome expectations emerged
as the robust predictors in the inpatient setting, with a
somewhat higher model fit. Taking into account the overall
weak model fit and previous inconclusive research results
(Crawford et al., 2016; Abeling et al., 2018; Moritz et al.,, 2019),
the clinical relevance of the predictor age seems minor. In
contrast, poor therapeutic alliance might represent a promising
predictor of MUB. This finding is in line with previous research
revealing the stable predictive value of the perceived therapeutic
alliance for treatment outcome across treatment approaches and
patient characteristics (Johansson and Jansson, 2010; Fliickiger
et al., 2018). However, the generalizability of our results is
limited because the perceived therapeutic alliance was assessed
posttreatment in both studies. Prior negative experience with
MUB in comparison with prior psychotherapeutic experience
without NEP was a significant predictor of MUB in the
inpatient setting. Hence, only prior negative experience with
MUB rather than prior experience with psychotherapy in
general might depict a crucial risk factor for MUB. This is
in line with previous research on nocebo effects (Kessner
et al, 2013; Kleine-Borgmann and Bingel, 2018; Colloca and
Barsky, 2020), indicating that prior negative experiences with
psychotherapy might drive nocebo effects, in this case specifically
the development of NEP. Further controlled studies are needed
(a) to identify the impact of prior experiences with NEP as
a relevant nocebo mechanism in psychotherapy and (b) to
differentiate the predictive value of prior experiences with SE and
MUB on the occurrence of NEP in subsequent psychotherapy.

Our results indicate that MUB rather than SE may drive
these nocebo effects. Contrary to our expectations and previous
research (Rheker et al., 2017), inpatients with higher outcome
expectations reported more cases of MUB. In prior studies
(Ladwig et al., 2014; Abeling et al., 2018), more NEP were
reported if patients’ expectations about treatment were not met.
Hence, it could be assumed that both unrealistic high or low
outcome expectations might depict a crucial predictor for the
occurrence of NEP and especially MUB. Altogether, our findings
suggest that further relevant predictors of both SE and MUB
might be missing yet.

The major strengths of the present investigation are the
high external validity and the broad spectrum of investigated
predictors of NEP on patients, therapeutic alliance, and context
level. However, several limitations need to be considered.
First, some assessed constructs and measurement points vary
between the out- and inpatient samples. Inpatients reported
NEP at 9-month follow-up; outpatients were questioned on
average 3.76 years after completion of their psychotherapy.
Second, certain baseline characteristics like prior experience
with psychotherapy differed between out- and inpatients, which
might account for setting differences in the reported frequency
of NEP. However, sensitivity analysis revealed robust setting
differences when adjusting for important covarying patient
characteristics. Because 92% of patients received cognitive-
behavioral psychotherapy, the generalizability regarding
the psychotherapeutic approaches might be questioned.
Additionally, the specific type of mental health medication
and other taken medications were not addressed as possible
confounding variables. Causal conclusions cannot be drawn
due to the correlational nature of the investigation. Hence,
additional controlled studies with homogenous measurement
points and experimental manipulations of possible predictors
like pretreatment outcome expectations should strengthen causal
implications about setting-specific differences and predictors of
NEP. Third, only complete datasets (to, 1, and ;) were used
for analyses of the longitudinal study 2, and hence, dropouts
were not included in the analyses of NEP. The dropout rate
is high and presumably systematic, as patients experiencing
NEP, especially MUB, might more frequently discontinue
their treatment. Fourth, the answering scale for the INEP was
adjusted for the inpatient investigation to make the instrument
more sensitive, possibly resulting in not entirely comparable
frequencies of NEP. Internal consistency of the INEP in the
outpatient sample was not satisfactory, possibly due to the longer
period since psychotherapy and accompanied memory effects,
especially regarding SE.

Our findings strengthen the need for a precise differentiation
between SE and MUB in research trials. To gain a more
comprehensive view of NEP, future investigations should address
both patients’ and therapists’ perspectives. A clear separation of
SE from MUB might also reduce psychotherapists’ reservations
about addressing and dealing with NEP in routine practice. NEP
often form a transient and inevitable part of a lege artis conducted
psychotherapy. Yet, SE and MUB that might entail serious
consequences for patients need to be identified. Clinicians need
to be aware of such effects and control and prevent them as much
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as possible, e.g., by applying techniques that trigger the fewest
NEDP, as it is already common practice in drug treatment.

The present investigation provides evidence that side effects,
as well as malpractice and unethical behavior, are common
in both out- and inpatient psychotherapies. Compared with
outpatients, inpatients seem to be at higher risk for both. Due
to reported limitations, additional controlled trials with specified
patient groups and treatment conditions should replicate our
findings to determine the predictive power of setting-specific
factors. The systematic assessment and monitoring of NEP in
research and clinical practice are needed. The resulting setting-,
treatment-, therapist-, and patient-specific risk profiles for NEP
might contribute to identify, handle, and even prevent NEP and,
thus, safeguard patients’ wellbeing.
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Abstract

Objective: This study aimed to assess clinicians' attitudes and their current clinical
practices regarding informed consent for psychotherapy.

Method: A convenience sample of N = 530 clinicians in Germany (n = 418 licensed
psychotherapists and n = 112 postgraduate psychotherapy trainees) took part in an
online survey.

Results: Most clinicians (84%) reported obtaining informed consent for psychother-
apy in their daily routine. However, many psychotherapists felt unsure about satisfac-
torily fulfilling the legal (63%) and ethical obligations (52%). The two most frequently
reported components of information disclosure related to explaining the terms and
conditions of psychotherapy (96%) and the psychotherapeutic approach (91%). Pro-
viding information about mechanisms of psychotherapy (33%) and the role of expec-
tations (30%) were least practiced. One in five psychotherapists reported not
informing clients about potential risks and side effects. A considerable proportion
reported concern about inducing anxiety in patients by disclosing information about
risks and side effects (52%).

Conclusions: Although obtaining informed consent for psychotherapy seems to be
the rule rather than the exception in clinical practice, the quality of its implementa-
tion in terms of legal, ethical and clinical demands remains questionable. Training psy-
chotherapists in providing comprehensive informed consent enables informed
decision-making and might have a positive influence on treatment expectations and

outcomes.

KEYWORDS
counselling, decision-making, ethics, psychotherapy, risks and side effects, treatment
expectations
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1 | CLINICALORMETHODOLOGICAL
SIGNIFICANCE OF THIS ARTICLE

Comprehensive information disclosure about psychotherapy accord-
ing to legal and ethical obligations enables patients to make informed
treatment decisions and might boost treatment expectations and effi-
cacy. In this study, psychotherapists and psychotherapy trainees were
asked to reflect on how important informed consent is for psycho-
therapy and whether their practice meets legal, ethical and clinical
requirements. The results will contribute to optimizing psychothera-

peutic training.

2 | OBIJECTIVE

As with medical treatments, properly conducted psychotherapy
requires informed consent. From a legal and ethical perspective, dis-
closing relevant treatment information is important so patients are
equipped to make autonomous and voluntary treatment decisions
both at the beginning and throughout the course of psychotherapy.
As such, the goal of informed consent is defined as empowering
patients to (a) know their options and (b) know the rationale for these
options well enough to make reasonable treatment decisions in their
own perceived best interests (Beahrs & Gutheil, 2001). Transparently
providing information about the treatment likely has benefits for both
patients and psychotherapists (Swift et al, 2021; Trachsel
et al., 2015). First, informed patients can form positive yet realistic
treatment expectations, a common factor of psychotherapy driving
positive placebo effects (Colloca & Barsky, 2020; Petrie & Rief, 2019;
Wampold, 2015). Second, psychotherapists fulfil legal and ethical
obligations by making an explicit agreement and facilitating shared
decision-making about treatment. A shared decision between
patients and clinicians can strengthen the therapeutic alliance and
treatment outcome (Pham et al., 2020; Swift et al., 2021; Trachsel
et al., 2015).

Ethical codes of conduct of international associations and
national laws provide guidance on which information should be
given in informed consent for psychotherapy. According to the
European Federation of Psychologists' Associations (EFPA, 2005),
informed consent should comprise clarification and continued dis-
cussion of the professional actions, procedures and probable conse-
quences of the psychologist's actions before and during the
psychological intervention. The American Psychological Association
(APA, 2017) requires patients be informed as early as feasible in
the therapeutic relationship about the nature and anticipated
course of therapy, fees, involvement of third parties and limits of
confidentiality. In case of treatments for which generally recognized
techniques and procedures have not been established, patients
should be informed about the treatment's developing nature, the
potential risks involved, alternative treatments that may be avail-
able and the voluntary nature of their participation (APA, 2017). In
addition, the German Civil Code (BGB, §630e) requires that psy-
chotherapists inform their patients about the necessity, urgency,

Key Practitioner Message

e Most psychotherapists reported obtaining informed con-
sent for psychotherapy in their daily routine but felt
unsure about satisfactorily fulfilling the legal and ethical
obligations.

o Information about potential treatment benefits and
mechanisms of the efficacy of psychotherapy were
largely underrepresented.

e One in five clinicians did not provide information about
possible risks and side effects of psychotherapy, and half
of the participants were concerned about inducing fear
of risks and side effects.

e There seems to be a gap between ethical standards and
actual practice of informed consent.

e Clinical trainings with a focus on balancing information
about potential benefits, mechanisms of actions and risks
and side effects might (a) help clinicians fulfil the norma-
tive demands of informed consent and (b) strengthen

positive treatment expectations in patients.

suitability and prospects of success with regard to the diagnosis or
the therapy.

In clinical practice, disclosure of potential risks and side effects of
psychotherapy seems to be challenging. An ethical conflict for psycho-
therapists may arise around concern that the disclosure of risks and
side effects of psychotherapy can promote nocebo effects in patients,
that is, negative effects brought about by negative expectations, anxi-
ety or other psychological factors and not by the psychotherapeutic
treatment itself. As such, explicit side effect disclosure bears the risk
of violating the ethical principle of non-maleficence (Wells &
Kaptchuk, 2012). In contrast, not informing patients about potential
risks would violate the ethical principle of patient autonomy
(Beauchamp & Childress, 2019). In line with this dilemma, a recent
study revealed a negative attitude of psychotherapy trainees towards
the disclosure of possible risks of psychotherapy (Blease et al., 2020).
In the last decades, little evidence-based knowledge about how to
resolve this problem has been available. Although present research
guidelines like PRISMA or CONSORT recommend assessing potential
harms and side effects, the systematic assessment and reporting of
risks and side effects of psychotherapy gained little attention in clini-
cal research compared to the evaluation of efficacy outcomes (Herzog
et al., 2019; Junqueira et al., 2021). Empirical evidence is missing as to
whether psychotherapists inform patients about risks and side effects
and for what reasons.

Despite existing guidelines, a one-size-fits-all approach to per-
forming informed consent for psychotherapy does not match clinical
reality. Psychotherapeutic treatment is defined by various factors,

including psychotherapeutic approach, treatment alternatives, setting,
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patient profile, diagnoses and patient decision-making capacity. Due
to this heterogeneity, providing valid informed consent poses a chal-
lenge to psychotherapists. Two decades ago, a survey among Ameri-
can psychotherapists indicated that the opinions and practices
regarding informed consent for psychotherapy seemed to vary with
the characteristics of the therapist (Croarkin et al., 2003). Moreover,
specific elements such as information about the empirical effective-
ness, mechanisms and treatment alternatives seemed to be rarely
included by psychotherapists when obtaining informed consent in
the past (Dsubanko-Obermayr & Baumann, 1998). This information is
likely relevant, though, to patients weighing the advantages and dis-
advantages of a psychotherapeutic treatment. Trachsel et al. (2015)
hypothesized that informed consent for psychotherapy is still not
routinely conducted in clinical practice but rather tacitly assumed as
opposed to explicitly stated. In line with this view, a recent qualitative
study revealed considerable doubts about the value of informed con-
sent among UK psychotherapy trainees who appeared to be unfamil-
iar with essential aspects of informed consent (Blease et al., 2020).
According to a recent online survey (Eberle et al., 2021), Swiss psy-
chotherapists and postgraduate psychotherapy trainees perceive
informed consent as both a challenge and a resource for the psycho-
therapeutic process. Until now, up-to-date empirical knowledge is
lacking on whether psychotherapists' attitudes towards informed
consent for psychotherapy are reflected in their actual clinical
practice.

Therefore, the aim of the present study was (a) to assess the atti-
tudes of German psychotherapists and postgraduate psychotherapy
trainees regarding informed consent with a focus on the disclosure of
specific elements such as risks and side effects and (b) to capture
respondents' current practice for obtaining informed consent for psy-
chotherapy in their clinical work.

3 | METHODS

3.1 | Study design and procedure

An online survey was designed to assess psychotherapists' attitudes
about informed consent and how it is implemented in clinical prac-
tice. To (a) capture informed consent practices across different psy-
chotherapeutic approaches and settings and (b) to keep the
processing time low for clinicians, we used a quantitative approach
supplemented by a few open response questions. The survey was
distributed among licensed psychotherapists and postgraduate
psychotherapy trainees in Germany as a convenience sample.
Study information, informed consent and questionnaire-based
assessments were distributed using the web-based software EFS
Survey. Data were collected anonymously between 4 July 2021 and
18 December 2021. The present study received approval from the
local ethics committee of the Helmut Schmidt University/University
of the Federal Armed Forces Hamburg (9 June 2021). Since this
investigation was not designed as a clinical trial, the study was not

preregistered.

3.2 | Participants

To be eligible for the study, participants had to fulfil the following cri-
teria: (1) be greater than 18 years old, (2) be a licensed psychothera-
pist in one of the four psychotherapeutic approaches recognized by
German social law (cognitive-behavioural psychotherapy, brief psy-
chodynamic psychotherapy, psychoanalytic therapy and systemic psy-
chotherapy) or instead (3) be in training to become a licensed
psychotherapist in one of the four psychotherapeutic approaches.
Furthermore, postgraduate psychotherapy trainees had to (4) be
actively treating, that is, conducting outpatient psychotherapies under

supervision.

3.3 | Recruitment

Participants were recruited via email distributed by the Federal
Chamber of Psychotherapists in Germany, Chambers of Psychothera-
pists of the Federal States, psychotherapeutic associations and post-
graduate training institutes for psychotherapy. In addition to email,
psychotherapists were recruited through postings on internet platforms

and social media.

3.4 | Survey questionnaire

The survey questionnaire comprised 43 questions and was devel-
oped by the authors due to a lack of validated measures for
this research proposal. Questions were piloted in a sample of psy-
chology students, psychologists, licensed psychotherapists and
postgraduate psychotherapy trainees who provided feedback about
the readability and comprehensibility of our survey questions and
respective response options. Participants also initially checked
the technical usability of our survey with four commonly used
internet browsers. Throughout the piloting phase, the wording of
several questions and response options were adapted for compre-
hensibility. Based on the initial feedback, we reduced the response
format of quantitative questions from an 11-point to a 7-point
Likert scale to increase clarity and a uniform understanding. Thus,
where applicable, 7-point Likert scale with three labelled anchor
points were used throughout the questionnaire. Some questions
included multiple choice response options. In the first section, the
questionnaire asked about therapists' attitudes, knowledge and
familiarity regarding informed consent using eight items. In the
next subsection, psychotherapists were asked about their own
informed consent procedure in clinical practice (six items) followed
by six items specifically addressing information disclosure. In a sub-
sequent subsection, specific elements of informed consent were
addressed, including the disclosure of mechanisms of psychother-
apy, treatment alternatives and possible risks and side effects using
14 items. Finally, the questionnaire asked about sociodemographic
and professional characteristics (nine items). More detail is provided

below.
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3.4.1 | Attitudes, knowledge and familiarity

Questions on attitudes towards informed consent explored the sub-
jectively perceived importance of informed consent for psychotherapy
(a) in general, (b) for positive treatment expectations, (c) for an auton-
omous treatment decision and (d) for the success of psychotherapy
on a Likert rating scale from zero, not important at all, to six, very
important, with the midpoint of three as moderately important.
Participants were asked about their subjectively perceived knowledge
about informed consent for psychotherapy (0 =no knowledge,
3 = moderate and 6 = extensive knowledge); the sources of their
information (seven select-all-that-apply multiple choice options with
an additional open response option); and their familiarity with (a) legal
and (b) ethical obligations of obtaining informed consent (0 = not

familiar at all, 3 = moderately and 6 = very familiar).

3.4.2 | Own practice

Psychotherapists were asked whether they obtain informed consent
for psychotherapy in their clinical routine using a binary response for-
mat (0 = no, 1 = yes). If participants answered affirmatively, it was
assessed whether they waived informed consent in exceptional cases
using a binary response format (0 = no, 1 = yes). Psychotherapists
were asked to indicate the modality of their informed consent in a
multiple-choice format (1 = written, 2 = orally and 3 = implicitly by
the patient's behaviour). Furthermore, participants had to evaluate
whether they felt their informed consent process fulfilled (a) legal and

(b) ethical obligations (1 = yes, 2 = no and 3 = | do not know).

3.4.3 | Information disclosure

Clinicians were asked whether they provide information about the
psychotherapeutic treatment at the beginning of treatment using a
binary response format (0 = no, 1 = yes). Participants indicated the
modality of counselling (1 = written, 2 = orally and 3 = both, written
and orally) and the average time spent for information disclosure.
Additionally, respondents reported whether they felt their information
disclosure enabled their patients to consent to psychotherapy in an
informed and voluntary manner (1 =yes, 2 =no and 3 =1 do not
know). Participants were asked to report (a) which aspects they
include in their information disclosure and (b) which components they
consider necessary for high quality information disclosure using
select-all-that-apply multiple-choice with 17 response options and an

option to provide an open-response answer (see Figure 3).

3.44 | Disclosure of specific elements
Participants were asked to indicate their perception of the importance
of disclosing (a) mechanisms of psychotherapy, (b) treatment alterna-

tives and (c) risks and side effects of psychotherapy (0 = not

important at all, 3 = moderately and 6 = very important). Further-
more, we assessed whether they disclose information about mecha-
nisms of psychotherapy, treatment alternatives or respectively risks
and side effects of psychotherapy (0 = no, 1 = yes). If participants
answered affirmatively, they were asked in what percentage of
patient cases they provide this information. Psychotherapists were
then asked whether they feel qualified to disclose mechanisms of psy-
chotherapy, treatment alternatives, and risks and side effects of psy-
chotherapy (0 = not qualified at all, 3 = moderately and 6 = very
qualified).

Advantages of disclosing risks and side effects of psychotherapy
were assessed in a multiple-choice question with eight response
options that included (1) enabling autonomous decision-making,
(2) fostering realistic treatment expectations, (3) enabling a benefit-
cost consideration, (4) activating coping strategies for dealing with
risks and side effects, (5) fulfilling legal requirements, (6) fulfilling ethi-
cal requirements, (7) creating transparency and (8) one open response
option ‘other’.

Disadvantages of disclosing risks and side effects of psychother-
apy were assessed in a multiple-choice question with six response
options that included (1) fostering negative treatment expectations,
(2) discouraging patients, (3) disenchantment of the psychotherapeutic
process, (4) evoking fear of risks and side effects, (5) deterioration of
the therapeutic relationship and (6) one open response option ‘other’.

345 | Sociodemographic and professional
characteristics

Psychotherapists were asked to indicate their gender, age in years,
postgraduate training status (in training, completed), professional
background (psychological psychotherapist for adults, child and youth
psychotherapist and medical psychotherapist), the psychotherapeutic
approach used (cognitive-behavioural psychotherapy, brief psychody-
namic psychotherapy, psychoanalytic therapy and systemic psycho-
therapy) and their working experience in years. Additionally,
respondents indicated the primary treatment setting in which they
work (outpatient, day- and night-clinic, inpatient and other), their pri-
mary patient group (children and adolescents, adults <65 years and
adults >65 years) and their current level of activity as a psychothera-
pist (full time, part-time and no current psychotherapeutic
occupation).

3.5 | Statistical analyses

Data were first analysed descriptively. To obtain indications for the
representativeness of our sample, a posteriori descriptive comparisons
of our sample with the most up-to-date available data on German
psychotherapists were conducted. Based on the anchor points, the
7-point Likert scales were categorized into three groups to allow a
more comprehensive descriptive presentation: 0-2 = for example,

not or rather not important/familiar, 3 = moderately and
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4-6 = important/familiar or very important/familiar. For an explor-
atory regression model, collected data using Likert scales were inter-
preted as parametric to achieve a higher variance. Second,
correlational analyses were conducted between obtaining informed
consent (yes/no) and demographic and treatment characteristics (that
is, treatment experience, age, gender, professional background, post-
graduate training status, psychotherapeutic approach, primary patient
group, treatment setting, familiarity with ethical obligations of the
informed consent and subjective knowledge about the informed con-
sent). Third, a logistic regression model was performed to assess the
predictive power of all two-tailed significant correlates of obtaining
informed consent (yes/no). Predictors were entered simultaneously.
To reduce bias, n = 12 participants who currently did not conduct
psychotherapies were excluded from the correlational and regression
analyses. Nagelkerke's R? was determined with higher scores, indicat-
ing a better model fit (Nagelkerke, 1991). Addressing the logistic
regression model, two sensitivity analyses were performed to test the
robustness of the results against possible bias caused by their current
psychotherapeutic activity (yes/no) and the training status of psycho-
therapists (in training/licensed). All tests were performed two-sided
with an alpha error of 0.05. Data analyses were conducted using IBM
SPSS Statistics software version 27. Due to chosen technical adjust-
ments and automatic reminders for missing answers, no surveys had

missing data.

4 | RESULTS

41 | Sample characteristics

Overall, n = 3084 people initially clicked the survey link, n = 2010
(65.18%) did not begin the survey and n = 401 (13.00%) did not com-
plete the survey once started. Inclusion criteria were not fulfilled by
n = 143 (4.64%): n = 6 (0.89%) were younger than 18 years; n = 49
(7.28%) were neither licensed psychotherapists nor postgraduate psy-
chotherapy trainees; n =49 (7.28%) postgraduate psychotherapy
trainees were not yet in the active treatment stage (i.e., conducting
outpatient psychotherapies under supervision); and n = 39 (5.79%)
did not consent to study participation. Ultimately, N = 530 (17.19%)
participants met inclusion criteria and completed the survey with an
average processing time of M = 31.59 min (SD = 319.58) that was
likely biased by outliers (e.g., interruption during the participation) and
a median score of Md = 13.40 min. The main recruiting channels were
emails to psychotherapists, newsletters and mailing lists of chambers
of psychotherapists and professional associations (n = 307; 57.92%);
social media and internet platforms (n = 176; 33.21%) and referrals of
acquaintances (n = 38; 7.17%).

The total sample of N =530 participants comprised n =418
licensed psychotherapists (78.87%) and n = 112 postgraduate psy-
chotherapy trainees (21.13%). On average, participants were
44.45 years old (SD = 12.42; Range: 23-80 years) with 12.88 years
of work experience as a psychotherapist (SD = 10.83; Range: 0.2-
50 years). Participants were mostly female (n = 415; 78.30%) and

n =5 (0.94%) were diverse. Detailed sample characteristics are pro-
vided in Table 1.

Compared to the overall distribution of licensed psychotherapists
in Germany in the year 2019 (National Association of Statutory
Health Insurance Physicians, 2020; Rabe-Menssen et al., 2021), our
sample was younger (current sample: M = 47.57 years, SD = 11.79;
2019 data: M = 54.7 years); gender distributions were fairly equal
(current sample: female: 78.30%, male: 20.75%, diverse: 0.94%; 2019
data: female: 73.50%, male: 26.5%, diverse: not applicable). In line
with previous data related to the relative distribution of applied psy-
chotherapeutic approaches in Germany (Grobe et al., 2020; Rabe-
Menssen et al., 2021), the cognitive-behavioural therapy represented
the most frequently reported approach in the present sample, fol-
lowed by the psychodynamic, psychoanalytic and systemic approach,
respectively. According to Grobe et al. (2020), the relative distribution
of professional groups billing for directive-conform psychotherapeutic
services in 2018 comprised 60.9% psychological psychotherapists,
15.5% child and youth psychotherapists, 8.8% medical psychothera-
pists, 6.8% specialists in psychosomatic medicine and psychotherapy,
2.4% specialists in psychiatry and psychotherapy and further profes-
sional groups (5.6%). Consistent with this finding, most participants of
this study reported being a licensed psychological psychotherapist
(54.53%), followed by licensed child and young psychotherapists
(21.51%) and licensed medical psychotherapists (6.04%).

4.2 | Attitudes, knowledge and familiarity

More than 80% of the psychotherapists and postgraduate psycho-
therapy trainees indicated that they value informed consent as impor-
tant or very important for psychotherapy in general (details shown in
Figure 1). Likewise, over 80% credited informed consent as highly
important for encouraging positive treatment expectations and
fostering autonomous treatment decision-making. A smaller propor-
tion, 60.38%, stated that informed consent is important or very impor-
tant for treatment success. Many participants (70.75%) indicated
having extensive knowledge of informed consent for psychotherapy
(see Figure 2). The most frequently reported sources of knowledge
were postgraduate training (n = 396, 74.72%), followed by clinical
experience (n = 343, 64.72%), exchange with colleagues (n = 316,
59.62%), literature review (n = 176, 33.21%), advanced training offers
(hn =119, 22.45%), university studies (n= 107, 20.19%) and
internships (n = 66, 12.45%). Feeling familiar with the respective
ethical obligations was reported by 35.66% of psychotherapists
(see Figure 2). A smaller proportion of less than one third felt familiar

or very familiar with the legal obligations of informed consent.

4.3 | Own practice and its' predictors
Most participants (83.96%) stated regularly performing informed con-
sent for psychotherapy, whereas 16.04% clinicians reported not

obtaining informed consent. Of those who regularly perform informed
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Gender
Female
Male
Diverse
Age in years 44.45 12.42
Postgraduate training status
Completed
In training (treatment stage)
Licence for patient groups®
Adults
Children and adolescents
Education®
Medical
Psychological®
Psychotherapeutic approach
Cognitive-behavioural
Psychodynamic®
Systemic
Primary treatment setting
Outpatient
Day- and night-clinic
Inpatient
Other
Primary patient group
Children and adolescents
Adults <65 years
Adults >65 years
Current activity as a psychotherapist
Full time
Part-time
No current psychotherapeutic occupation
Psychotherapeutic work experience

In years 12.88 10.83

Abbreviation: SD, standard deviation.

n %) TABLE 1  Sociodemographic
characteristics of the sample
415 (78.30)
110 (20.75)
5 (0.94)
418 (78.87)
112 (21.13)
405 (76.42)
146 (27.55)
39 (7.36)
495 (93.40)
311 (58.68)
224 (42.26)
39 (7.36)
486 (91.70)
11 (2.08)
29 (5.47)
4 (0.75)
134 (25.28)
393 (74.15)
3 (0.57)
247 (46.60)
271 (51.13)
12 (2.26)

#Multiple answers were allowed. n = 21 participants reported having or striving for licences for both, the

treatment of adults and children and adolescents.

bMultiple answers were allowed. n = 4 participants reported to have or strive for multiple educational

qualifications.

A small proportion of child and youth psychotherapists might have a professional background as a

pedagogue, special education teacher or social worker.

9Multiple answers were allowed. n = 111 participants reported to be licensed or strive for licences in

multiple psychotherapeutic approaches.

®Participants with the psychodynamic approach reported to be licensed or strive for licence in brief
psychodynamic psychotherapy (n = 142), psychoanalytic therapy (n = 4) or both (n = 78).

consent, 18.14% stated that they omit informed consent in excep-
tional patient cases. Most psychotherapists reported obtaining
informed consent exclusively in written form (38.88%), in verbal and
written form (33.26%), and in verbal form (27.87%). Many participants
(63.02%) felt unsure whether they fulfilled legal obligations, 34.34%

felt they fulfilled them and 2.64% felt they did not comply with legal
standards. More than half of the respondents (52.45%) were unsure
whether they fulfilled the respective ethical obligations of informed
consent, 46.23% felt they fulfil them and 1.32% felt they did not meet
ethical standards.
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FIGURE 1 Attitudes towards the
informed consent for psychotherapy
among psychotherapists and
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FIGURE 2 Knowledge about the informed consent for
psychotherapy and psychotherapists' familiarity with its legal and
ethical obligations (N = 530)

Obtaining informed consent was more frequently reported if
participants reported higher knowledge about informed consent
(rpp = 0.246, p < 0.001), greater familiarity with ethical obligations of
informed consent (r,, = 0.243, p < 0.001), lower psychotherapeutic
work experience (r,, = —0.097, p=0.027) and lower age
(rpp = —0.116, p = 0.008). Thus, these variables were included in the
logistic regression model to predict the likelihood of obtaining
informed consent for psychotherapy in clinical practice. Since collin-
earity was indicated by a significantly high correlation between the
variables ‘age’ and ‘treatment experience’ (r = 0.878, p < 0.001),
two models were estimated with treatment experience or age
included. Nonsignificant correlations were found between obtaining
informed consent and the professional background (medical vs. non-
medical), gender, the postgraduate training status (completed vs. in
training), the psychotherapeutic approach (cognitive-behavioural
vs. psychodynamic approach), the primary patient group (adults
vs. children and adolescents) and the treatment setting (outpatient
vs. inpatient or day- and night-clinic). A correlation matrix is pre-
sented in Data S1. The binomial logistic regression model with the

predictors ‘familiarity with ethical obligations of informed consent’,

results remained unchanged.

Two sensitivity analyses were performed to test the robustness
of our results. First, the excluded n = 12 participants who did not
actively work as psychotherapists were included in the analysis.
Results remained unchanged. The predictors of obtaining informed
consent remained significant and the effect size was roughly equal
(Rn? = 0.160). Second, n = 112 postgraduate psychotherapy trainees
were excluded from the analysis. Results remained unchanged for the
reduced sample of licensed psychotherapists. The predictors of
obtaining informed consent remained significant and the effect size
was roughly equal (Ry? = 0.167).

44 | Information disclosure

Almost all (n =511, 96.42%) participants reported informing their
patients about psychotherapy at the beginning of the treatment. Of
them, most psychotherapists indicated providing information in verbal
and written form (70.06%), while some did so exclusively verbally
(29.16%) and some did so exclusively in written form (0.78%). The
mean reported duration of information disclosure was M = 23.52 min
(SD = 24.01). For n = 1, this information was missing, as the person
answered that the duration of counselling would vary significantly.
Most participants (90.57%) stated that their provided information
enables patients to achieve an informed and voluntary consent for

psychotherapy, 8.30% were unsure and 1.13% felt it was not the case.
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TABLE 2 Logistic regression analysis for the prediction of obtaining informed consent for psychotherapy
B SE(B) OR 95% Cl of OR p
Familiarity with ethical obligations of the IC* 0.313 0.085 1.368 [1.157, 1.617] <0.001
Knowledge about the IC® 0.441 0.119 1.554 [1.230, 1.962] <0.001
Psychotherapeutic work experience in years -0.034 0.011 0.967 [0.946, 0.988] 0.002
Constant -1.197 0.549 0.302 0.029

Note: Ry? = 0.163, Cox & Snell-R? = 0.096. N = 518.

Abbreviations: B, regression coefficient; SE(B), standard error; OR, odds ratio; 95% Cl of OR, 95% confidence interval of the odds ratio; RN2, Nagelkerke's

pseudo R?; IC, informed consent for psychotherapy.

2Score ranging from 0 to 6, with higher scores indicating greater familiarity with ethical obligations.
bScore ranging from O to 6, with higher scores indicating greater knowledge about the informed consent for psychotherapy.

Terms and conditions of psychotherapy

Type of treatment (psychotherapeutic approach)

Confidentiality and its' limitations

Risks and side effects of psychotherapy

First information about diagnosis and prognosis

Indication for treatment

(Cancellation) Fees

Therapeutic objectives

Treatment alternatives

Expected treatment duration

Necessity of treatment

Psychotherapeutic interventions

Components of the Informed Consent

Patient rights

Urgency of treatment 3491

Empirical effectiveness of psychotherapy
Mechanisms of psychotherapy 303.
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FIGURE 3 Reported components of
their own informed consent procedure
and components defined as necessary.
Note: The components were presented as
response options in a multiple-choice
format. The option ‘other’ was presented
in an open response format: The three
most frequently reported other
components of the own IC for
psychotherapy were data protection

(n = 18), the relevance of active
engagement in psychotherapy (n = 15)
and the procedure of application for
psychotherapy (n = 10). IC, informed
consent

87.36

87.74

83.58
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74.53
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[ —_70.38
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I 6774

58.87

57.55
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B Component of own informed consent, n (%)

Components defined as necessary for an informed consent, n (%)

An overview of aspects that psychotherapists and psychotherapy
trainees reported considering in their information disclosure and/or
considered as necessary components is given in Figure 3. The three
most frequently reported aspects that were rated as necessary com-

ponents were disclosing information about (1) terms and conditions of

psychotherapy, (2) confidentiality and its' limitations and (3) the type
of treatment (psychotherapeutic approach). These aspects also
represented the three most frequently reported components of their
own informed consent (see Figure 3). The three least reported aspects
role of mechanisms  of

were disclosing the expectations,
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psychotherapy and the efficacy of psychotherapy as both components
of their own informed consent and necessary components. Notably,
72.08% considered patient rights as a necessary component of

informed consent but only 56.23% reported putting it into practice.

4.5 | Disclosure of specific elements

451 | Disclosure of mechanisms of psychotherapy
A considerable proportion of respondents (44.53%) considered the
disclosure of information about mechanisms of psychotherapy as
important or very important. Most participants (73.40%) reported hav-
ing disclosed information about mechanisms of psychotherapy at least
once. The respondents with experience in disclosing information
about mechanisms stated that they provide this specific information in
57.12% of their patient cases (SD = 30.97) on average. More than half
of the respondents (57.17%) felt well or very well educated when it
came to disclosing information about mechanisms of psychotherapy.

45.2 | Disclosure of treatment alternatives

More than three in four participants (77.74%) rated the disclosure of
information about treatment alternatives as important or very impor-
tant. Most participants (93.77%) reported having disclosed informa-
tion about treatment alternatives at least once. The respondents with

experience in disclosing information about treatment alternatives

(a) Advantages

stated that they provide this specific information in 67.87% of their
patient cases (SD = 30.75) on average. More than half of the respon-
dents (59.25%) reported feeling well or very well trained related to

disclosing information about treatment alternatives.

453 | Disclosure of risks and side effects of
psychotherapy

A large proportion of psychotherapists and postgraduate psychother-
apy trainees (81.70%) indicated that it was of high or very high impor-
tance to provide patients with information about the risks and side
effects of psychotherapy. Most participants (92.45%) reported having
disclosed information about risks and side effects of psychotherapy at
least once. Psychotherapists with experience in disclosing information
about potential risks and side effects stated that they provide this
specific information in 77.80% of patient cases (SD = 29.20) on aver-
age. Most participants (60.00%) reported feeling well or very well
trained when it came to disclosing information about risks and side
effects of psychotherapy.

The two most frequently reported advantages of disclosing
information about risks and side effects were (1) the creation of trans-
parency and (2) the strengthening of realistic treatment expectations
(see Figure 4). In the open response format, clinicians most frequently
reported that establishing trust in the therapeutic relationship (3.02%)
and showing sincerity (0.75%) were other advantages. The two
most frequently reported disadvantages of disclosing information

about risks and side effects were (1) arousing fear of risks and side

Creation of transparency NG 03.2 ]

Strengthening realistic treatment expectations GG 38.49

Enabling autonomous decision-making N 32.26

Fulfillment of ethical obligations GGG 72.45

Fulfillment of legal obligations GGG 66.04
Enabling a cost-benefit analysis I 53.02
Activation of coping strategies I 417.36

0 20 40 60 80 100
Frequency in percent (%)

(b) Disadvantages

Arousing fear of risks and side effects NN 51.51

FIGURE 4 Advantages and disadvantages of
disclosing information about risks and side effects
of psychotherapy reported by N = 530
psychotherapists and psychotherapy trainees.
Note: The (a) advantages and (b) disadvantages
were presented as response options in a multiple-
choice format. Participants were asked to select
which of the advantages and disadvantages they
agree with.

Deterrence of patients at treatment beginning NN 33.96
Strengthening negative treatment expectations I 27.74
Disenchantment of the psychotherapeutic process I 10.94

Deterioration of the therapeutic alliance Nl 5.28

0 10 20 30 40 50 60
Frequency in percent (%)
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effects and (2) discouraging patients at the beginning of treatment
(see Figure 4). The time expenditure (1.51%) and the potential cogni-
tive overload for the patient (1.32%) were the two disadvantages that

clinicians named most frequently in the open response format.

5 | DISCUSSION

The present study aimed to identify the attitudes and current clinical
practice of psychotherapists and postgraduate psychotherapy trainees
regarding informed consent for psychotherapy. Within a largely repre-
sentative sample of n = 418 licensed psychotherapists and n = 112
postgraduate psychotherapy trainees, informed consent for psycho-
therapy seemed to be the rule (84%) rather than the exception in clini-
cal practice. Nevertheless, the present study revealed significant
insecurity among clinicians about respective legal and ethical obliga-
tions. More than half of the respondents indicated feeling unsure as
to whether their practice of obtaining informed consent met the
required ethical standards (52%) and legal obligations (63%). Only a
few psychotherapists stated that they disclose information about the
role of expectations (30%), efficacy (34%) and mechanisms of psycho-
therapy (33%), all of which might evoke beneficial placebo effects.
One in five respondents reported not informing their patients about
potential risks and side effects. More than half of the clinicians were
concerned about inducing anxiety by disclosing the risks and side
effects of psychotherapy.

Most therapists felt that informed consent was an important ele-
ment of psychotherapy. Contrary to previous assumptions (Trachsel
et al,, 2015), most psychotherapists seem to conduct informed con-
sent for psychotherapy in their daily practice. However, the data
revealed that 16% of the psychotherapists did not regularly obtain
informed consent for psychotherapy. In contrast to a recent study
revealing the influence of therapists' postgraduate training status,
treated patient group and setting on attitudes towards the informed
consent for psychotherapy (Eberle et al., 2021), this investigation did
not provide evidence for the influence of these factors on psychother-
apists' actual informed consent practice. Therapists' gender, profes-
sional background and psychotherapeutic approach did not predict
the likelihood that the clinician obtained informed consent in their
clinical practice. Greater perceived knowledge about informed
consent and higher familiarity with ethical obligations significantly
increased the likelihood that a clinician obtained informed consent.
Hence, a respective training programme as an integral part of the psy-
chotherapeutic training might reduce the proportion of psychothera-
pists who do not obtain informed consent. Additionally, these results
indicated that with more psychotherapeutic work experience, the like-
lihood of obtaining informed consent significantly decreased. This
effect might be explained by heterogeneous content of the psycho-
therapeutic training over time. Moreover, specifications of legal and
ethical informed consent requirements have been established in the
last decades (e.g., BGB, §630e), so awareness of these guidelines
might have increased over the last years. However, this result should

be interpreted with caution as treatment experience was the weakest

predictor and highly correlated with therapists' age. Due to growing
attention to transparency and ethics in psychotherapy nowadays,
younger psychotherapists might be more aware of ethical require-
ments which would be in line with previous findings (Eberle
et al., 2021). Future studies might also examine educators' views and
review psychotherapy curricula. Considering the remaining unex-
plained variance and the exploratory nature of the analysis, further
relevant predictors of clinicians' likelihood to obtain informed consent
for psychotherapy such as predictors on the patient level (e.g., need
for information and prior experiences with psychotherapy) might be
included in future analyses.

In line with recent preliminary findings (Blease et al., 2020), both,
postgraduate psychotherapy trainees and psychotherapists, identified
gaps in their knowledge considering respective legal and ethical
demands for informed consent. More than a quarter of surveyed
licensed psychotherapists reported having not gained knowledge
about obtaining informed consent in their postgraduate training and
almost 40% of clinicians stated that they obtain informed consent
from clients solely in written form. Due to lack of knowledge, some
psychotherapists might mistakenly consider the patient's signature on
the application for psychotherapy to the health insurance company as
appropriate informed consent. Uniform international legal and ethical
regulations that cover all aspects of informed consent for psychother-
apy are missing. Current guidelines provided by the American
Psychological Association (APA, 2017), the European Federation of
Psychologists' Associations (EFPA, 2005) and the German Civil Code
(BGB, $630e) (Figure 5) consistently advocate for informing patients
about the nature and course of psychotherapy, both from a legal and
ethical perspective. The ethical Meta-Code of the EFPA (2005) specif-
ically emphasizes the ongoing nature of informed consent, which
seems to reflect clinical reality (Eberle et al., 2021; Pomerantz, 2005).
The legally required disclosure of potential risks and treatment alter-
natives seems not to be sufficiently anchored in ethical guidelines so
far (APA, 2017; EFPA, 2005). Notably, the ethical guidelines remain
rather vague concerning information that might boost treatment
expectations and treatment outcomes, for example, regarding the effi-
cacy, mechanisms of psychotherapy and the prospects of success
(APA, 2017; EFPA, 2005).

The present study indicates that certain aspects constituting valid
informed consent for psychotherapy according to legal, ethical and
clinical functionalities might be rather underrepresented in clinical
practice. In line with previous research (Dsubanko-Obermayr &
Baumann, 1998; Eberle et al., 2021), psychotherapists consistently
considered information about the nature of psychotherapy, the psy-
chotherapeutic approach and confidentiality and its' limitations as
components of their own informed consent and necessary compo-
nents of a high quality informed consent for psychotherapy. The rec-
ognized importance of informed consent for encouraging positive
treatment expectations and for treatment success that many respon-
dents indicated seems not to be reflected in their actual practice. Only
a minority of psychotherapists reported considering treatment effi-
cacy, mechanisms of psychotherapy and the role of expectations in

their own informed consent practice. Although the German Civil Code
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Informed Consent (IC) for Psychotherapy: Legal and ethical obligations

Legal obligations (in Germany)
Notice: The legal requir vary in dependency of
the respective country.
Ethical Principles of Psychologists and Code of Conduct of the German Civil Code (§630,¢)
American Psychological Association (APA) * Nature, extent, implementation, anticipated
¢ Developing nature and anticipated course of therapy consequences, and risks involved in the measure
*  Fees and involvement of third parties *  Suitability for psychotherapy (indication)
*  Limits of confidentiality *  Prospects of success
* Necessity and urgency of treatment

Ethical obligations

In case of treatments, for which generally recognized techniques and
procedures have not been established:
* Potential risks and altemnative treatments

*  Altemnative treatments

Content *  Voluntary nature of participation
*  For trainees: information about the training status and supervision
European Federation of Psychologists’ Associations Meta-Code (EFPA)
¢ Clarification and continued discussion of the professional actions,
procedures and probable consequences of the psychologist's actions for
an IC before and during the psychological intervention
«  Clarification for clients of procedures on record-keeping and reporting
*  Recognition of differing professional relationships with clients and
thus, a range of responsibilities
Ethical Principles of Psychologists and Code of Conduct of the German Civil Code (§630,¢)
American Psychological Association (APA) * Provide information orally
A * Use language that is reasonably understandable *  Provide information in good time so that the patient
Modality :

can take his/her decision on consent in a well-
considered manner

* Provide sufficient opportunity for patients to ask questions
*  Appropriately document written or oral consent, permission, and assent

*  Provide information understandable for the patient

FIGURE 5 Overview of legal and ethical obligations of the informed consent for psychotherapy. Note: This overview is based on the ethical
principles of psychologists and code of conduct provided by the American Psychological Association (APA, 2017), the Meta-Code of Ethics of the
European Federation of Psychologists’ Associations (EFPA, 2005) and the German Civil Code (§630e Obligations to provide information

[Aufklarungspflichten], 2013).

and further international institutions like the UK National Health Ser-
vice (NHS) or the American Medical Association (AMA) explicitly
require that patients be informed about the benefits or respectively
prospects of success (BGB, §630e; AMA, n.d.; NHS, n.d.), German psy-
chotherapists do not seem to routinely address information about
potential treatment benefits when obtaining informed consent.
Patients with negative prior experiences or negative outcome expecta-
tions in particular might benefit from information about the expected
treatment benefits and the application of expectation management
strategies during the beginning of treatment (Enck et al., 2013). Conse-
quently, the clinical opportunity to elicit positive treatment expecta-
tions and respective placebo effects via a comprehensive informed
consent might remain mostly neglected in clinical practice to date.
One in five clinicians did not provide information about possible
risks and side effects of psychotherapy and almost 30% reported omit-
ting information about treatment alternatives in their informed con-
sent. Both contradict legal obligations as only patients who are
informed about the expected benefits, costs and possible treatment
alternatives can properly weigh the advantages and disadvantages of
certain treatment options and, thus, make an autonomous and
informed treatment decision. Most participants valued the benefits of
disclosing potential risks and side effects, but more than half of the
participants were concerned about inducing fear of risks and side
effects. This is in line with present research indicating that current
information practices regarding risks and side effects might rather

harm by inducing nocebo effects (Nestoriuc et al., 2021; Wells &

Kaptchuk, 2012). In recent years, several strategies to overcome this
conflict between the ethical principles of patient autonomy and non-
maleficence have been systematically investigated, for example,
informing patients about placebo and nocebo effects in a beneficial
way, the use of framing strategies, contextualization and the additional
disclosure of the efficacy and mechanisms of psychotherapy (Evers
et al., 2021; Kleine-Borgmann & Bingel, 2018; Nestoriuc et al., 2021;
Trachsel & grosse Holtforth, 2019; Webster et al., 2019). However,
informed consent cannot be exhaustive and there is a rich debate
about the components of informed consent, including whether psy-
chotherapists should ‘go open’ and disclose information about com-
mon factors of psychotherapy (Blease, 2021; Leder, 2021). Leder
(2021) argues that ‘going open’ might have serious detrimental effects
on patients via the dissemination of false views about how therapy
works. In contrast, Blease (2021) argues that the disclosure of common
factors is based on empirical evidence and is ethically required. Linked
to this debate, open questions remain about mechanisms of action and
the role of placebo effects in psychotherapy as its investigation entails
conceptual and practical problems, for example, the non-suitability of
double-blind placebo-controlled trials in the psychotherapeutic setting
(Gaab et al, 2016). Besides these challenges in psychotherapy
research, appropriate disclosure of mechanisms also requires clinicians
who keep up to date with psychotherapy research (Blease et al., 2016).
To close potential research-to-practice gaps, further empirical research
on the efficacy of information practices for psychotherapy and a

respective training programme for psychotherapists are required.
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This study has several limitations that need to be addressed. Since
validated measurements are missing, this questionnaire was specifi-
cally designed to assess psychotherapists' attitudes towards informed
consent and their respective clinical practice. Due to the cross-
sectional design, no causal conclusions can be drawn. Since health
care systems and psychotherapeutic practices vary widely between
countries, the generalizability of our preliminary results needs to be
further examined in future investigations. Future studies on informed
consent practices for psychotherapy might also consider the hetero-
geneity within the therapeutic approaches themselves (e.g., cognitive,
behavioural and third-wave approaches within cognitive-behavioural
therapy) by assessing commonly used psychological interventions.
Moreover, a self-selection and social desirability bias could not be
ruled out in the online survey, which might have led to an overestima-
tion of the perceived importance of informed consent. Since this
study considered the perspective of clinicians, future studies should
also include patients' perspectives on informed consent. This might
contribute to (a) assessing patients' information needs and the com-
prehensibility of the provided information more accurately and
(b) decreasing doubts of clinicians on the overall validity of the
informed consent for psychotherapy.

Despite these limitations, this investigation has several strengths.
First, to our knowledge, this is the first study in Germany and, interna-
tionally, the most recent study since 2003 assessing the current infor-
mation practices regarding informed consent for psychotherapy
(Croarkin et al., 2003). Second, the legal, ethical and clinical functional-
ities and challenges of informed consent for psychotherapy were
considered simultaneously. Possible benefits and challenges of per-
forming informed consent for psychotherapy like the empowerment
of patients on the one hand and their possible discouragement on the
other hand have been specifically addressed (Beahrs & Gutheil, 2001).
Third, psychotherapists of all four psychotherapeutic approaches that
are recognized by the German social law participated in this study.
Fourth, an almost representative sample of both licensed psychother-
apists and postgraduate psychotherapy trainees was recruited by a
great variety of channels. Descriptive comparisons of our sample with
the latest available data on the distribution of German psychothera-
pists indicated good representativeness regarding the relative distri-
bution of gender, professional groups and psychotherapeutic
approaches, while our sample of licensed psychotherapists was on
average 7 years younger than the therapists in Germany in 2019
(Grobe et al., 2020; National Association of Statutory Health Insur-
ance Physicians, 2020; Rabe-Menssen et al., 2021).

In conclusion, the current quality of informed consent for psycho-
therapy in clinical practice seems to be worthy of improvement con-
sidering legal, ethical and clinical demands. Therefore, future studies
should specifically investigate the quality of the implemented
informed consent. As this study indicates that especially greater
knowledge about informed consent for psychotherapy and higher
familiarity with ethical requirements might increase the likelihood of
performing informed consent for psychotherapy, informed consent
training should become a key component of the psychotherapeutic

training. Although informed consent already seems to be an ingrained

part of most psychotherapies, its clinical potential beyond legal and
ethical functionalities, such as boosting treatment expectations and
efficacy, seems to be rather underestimated and untapped in clinical

practice.
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Abstract

Background: Informed consent isalegal and ethical prerequisite for psychotherapy. However, in clinical practice, consistent
strategies to obtain informed consent are scarce. Inconsistencies exist regarding the overall validity of informed consent for
psychotherapy aswell asthe disclosure of potential mechanisms and negative effects, the latter posing amoral dilemma between
patient autonomy and nonmal eficence.

Objective: This protocol describes arandomized controlled web-based trial aiming to investigate the efficacy of a one-session
optimized informed consent consultation.

Methods: Theoptimized informed consent consultation was devel oped to provideinformation on the setting, efficacy, mechanisms,
and negative effects via expectation management and shared decision-making techniques. A total of 122 participants with an
indication for psychotherapy will be recruited. Participants will take part in a baseline assessment, including a structured clinical
interview for Diagnostic and Statistical Manual of Mental Disorders-fifth edition (DSM-5) disorders. Eligible participants will
be randomly assigned either to a control group receiving an information brochure about psychotherapy as treatment as usual
(n=61) or to an intervention group receiving treatment as usual and the optimized informed consent consultation (n=61). Potential
treatment effects will be measured after the treatment viainterview and patient self-report and at 2 weeks and 3 months follow-up
viaweb-based questionnaires. Treatment expectation isthe primary outcome. Secondary outcomesinclude the capacity to consent,
decisional conflict, autonomous treatment motivation, adherence intention, and side-effect expectations.

Results: This tria received a positive ethics vote by the local ethics committee of the Center for Psychosocial Medicine,
University-Medical Center Hamburg-Eppendorf, Hamburg, Germany on April 1, 2021, and was prospectively registered on June
17, 2021. The first participant was enrolled in the study on August 5, 2021. We expect to complete data collection in December
2022. After data analysis within the first quarter of 2023, the results will be submitted for publication in peer-reviewed journals
in summer 2023.

Conclusions: If effective, the optimized informed consent consultation might not only constitute an innovative clinical tool to
meet the ethical and legal obligations of informed consent but al so strengthen the contributing factors of psychotherapy outcome,
while minimizing nocebo effects and fostering shared decision-making.

Trial Registration: PsychArchives; http://dx.doi.org/10.23668/psycharchives.4929

International Registered Report Identifier (IRRID): DERR1-10.2196/39843
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Introduction

Obtaining patients' informed consent represents a lega and
ethical obligation for conducting psychotherapy, which is
embedded in numerous codes of conduct of international
psychological ingtitutions (eg, American Psychological
Association [1], European Federation of Psychologists
Associations[2]). Psychotherapists arelegally bound to disclose
information about the treatment, including all circumstances
that might be essential for an autonomous decision (eg, § 630e,
German Civil Code [3]). In an ethical framework,
psychotherapists should strive to balance the 4 moral principles
of respect for autonomy, beneficence, nonmaleficence, and
justice[4]. Themajor components of atruthful informed consent
are (1) the decision-making capacity of the patient, (2) disclosure
of treatment information, (3) voluntariness, (4) patient
understanding, and (5) the explicit statement of consent [4,5].

A key challenge in obtaining truthful informed consent is the
required disclosure of the potential negative effects of
psychotherapy. Balancing the principles of autonomy and
nonmal eficence causes an ethical dilemmal6]. On the one hand,
psychotherapists strive to provide transparent information about
possible treatment risks to enable autonomous informed
decision-making. On the other hand, the disclosure of risk
information can be harmful in itself, as it might cause nocebo
effects. Thelatter effectsare usually described as adverse effects
that are not caused by the procedure but by negative expectations
or negative prior learning experiences[6,7]. Thus, patientswho
were initially informed about the potential side effects at the
beginning of psychotherapy are suggested to be more likely to
experience these disclosed side effects than patients who did
not receive this information before.

Inclinical practice, informed consent procedures often fall short
of legal and ethical recommendations of truthful informed
consent [8,9]. So far, informed consent does not seem to be an
integral part of clinical routine [10,11]. Empirical research,
however, provides evidence that patients experiencing mental
disorders have extensive information and decision-making needs
[12,13]. Thus, aone-size-fits-all approach for providing consent
information that neglectsindividual information needs may be
insufficient.

Recent research suggests that the informed consent procedure
might be underestimated in its clinical relevance to strengthen
the contributing factors of psychotherapy outcome [5]. There
are aready first indications that the disclosure of transparent
and contextualized information can effectively optimize
treatment expectations [14]. Since treatment expectations are
considered a key mechanism of change in psychotherapy [15],
it is conceivable that truthful informed consent might elicit
relevant expectation effects that reinforce treatment outcome
[5,16]. Moreover, the autonomous treatment motivation and

https://www.researchprotocol s.org/2022/9/€39843

treatment adherence of patients might be strengthened [17,18].
However, it remains unclear how these key predictors of
psychotherapy outcome can be optimally addressed in atangible
informed consent procedure.

Framing, contextualization, and shared decision-making might
represent 3 promising strategies to optimize informed consent
procedures. First, positive information framing might contribute
to overcoming the dilemma of presenting transparent
information about risks of psychotherapy on the one hand and
preventing nocebo effects on the other hand [19]. Empirical
findings suggest that positive framing may reduce side-effect
expectations [14] and nocebo side effects [20]. Second,
contextualizing information might positively influence treatment
expectations and reduce decisional conflicts [6,14]. Third,
integrating shared decision-making strategies might promote
patient-centered care [21,22]. Advanced approaches for
addressing, integrating, and implementing those strategieswithin
an elaborate informed consent procedure are still missing in
clinical practice to this day [20,23].

In summary, 3 major research gaps can be identified. First,
empirical data about whether and how psychotherapists obtain
informed consent in clinical practice are sparse. In particular,
theintegration of risk information has not been investigated so
far. Second, thereisalack of concreteimplementation strategies
for aninformed consent procedure that simultaneoudly accounts
for legal, ethical, and clinical functionalities. Third, the effects
of informed consent procedures on factors contributing to
psychotherapy outcomes have not yet been investigated
systematically. The latter 2 research gaps will be specifically
targeted in this study. An optimized informed consent
consultation (OIC) for psychotherapy has been developed as a
new clinical tool based on the most recent empirical evidence.
OIC will be applied in a web-based context for 2 reasons: (1)
to increase accessibility and (2) to reduce health risks due to
the ongoing pandemic. Astheweb-based context requires access
to the internet for all participants and the study staff, potential
interferences due to internet connection problems will be
considered by providing clear instructions to participants with
backup weblinks and contact information via phone.

This study aims to investigate the efficacy of OIC for persons
with an indication for psychotherapy. We hypothesize that
treatment expectations, autonomous treatment motivation, and
adherence intention increase to a greater extent in the OIC
condition than in the treatment as usual (TAU) condition from
baseline (TO) to the follow-up assessment (T2). Moreover, we
assumethat decisional conflictsand expectations about the side
effects of psychotherapy decreaseto agreater extent inthe OIC
condition than in the TAU condition from baseline (TO) to the
follow-up assessment (T2).

JMIR Res Protoc 2022 | vol. 11 | iss. 9| €39843 | p. 2
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Methods

Study Design

A randomized controlled superiority trial will be conducted in
the web-based context. Participants with an indication for
psychotherapy are equally assigned to one of the 2 tria
conditions (either to OIC + TAU or to TAU aone). The trid
includes 2 web-based study visits with an interval of 2 weeks
between the visits and 2 follow-up assessments 2 weeks and 3
months later. Web-based study visits are conducted via RED
connect, an internet platform providing video consultations
compliant with the German Data Protection Directive. Written
study information, informed consent, and questionnaire-based
assessments are provided via the web-based software EFS
Survey, which fulfills the internationa guidelines for
information security (ISO 27001). Thisstudy has been designed
in line with the Consolidated Standards of Reporting Trials
(CONSORT) statement [24].

Participants

Recruitment

The target population for the trial are German adults with an
indication for psychotherapy. Recruitment cooperation with the
outpatient clinic of the Center for Psychosocial Medicine at the
University Medical Center Hamburg-Eppendorf was instated.
In addition, participantswill be recruited through referralsfrom
other  cooperating outpatient facilities, physicians,
psychotherapists, mailing lists, internet platforms, and social
media

Inclusion and Exclusion Criteria

Participants need to (1) be older than 18 years of age, (2) have
anindication for psychotherapy, (3) have an email account and

https://www.researchprotocol s.org/2022/9/€39843
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aweb-connected device with a camera and a microphone, and
(4) provide informed consent for study participation and the
use of an audio record. The indication for psychotherapy will
be operationalized by at |east one suspected diagnosis according
to the Diagnostic and Statistica Manual of Menta
Disorders-ifth edition (DSM-5) [25].

Exclusion criteria are (1) a current outpatient or inpatient
psychotherapy, (2) utilization of probatory sessions for
psychotherapy within thelast 4 weeks, (3) insufficient language
comprehension, (4) insufficient attention performance or
cognitive capacity to participate in theinterviews and OIC, and
(5) acute suicidality. Exclusion criteria (3) and (4) will be
evaluated by the study psychologist during the telephone
screening and the clinical interview. Based on a criteria-led
graduated scheme, acute suicidality will be evaluated by the
study psychologist within the clinical interview. In case of acute
crises, further predefined steps for action will beinitiated.

Sample Size

The required sample size was a priori calculated using the
G*Power software. Based on a previous experimenta study
analyzing the effects of framing and personalizing information
about endocrinetreatment on side-effect expectationsin healthy
women [14], asmall-to-medium effect size can be expected for
the impact of OIC on the primary outcome (treatment
expectations). For two-tailed testing and a predetermined a
level of .05, 106 participantswould provide 80% power to detect
significant interaction and the main effects of Cohen f=0.125
on the primary outcome. To compensate for an anticipated
dropout rate of 15%, atotal sample of 122 participants will be
randomly assigned to one of the 2 groups (n=61 per group).
Since it is assumed that at least 50% of all individuals can be
included intheclinical trial after screening, approximately 244
individuals will need to be screened (see Figure 1).
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Figure 1. Anticipated study flow chart.
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Procedure

A telephone interview will take place before enrollment, in
which oral study information will be given and interested
persons are screened for self-reportableinclusion and exclusion
criteria. If eligibility isgiven, interested personswill beinvited
for the first of the 2 web-based study visits that are conducted
online by trained clinicians (Master of Science psychologists).
At the first web-based study visit (TO), written information
about the study will be given and the self-reportable inclusion
and exclusion criteria will be queried. After providing their
informed consent, participants will take part in a video-based
Structured Clinical Interview for DSM-5 disorders (SCID-5)
[26] to verify the indication for psychotherapy and check for
exclusion criteria. If participants fulfill the eligibility criteria,

https://www.researchprotocol s.org/2022/9/€39843
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imputation (n=61)

the baseline assessment (TO) as well as the subsequent
randomization will take place. At the end of TO, participants of
both groups will receive TAU in form of an information
brochure about psychotherapy. Participants will be invited to
voluntarily study the brochure until the second web-based study
visit (T1) 2 weeks later. At the second web-based study visit
(T1), theintervention group will participate in the video-based
OIC. Subsequently, all participants will take part in the
postassessment and an interview for assessing the capacity to
consent and adverse events. Upon request, participants will
receive their individual results report of the SCID-5 within 1
week after T1. Two weeks (T2) and 3 months (T3) after T1,
participants will beinvited to complete 2 web-based follow-up
guestionnaires. A detailed summary of all the instruments is
provided in Table 1.
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Table 1. Schedule of enrollment, intervention, and assessment according to Standard Protocol Items: Recommendations for Interventional Trias
(SPIRIT).

Study period

Screening Enrollment Intervention Postallocation

Time point -1 TO Tl T2 T3

Screening and enrollment
Study information
Eligibility screen

Informed consent

O o o o

Randomization
I ntervention
Treatment as usual + optimized informed consent consultation
Treatment as usual
Assessments
Primary end point
Treatment expectations (TEX-Q?) O d O O
Secondary end points

Capacity to consent (MacCat-T? interview) 0
Decisional conflict (DCSO) O O 0

Side effects of psychotherapy: occurrence expectations, ad O ad
anxiety, and expected coping (3 constructed items)

Autonomous treatment motivation (ACMTQd 0 0 0
subscale)
Adherence intention (3 constructed items) ad O ad

Interest in and knowledge about psychotherapy in general O O d
(2 constructed items)

Knowledge about what is meant by psychotherapy, its ef- O O d
fectiveness, key mechanisms, side effects, legal and orga-
nizational aspects (5 constructed items)

Information-seeking behavior toward finding a treatment ad ad
(3 constructed items)

Utilization of treatment services (6 constructed items) ad ad
Satisfaction with received information (CSQ-8°) o
(Expected) adverse events (interview) O of of
(Expected) serious adverse events (interview) O of of
Modulators

Psychopathol ogy (suspected diagnosis; SCID-59 interview) 0

State anxiety (ST, ADI" subscale) 0

Prior knowledge about psychotherapy (FPTM " subscal € 0

Prior psychotherapeutic experience (G- EEE subscal € 0

Satisfaction with therapeutic relationship (HAQk subscale) 0
Time spent with the information brochure (single item) O O

Sociodemographic characteristics (single item)
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Study period
Screening Enrollment Intervention Postallocation
Time point -1 TO Tl T2 T3
Intake of mental health medication (SCID-5 interview) O

8TEX-Q: Treatment Expectation Questionnaire.

BMacCAT-T interview: MacArthur Competence Assessment Tool for Treatment.

°DCS: Decisional Conflict Scale.
dacm TQ: Autonomous Motivation for Therapy Scale.
€CSQ-8: 8-item Client Satisfaction Questionnaire.

fat follow-up (T2 and T3), (serious) adverse events will be assessed by self-report instead of an interview.
9SCID-5: Structured Clinical Interview for Diagnostic and Statistical Manual of Mental Disorders-fifth edition.

NSTADI: State Trait Anxiety Inventory.
'FPTM: Questionnaire on Psychotherapy Motivation.

IG-EEE: Generic Rating for Treatment Pre-Experiences, Treatment Expectations, and Treatment Effects.

I(HAQ: Helping Alliance Questionnaire.

Study Intervention

OIC will be conducted online by trained study psychologists
(Master of Science) at T1. For the purpose of conformity with
arealistic preliminary psychotherapeutic consultation, OIC will
last no longer than 35 minutes. OI C includestheory-overarching
information about psychotherapy, clarifying what psychotherapy
is, which forms and settings of psychotherapy exist, and how
to get access to psychotherapy. The clinician will provide
information about psychotherapeutic techniques, possible
therapeutic objectives, the efficacy, and underlying mechanisms
of psychotherapy. All 4 psychotherapeutic approaches that are
recognized by the German social law (cognitive-behavioral
psychotherapy, brief  psychodynamic  psychotherapy,
psychoanalytic therapy, and systemic psychotherapy) are
considered in OIC concerning their key mechanisms and
techniques. In line with recent recommendations [23,27], OIC
will contain information about the possible negative effects of
psychotherapy (eg, the temporary increase of psychological
strain) and respective individual coping strategies. Prior
experience with psychotherapy and treatment expectationswill
be addressed since both are suggested to induce placebo and
nocebo effects, which, in turn, might influence psychotherapy
outcomes[7]. Theclinician will target participants expectations
about outcome (ie, treatment benefit, positive and negative
effects), process (ie, expected satisfaction, side effects, own
impact, behavioral control), and their coping with potential side
effects. In accordance with ethical demands [7,23], OIC will
provide arealistic and nondeceptive yet positive description of

psychotherapy.

During OIC, the strategies of framing, contextualization, and
shared decision-making will be applied. Framing strategies as
described by Barnes et a [20] will be applied by embedding
information about the possible negative effects in information
about the overall effectiveness of psychotherapy [7,28].
Information will be formulated gain-framed. Contextualization
will be used to adapt evidence-based information about
psychotherapy to the individual information needs as well as
the psychological and living conditions of the participant [6].
In line with the shared decision-making approach, participants

https://www.researchprotocol s.org/2022/9/€39843

will be informed about treatment alternatives (eg,
psychopharmacotherapy) and will be invited to express their
views and preferences [29]. Participants will be actively
involved in the discussion of options. A balanced relationship
between the clinician and the participant will be supported by
an empathic attitude of the clinician. As a multimodal
presentation might increase the comprehension of information
and is assumed to elicit larger framing effects on the reduction
of nocebo side effects [20], information will be given oraly
with additional support of visual information cards.

TAU as a Comparator

To investigate the clinical significance of the newly devel oped
OIC, a TAU condition will be used as a comparator. In both
tria conditions, participantswill receive aninformation brochure
about psychotherapy from the Federa Chamber of
Psychotherapists in Germany as TAU [30]. Participants may
decide on their own whether and if so, how long they want to
engage with the 80-pageinformation brochurefor psychotherapy
patients.

Randomization

Stratified permuted block randomization with ablock size of 4
permutations will be used to randomize participants 1:1 to the
OIC and TAU conditions. Stratification will be based on prior
experiencewith psychotherapy (no vs positive vs negative prior
experience) to ensure that individuals with heterogeneous
treatment experiences are balanced in both arms. Before the
first enrollment, the randomi zation sequenceswill be generated
by aresearcher who is not involved in the study conduction by
using a web-based program. At the end of the first web-based
study visit, the responsible study psychologist initialy
determines the type of prior experience with psychotherapy by
evaluating the information given by each participant. The
randomizing officer will then conduct the allocation of each
pseudonymized study case according to the randomi zation plan.
Finally, the randomizing officer will inform the respective study
psychologist about the group membership on a case-by-case
basis.
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Primary Outcome M easure

Participants’ treatment expectation will be assessed using the
Treatment Expectation Questionnaire [31]. The Treatment
Expectation Questionnaireisageneric self-rating scal e assessing
patients outcome and process expectations of medical and
psychological treatments on 6 dimensions: treatment benefit,
positive impact, adverse events, negative impact, process, and
the behavioral control. The questionnaire consists of 15 items
that are presented on an 11-point numeric rating scale. For all
required analyses, mean subscale scores and the mean total
score, each ranging from 0O to 10, will be used. Except for the
subscales “ adverse events’ and “negative impact” with higher
scoresindicating lower treatment expectations, higher subscale
scores indicate higher treatment expectations. Treatment
expectation as the primary outcome will be operationalized by
the total mean score because it combines process and outcome
expectations. To investigate the potentia effects of OIC, the
impact of OIC on treatment expectations will be additionally
analyzed for each of the 6 subscales following an exploratory
approach. To counteract the problem of multiple comparisons
requiring multiple simultaneous statistical tests, statistical
inferencewill be adjusted using the Bonferroni-Holm correction
to reduce therisk of a error inflation.

Secondary Outcome M easures

The capacity to consent to treatment will be assessed by an
adapted German version of the semistructured interview
MacArthur Competence Assessment Tool for Treatment
(MacCAT-T) [32,33]. Subscale scores, ranging from O to 6
(understanding), O to 8 (reasoning), O to 4 (appreciation), and
0 to 2 (choice), as well as the total sum score, ranging from 0O
to 20, will be used for all required analyses. Higher scores
indicate higher capacity to consent. Since the MacCAT-T
provides a wide range of applications (eg, for dementia), the
exact wordings of the questions have been rephrased and adapted
to the psychotherapeutic context. Given that risks of
psychotherapy may be diverse and multifaceted, it has been
deemed sufficient if participants can name 1 risk of
psychotherapy instead of 2, as demanded in the original form
of the MacCAT-T. Thus, the maximum score of 2 in the item
“understanding of benefits and risks” (subscal e understanding)
can be achieved, even if just 1 risk of psychotherapy can be
expressed adequately. The ranges of all subscale scoresaswell
as the range of the total sum score do not change due to this
modification.

Decisional conflict will be assessed using the Decisiona
Conflict Scale [34,35]. The Decisional Conflict Scale consists
of 16 items, which are divided into 5 distinct domains:
uncertainty, informed, values clarity, support, and effective
decision. All items are presented on a 5-point Likert scale,
ranging from “not correct at all” to “fully correct.” A total score
and 5 subscale scores, each ranging from 0 to 100, will be used
for analyses, with higher scores indicating higher decisional
conflict. The perceived support in decision-making for or against
the utilization of psychotherapy isassessed by 1 self-devel oped
item that is presented on an 11-point Likert scale, ranging from
0to 10, with higher scoresindicating greater perceived support.

https://www.researchprotocol s.org/2022/9/€39843
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Three additional items were developed in advance to assess
participants’ (1) expectations about experiencing side effects
of psychotherapy, (2) anxiety about experiencing side effects,
and (3) expectations about coping with side effects. The
corresponding items will be presented on an 11-point Likert
scale, ranging from 0 to 10, with higher scoresindicating higher
expectation about occurring side effects, anxiety about side
effects, or respective coping expectations.

The autonomous treatment motivation will be assessed by the
trand ated subscale * autonomous motivation” of the Autonomous
and Controlled Motivations for Treatment Questionnaire [36].
The trandlation from English to German was performed by a
native English speaker. The subscale consists of 6 items, which
are presented on a 7-point Likert scale, ranging from “ strongly
disagree” to “strongly agree.” The subscale mean score ranges
from 1 to 7, with higher scores indicating higher autonomous
treatment motivation, and will be used for al required analyses.

The adherence intention for psychotherapy will be assessed by
3 self-devel oped items, which will be presented on an 11-point
Likert scale, ranging from “not sure at al” to “absolutely sure”
For all required analyses, the mean score will be used, ranging
from 0 to 10, with higher scores indicating higher adherence
intention.

Seven additional itemswere devel oped to assess (1) participants
interest in psychotherapy as well as their (2) knowledge about
psychotherapy in general, (3) what is meant by psychotherapy,
(4) the effectiveness of psychotherapy, (5) key mechanisms of
psychotherapy, (6) side effects of psychotherapy, and (7) legal
and organizational aspects of psychotherapy. The corresponding
items will be presented on an 11-point Likert scale, ranging
from 0 to 10, with higher scores indicating greater interest or
higher knowledge.

The satisfaction with received information will be assessed by
an adapted version of the German version of the Client
Satisfaction Questionnaire [37,38]. The word “treatment” will
bereplaced by “received information” to increase the specificity.
The 8 items will be presented on a 4-point Likert scale and
summed up to atotal score, ranging from 8 to 32, with higher
scoresindicating higher satisfaction with received information.

The information-seeking behavior toward finding a treatment
will be assessed by 3 self-developed items, which will be
presented on a 7-point Likert scale, ranging from “strongly
disagree” to “strongly agree” The utilization of treatment
services will be assessed by 6 self-developed items with the
response options “yes’ and “no.”

Asrecently recommended by Papaioannou et al [39], (expected)
adverse events and (expected) serious adverse events of OIC
and of study participation per se will be assessed at
postassessment by using a short interview. In addition to open
questions about individual adverse events, 3 apriori devel oped
items about potential adverse events (feeling confused, feeling
frightened about potential negative effects of psychotherapy,
experiencing doubts about the decision to start psychotherapy)
and serious adverse events (suicidal ideation, self-harm,
hospitalization) will be assessed. Each event will be rated by
the interviewer according to severity (5-point Likert scale) and
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its potential causal relationship to the study participation (5-point
Likert scale). For follow-up assessments (T2 and T3), a
self-report will be used instead of an interview.

Blinding

Due to the nature of the study, neither participants nor the
responsible study psychologists can be fully blinded toward the
group membership. The assessment and analysis of the capacity
to consent and the adverse events, however, will be carried out
by researchers who are blinded regarding the randomization
and do not otherwise interact with the respective participants
throughout the entire course of the study. Questionnaire-based
outcomes will be assessed pseudonymously via a web-based
software, and the researcher conducting the statistical analyses
will be blinded toward the randomized group allocation.

Bias Control

To reduce heterogeneity in content and risk of performance
bias, OIC was manualized and all responsible study
psychologists have been specifically trained by a licensed
psychotherapist for conducting OIC. A licensed psychotherapist
will supervisethe study psychol ogists regarding the conducting
of OIC throughout the study. To increasetheinterrater reliability
and to reduce the risk of experimenter bias, all interviewers
conducting the MacCAT-T interview have been trained and
will be blinded to group alocation. Based on an audio record,
an independent and blinded interviewer will conduct a second
rating of the MacCAT-T.

Statistical Analyses

Linear mixed modeling for repeated measureswill be conducted
for the hypothesis referring to the primary outcome. Following
theintention-to-treat approach, al randomized participants will
be included in the analysis to avoid attrition bias. The model
will contain one between-subject factor treatment (OIC + TAU
vs TAU) and one within-subject factor time (TO, T1, and T2).
Before linear mixed modeling, additional variables (eg,
respective baseline scores, type of prior experiences with
psychotherapy, prior knowledge about psychotherapy,
sati sfaction with the therapeutic relationship, state anxiety, the
time of occupation with the information brochure) will be
checked for significant associations with the respective outcomes
toidentify potential covariates. If there are additional covariates,
they will be included in the linear mixed model. Group
differences will be checked using Tukey posthoc tests. In case
of imbalanced group sizes, Bonferroni-corrected posthoc tests
will be carried out instead.

The analytical strategy of fitting linear mixed models will also
be applied to all analyses, including secondary outcomes. Three
exceptionsfor the described analytical strategy will be analyses
including the secondary outcomes of capacity to consent,
satisfaction with received information, and (serious) adverse
events, for which group differences at postassessment will be
examined by an independent sample two-sided t test, a Welch
t test, or a Mann-Whitney U test. Intergroup differences at
baseline will be detected using independent sample two-sided
t tests, Welch t tests, or Mann-Whitney U tests (for continuous
variables) and Pearson chi-square tests (for categorical
variables). Partial eta squared will be reported for estimating

https://www.researchprotocol s.org/2022/9/€39843
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the proportion of explained variance, with r]Z:O.Ol indicating
small, n?=0.06 indicating moderate, and n?=0.14 indicating
large effects [40]. Cohen d will be determined as a measure of
effect size for pairwise comparisons (standardized mean
differences) by dividing the mean score difference between the
groups to be compared by the pooled standard deviation.
According to Cohen[40], valuesof d=0.2, d=0.5, and d=0.8 are
considered to indicate small, medium, and large effect sizes,
respectively.

Missing values will be imputed using the multiple imputation
technique but only if more than 2% of the data is missing. In
case of multipleimputation, analyseswill be repeated based on
per-protocol analyses as a sensitivity analysis. If less than 2%
of the data is missing, no multiple imputation will be carried
out and a sensitivity analysis will be conducted using the last
observation carried forward method. Each hypothesis will be
tested two-sided with an a level of .05. All statistical analyses
will be performed using SPSS version 27 (IBM Corp).

Ethics Approval

This trial is performed in accordance with the Declaration of
Helsinki and was approved by thelocal ethics committee of the
Center for Psychosocial Medicine, University-Medical Center
Hamburg-Eppendorf, Hamburg, Germany (reference:
LPEK-0292, 01.04.2021). The data generated from this study
will be available for scientific purposes in PsychArchives (a
disciplinary repository for psychological science) [41]. All
participants provide informed written web-based consent for
participation and for the publication of anonymized data for
scientific purposesin the disciplinary repository.

Results

Thefirst participant was enrolled on August 5, 2021. We expect
to complete data collection in December 2022. After data
analysis within the first quarter of 2023, the results will be
submitted for publication in peer-reviewed journals in summer
2023. Research reportswill be additionally disseminated through
scientific forums, including presentations at conferences.

Discussion

The aim of this two-armed randomized controlled superiority
trial is to evaluate the efficacy of a newly developed OIC for
psychotherapy under consideration of its legal, ethical, and
clinical functionalities. In this tria, the effects of an OIC
combined with TAU is compared to those of TAU alonein a
sample of German adults with an indication for psychotherapy.
OIC was developed under consideration of the latest empirical
evidence concerning thelegal, ethical, and clinical requirements
of a truthful informed consent procedure, including possible
strategies to promote and integrate these functions. A
semistructured guideline with supportive visual information
cards was developed. Since OIC will take relatively little time
and does not require advanced professional trainings, it might
be a cost-effective tool for daily practice.

Noteworthily, a genuine clinical approach for integrating risk
information into the informed consent for psychotherapy has
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been missing to this day. If proven effective, future patients
might be adequately informed about possible risks of
psychotherapy without violating the ethical principle of
nonmaleficence. This multifaceted evaluation of a structured
OIC might help reduce the initia reservations of
psychotherapists about informing patients about the possible
negative effects. Thus, OIC may represent the first feasible
approach of fulfilling the legal demands of informed consent
in clinical practice.

The web-based context was chosen to enable the participation
of citizens living in rural areas with limited capacity of health
care services. Since OIC isnot restricted to a certain therapeutic
approach, its scope of application is broad. In line with the
current implications from psychotherapy research [42,43], OIC
might contribute to atheory-overarching dissemination of recent
empirical evidence into the care system.

Gerke et al

Nevertheless, this trial will have some limitations that need to
be acknowledged. Although the web-based context should help
expanding the spectrum of recruitment, it might also lead to the
exclusion of potential participants who do not have a suitable
internet connection. Moreover, no conclusions can be drawn
regarding the specific efficacy of each of the 3 applied strategies,
namely, contextualization, framing, and shared decision-making.
However, if identified as efficient, the impact of each
subcomponent of OIC may further be analyzed on a factorial
basis.

Tothisday, effortstoimplement risk information into informed
consent for psychotherapy seem to be rather insufficient. The
newly developed OIC for psychotherapy might contribute to
bridging the gap between theoretically assumed ideals of truthful
informed consent and practical realities.

Data Availability
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Abstract
Objective: The objective of this research was to determine the efficacy and safety of an

optimized informed consent consultation (OIC) for psychotherapy.

Method: We performed a randomized controlled superiority online trial involving two weeks
of treatment and three months of follow-up. 122 adults with mental disorders confirmed by
structured interview currently neither in out- nor inpatient psychotherapy (mean age: 32,
51.6% female, 1.6% diverse), were randomized. Participants received an information
brochure about psychotherapy for self-study (treatment as usual, TAU; n=61) or TAU plus a
one-session OIC utilizing expectation management, contextualization, framing, and shared
decision-making (n=61). The primary outcome was treatment expectations at 2-weeks follow-
up.

Results: At 2-weeks follow-up, participants receiving OIC showed more positive treatment
expectations compared to those receiving TAU only (mean difference: 0.70, 95%CI, 0.36 to
1.04) with a medium effect size (d=0.73). Likewise, OIC positively influenced motivation
(d=0.74), and adherence intention (d=0.46). OIC entailed large effects on reduction of
decisional conflict (d=0.91) and increase of knowledge (d=0.93). Participants receiving OIC
showed higher capacity to consent to treatment (d=0.63) and higher satisfaction with received
information (d=1.34) compared to TAU. No statistically significant group differences resulted
for expected adverse effects of psychotherapy. Results were maintained at 3-months follow-
up. Datasets for n=10 cases (8.2%) were missing (post-assessment n=4, 2-weeks n=6, 3-

months follow-up n=8).

Conclusions: Explaining to patients how psychotherapy works via a short consultation was
effective in strengthening treatment expectations and decision-making in a non-harmful way.
Further trials clarifying whether this effectively translates to better treatment outcomes are

required.
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Public health significance statement:

= Among patients with mental disorders, an optimized informed consent consultation was
superior to treatment as usual in promoting adequate treatment expectations, motivation,
and capacity to consent to treatment while decreasing decisional conflict.

e Results support the efficacy and safety of an optimized informed consent using
expectation management, contextualization, framing, and shared decision-making among
patients with mental disorders.

e This study highlights the clinical relevance of explaining to patients how psychotherapy

works.
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Introduction

Psychotherapy, like any other medical treatment, requires informed consent. In clinical
practice, temporal constraints and formal language can weaken a necessary focus on
promoting patients’ understanding and autonomous decision-making, thereby leading to poor
consent quality (Grady, 2015; Hall et al., 2012; Spatz et al., 2016). So far, evidence-based
guidelines to implement informed consent for psychotherapy are missing (Blease et al., 2018).
In clinical practice, information about expected benefits, common factors or risks of
psychotherapy is rarely disclosed while organizational aspects seem overrepresented
(Dsubanko-Obermayr & Baumann, 1998; Gerke, Meyrose, & Nestoriuc, 2022).
Consequently, patients might not acquire realistic treatment expectations, which in turn,
weakens therapeutic alliance (Barber et al., 2014; Johansson et al., 2011; Zilcha-Mano &
Fisher, 2022) and leads to poorer psychotherapy outcome (Constantino et al., 2018; Seligman
et al., 2009). For legal reasons, patients’ mere signatures might be considered as appropriate
informed consent. However, degrading informed consent to nothing but a legal obligation
underestimates its ethical and clinical value (Jefford & Moore, 2008; Trachsel & grosse

Holtforth, 2019).

Five elements of valid informed consent have been proposed in biomedical ethics:
patient’s decision-making capacity, information disclosure, understanding, voluntariness, and
the explicit statement of consent(Beauchamp & Childress, 2019). Accordingly, a
comprehensive information disclosure requires a preceding evaluation of patient’s decision-
making capacity. Due to interindividual differences in patients’ capacity to consent, a one-
size-fits-all approach seems insufficient. Health care providers are encouraged to protect and
reinforce patients’ right to self-determination by an explicit statement of consent (Krumholz,
2010). Applying these principles while disclosing information about the nature and course,

potential risks, side effects, and treatment alternatives as well as information about efficacy,
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benefits, and mechanisms of action remains challenging (American Psychological Association
[APA], 2017; European Federation of Psychologists’ Associations [EFPA], 2005). In line,
clinicians frequently report reservations about the validity and feasibility of informed consent

for psychotherapy (Blease, Arnott, et al., 2020; Eberle et al., 2021).

A comprehensive informed consent has the clinical potential to strengthen relevant
psychotherapy-related outcomes. First, balanced information about expected benefits and
risks may promote positive, yet realistic treatment expectations (Constantino et al., 2018).
Second, patients who are informed about treatment alternatives and patients’ rights might
develop higher treatment motivation (Blease et al., 2018; Trachsel & grosse Holtforth, 2019).
Third, transparent information might strengthen treatment credibility, thereby contributing to
adherence and alliance (Blease et al., 2022; Trachsel et al., 2015). Fourth, individualizing
information and actively weighing advantages and disadvantages can promote capacity to
consent and reduce decisional conflict (Stacey et al., 2017). Finally, information about
potential risks might enable patients and clinicians not only to recognize and communicate
adverse events but also to develop adequate coping strategies (Bingel, 2014; Michnevich et
al., 2021). To actively counteract unwanted nocebo effects, i.e., causing harm by provoking
unwanted effects through negative treatment expectations, techniques such as
contextualization (e.g., embedding risk information in information about efficacy and
mechanisms of action), and framing (e.g., explaining initial worsening of symptoms at
therapy onset as a sign of efficacy) seem promising (Barnes et al., 2019; Wells & Kaptchuk,
2012; Zech et al., 2022). Although informed consent is a prerequisite for psychotherapy,
evidence-based implementations of an ethically sound informed consent and experimental
investigations of its impact on psychotherapy-related outcomes and decision-making are
missing. Therefore, the present trial aims to investigate the efficacy and safety of a newly

developed, optimized informed consent (OIC) in participants with an indication for
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psychotherapy. We hypothesize that OIC leads to significantly better psychotherapy-related
outcomes such as treatment expectations and decision-related outcomes compared to

treatment as usual at 2-weeks follow-up (primary endpoint).

Methods

Study design and participants

In this superiority randomized controlled online trial, participants with an indication for
psychotherapy were randomly allocated 1:1 either to receive an information brochure about
psychotherapy for self-study (treatment as usual [TAU]) or to receive TAU in combination
with the OIC. After recruitment of the a priori calculated sample size of N = 122 from August
2021 until July 2022, follow-up data were collected until December 2022. The trial’s design
and hypotheses were preregistered on 17th June 2021 in the repository PsychArchives
(http://dx.doi.org/10.23668/psycharchives.4929) and received approval from the local ethics
committee of the Centre for Psychosocial Medicine, University-Medical Centre Hamburg-
Eppendorf, Germany (reference number: LPEK-0292, 01.04.2021). All participants provided
written informed consent for participation online. The study protocol provides a detailed

description of methods (Gerke, Ladwig et al., 2022).

We included individuals with at least one diagnosis according to the Diagnostic and
Statistical Manual of Mental Disorders (DSM-5), who were 18 years or older, had an email
account and a web-connected device with camera and microphone, provided informed
consent for study participation and audio recording, and had sufficient cognitive capacity to
participate in the interviews and the OIC. Exclusion criteria included current out- or inpatient
psychotherapy, probatory sessions within the last four weeks, and acute suicidality. To
increase accessibility and reduce health risks due to the ongoing COVID-19 pandemic, the
OIC was applied online via Red Medical, a secure video service provider. Recruitment was

carried out in cooperation with the Institute of Psychotherapy of the University Medical
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Center Hamburg-Eppendorf, an outpatient clinic specialized both in psychodynamic and
cognitive-behavioral psychotherapy, by referrals from cooperating physicians, leaflets,
counselling  centers  throughout  Germany, via internet platforms  (e.g.,

https://www.psychenet.de/de/), and social media.

Randomization and reduction of bias

A randomizing officer who was not involved in study conduction performed stratified
permuted block randomization with a block size of four using a web-based application.
Participants were allocated 1:1 to OIC and TAU with prior experience with psychotherapy
(none vs. positive vs. negative) as stratum. Patient reported outcomes were collected online
and filled in without contact to members of the study team to control for assessment bias.
Psychotherapists conducted trainings with study psychologists and interviewers for the OIC
and the MacArthur Competence Assessment Tool for Treatment (MacCAT-T) interview and

provided ongoing supervision.

Transparency and openness

Details on how we determined our sample size can be retrieved from the study protocol
(Gerke, Ladwig et al., 2022). We report all data exclusions for sensitivity analyses, all
manipulations, and all measures in the study, and we follow JARS (Kazak, 2018). All data
and research materials will be available for scientific purposes in the publicly available
Disciplinary Repository for Psychological Science PsychArchives

(https://www.psycharchives.org/).

Procedures

Interested individuals took part in a video-based Structured Clinical Interview for
DSM-5 disorders (SCID-5; Beesdo-Baum et al., 2019) including all diagnostic sections with a
typical duration of 45-90 minutes. After verifying the indication for psychotherapy and

checking exclusion criteria, eligible participants took part in the baseline assessment (t0),
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subsequent randomization, and received TAU. Two weeks later, participants in the OIC group
attended the one-session OIC performed by the same study psychologist who conducted the
clinical interview. Subsequently, participants in both groups took part in the post-assessment
(t1) via online questionnaires and an audiotaped interview via Red Medical for assessing
capacity to consent. At 2-weeks (t2; primary outcome time-point) and 3-months follow-up

(t3) participants completed online questionnaires.

Interventions

The development of the OIC was based on a literature review of legal and ethical
requirements (APA, 2017; EFPA, 2005; German Civil Code [BGB], 2013), expectation and
psychotherapy research evidence (Blease, Kelley, & Trachsel, 2020; Evers et al., 2018; Rief,
2021). Information was arranged into four sections (see Figure 1): a) terms and conditions,
techniques, therapeutic objectives; b) efficacy, benefits, mechanisms of action; c) risks, side
effects, and respective coping strategies; and d) individualized decision-making. In iterative
consultations with bachelor psychologists, strategies of expectation management, framing,
contextualization, and shared decision-making were pre-tested and gradually embedded into
the OIC sections. Clinicians with different psychotherapeutic backgrounds provided feedback
on the visual information cards and the prototyped OIC. Finally, two eligible persons with
lived experience regarding mental disorders pre-tested the OIC to account for
comprehensibility and feasibility. Two trained study psychologists with master’s degrees
conducted the 35-minute OIC. Participants received the information cards before the
scheduled OIC per mail. In section a) (approx. 12 minutes), expectation management and
individualization were applied by addressing prior psychotherapeutic experiences and
respective expectations. Study psychologists provided general information about
psychotherapy adapted to individual information needs and supported participants in naming

and writing down own treatment goals. In section b) (approx. 8 minutes), information about
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the efficacy and mechanisms of action was presented gain-framed and supported, for instance,
by person charts on the information card. In section c¢) (approx. 5 minutes), information about
risks and side effects was embedded into information about the efficacy using examples (e.g.,
initial symptom deterioration) and metaphors (e.g., muscle soreness). All participants received
the core message that psychotherapy is evidence-based and effective, and that like other
effective treatments, psychotherapy might entail risks and side effects. In section c) (approx.
10 minutes), participants were actively involved in the discussion and weighing of personal
treatment advantages, disadvantages, and alternative treatment options using contextualization
and shared decision-making. In both trial conditions, participants received an 80-page
information brochure about psychotherapy from the Federal Chamber of Psychotherapists in

Germany as TAU (Federal Chamber of Psychotherapists in Germany [BPtK], 2019).

- Please insert Figure 1 about here —

Outcomes

Psychotherapy-related outcomes included the primary outcome treatment
expectations assessed using the Treatment Expectation Questionnaire (TEX-Q; Alberts et al.,
2020; Shedden-Mora et al., 2023). Items can be assigned to six subscales: treatment benefit,
positive impact, adverse events, negative impact, process, and behavioral control. The
subscale autonomous motivation of the Autonomous and Controlled Motivations for
Treatment Questionnaire (ACMTQ); Zuroff et al., 2007) was translated by a native speaker to
assess autonomous treatment motivation. Three items presented on an 11-step numeric rating
scale were developed to assess participants’ adherence intention to psychotherapy. The effort
for and utilization of treatment services were assessed by four self-developed items with

binary response option (yes/no) at t3.
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Decision-related outcomes included decisional conflict with the Decisional Conflict
Scale (DCS; Buchholz et al., 2011). Items are assigned to five domains: uncertainty,
informed, values clarity, support, and effective decision. Capacity to consent to treatment was
assessed with the semi-structured MacCAT-T interview adapted for psychotherapy (Grisso et
al., 1997; Vollmann, 2008). Knowledge about psychotherapy was assessed with five self-
developed items presented on an 11-step numeric rating scale. The Client Satisfaction
Questionnaire (CSQ-8; Attkisson and Zwick, 1982; Schmidt et al., 1989) was used to assess

satisfaction with received information.

Safety outcomes included three items presented on an 11-step numeric rating scale
adapted from the Generic rating scale for previous treatment experiences, treatment
expectations, and treatment effects (G-EEE; Rief et al., 2021) to assess expectations about
experiencing adverse effects of psychotherapy, anxiety about experiencing adverse effects,
and expectations about coping with adverse effects. In line with recent recommendations
about adverse event recording (Papaioannou et al., 2021), we a priori defined three potential
adverse events (i.e., feeling confused, feeling frightened about potential negative effects of
psychotherapy, experiencing doubts about the decision to start psychotherapy) and three
serious adverse events (i.e., suicidal ideation, self-harm, hospitalization) that were assessed by
six interview items with binary response options (yes/no). If an adverse event was affirmed,
participants rated its severity and causal relationship to study participation. Additionally,
participants were asked about other adverse events using open questions. At follow-ups, the

same items were assessed via an online self-rating questionnaire instead of an interview.

Statistical analyses
Analyses were conducted for the intention-to-treat sample (ITT), which included all
participants who completed the baseline assessment. For the primary outcome, we fitted a

linear mixed model for repeated measures, which used all available information and assumed
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that data were missing at random conditional on information in the model. We used a
restricted maximum likelihood estimation with a diagonal residual covariance structure
including time, group, and their interaction as fixed effects, and the intercept as a random
effect to model interindividual differences regarding the average level of the outcome. The
stratification variable was included as a covariate (factor). Mean differences in the estimated
marginal means (MD), their standard errors (SE), and t-statistics were calculated for all
comparisons of OIC to TAU at t1, t2, and t3. Standardized between-group effect sizes
(Cohen’s d; Cohen, 1988) were calculated by dividing the model-based group difference by
the pooled standard deviations for the observed data of the two groups. All tests were
performed two-sided with an alpha error of 0.05. Data analyses were conducted using IBM
SPSS Statistics software version 27 (IBM Inc., Armonk, NY).

In absence of repeated measurements (i.e., interview about capacity to consent,
satisfaction with received information), we used multiple imputation with 15 imputations
based on sociodemographic (sex, age) and other variables (e.g., treatment expectations,
decisional conflict) as predictors. To examine between-group differences in outcomes
measured only at single time points, independent sample t-tests were performed. Intergroup
differences for categorical variables were detected using Pearson chi-square tests. Given the
exploratory nature of the secondary outcome analyses, we chose to report uncorrected p-
values for all outcomes. In two sensitivity analyses, we repeated the primary analyses
including a) only participants with complete datasets (t0-t3; n =112) and b) sex, number of
diagnoses, and prior knowledge about psychotherapy as covariates. In an additional analysis,
we investigated possible differences between the study psychologists by repeating the primary
analyses including time, group, experimenter, and their interactions as fixed effects or in
absence of repeated measurements, including group, experimenter, and their interaction as
fixed effects. Deviations from the study protocol (Gerke, Ladwig et al., 2022) are reported in

eTable 1 in the Supplement.
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Results
Descriptives
Four participants (3.3%) dropped out after tO (see Fig. 2). One of them participated at
t2 and t3. Three participants (2.5%) dropped out after t1, of whom one participated at t3.

Additional three participants (2.5%) dropped out after t2.

- Please insert Figure 2 about here —

Participants mean age was 31.97 years (SD = 10.91), 51.6% were female, 46.7% male,
1.64% diverse, more than half were single (52.5%), and 41.8% had a university degree. On
average, participants had 2.22 mental disorders according to DSM-5 (SD = 1.08), with
depressive and anxiety disorders being the most common. 43.4% reported having prior
experience with psychotherapy, 28.7% reported positive, and 14.8% negative experiences.
There were no statistically significant baseline group differences on any demographic or
clinical variables (see Table 1). However, participants in TAU tended to be more
female/diverse, have more diagnoses, and know more about psychotherapy. At t1, participants
reported having spent an average of 19.84 minutes (SD = 23.31) reading and processing the
information brochure with no significant differences (tgs.16 = -1.10, p = 0.275) between OIC

(M = 17.50, SD = 14.80) and TAU (M = 22.26, SD = 29.62).

- Please insert Table 1 about here -
Psychotherapy-related outcomes
Efficacy results are depicted in Table 2. OIC was significantly associated with more
positive treatment expectations than TAU at t1 (MD = 0.66, 95% CI, 0.33t0 1.04; p <.001; d
=0.66), t2 (MD =0.70, 95% CI, 0.36 to 1.04, p <.001; d =0.73), and t3 (MD = 0.58, 95% ClI,
0.19t0 0.97, p =.004; d = 0.53). Pairwise comparisons revealed statistically significant higher

autonomous treatment motivation® in OIC compared to TAU at t1 (p < .001; d = 0.84) and t2

1 Not assessed at t3.
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(p < .001; d =0.74), indicating medium to large effects. Participants receiving OIC showed
higher adherence intention compared to TAU at t1 (p < .001; d = 0.65) and t2 (p = .010;
d =0.46), indicating small to medium effects. The effort for and utilization of treatment

services did not differ between OIC and TAU at t3 (eTable 2 in the Supplement).

Decision-related outcomes

Decisional conflict! was found to be lower for OIC compared to TAU at t1 (p < .001;
d =1.43), and t2 (p < .001; d = 0.91), indicating large effects. Pairwise comparisons indicated
statistically significantly higher levels of knowledge about psychotherapy* in OIC compared
to TAU at t1 (p <.001; d =1.26), and t2 (p < .001; d = 0.93), indicating large effects. At t1,
participants receiving OIC showed a statistically significant higher capacity to consent to
treatment? compared to TAU, indicating a medium effect size (p <.001, d = 0.63). Compared
to TAU, satisfaction with received information? was statistically significantly higher in OIC at

t1, indicating a large effect (p <.001, d = 1.33).

- Please insert Table 2 about here —

Safety outcomes

At t1, participants in OIC reported higher expectations regarding coping with adverse
effects (p=.004; d= 0.49). This difference was not statistically significant at baseline
(p = .436) or t2 (p = .054). There were no other statistically significant differences in expected
adverse effects of psychotherapy (p =.343-.716) or anxiety about adverse effects (p = .628—

.888) between OIC and TAU at any measurement point (see Table 2).

An overview of reported adverse events of study participation is shown in Table 3. No
statistically significant group differences were found for “feeling confused” and

“experiencing doubts about the decision to start psychotherapy” at t1, t2, and t3. Directly after

1 Not assessed at t3.
2 Not assessed at t2 or t3.
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the OIC (t1), 9 participants in OIC (15%) and 2 participants in TAU (3.45%) reported to be
afraid of adverse psychotherapeutic effects, revealing a statistically significant group
difference (p = .031). This difference was not statistically significant two weeks (t2; p = .492)
and three months later (t3; p = .180). No statistically significant group differences were found
in the occurrence of serious adverse events at t1 and follow-ups. The mean score of all
predefined adverse events was statistically significant higher in TAU compared to OIC
(p=.029) at t3, but not at t1 and t2. Additional adverse events occurred statistically
significant more often in the TAU (n = 18) than in the OIC (n =5) group at t3, but not at t1

and t2. Intervention-related adverse effects were rarely reported (eTable 3 in the Supplement).
Additional analyses

Results of exploratory subscale analyses on the TEX-Q revealed a significant positive impact
of the OIC on participants’ expectations regarding treatment benefit, impact, process, and
behavioral control and no significant group differences in adverse events and negative impact
at t2 (eTable 4 in the Supplement). All DCS subscale scores were found to be significantly
lower at t2 for OIC compared to TAU (eTable 4 in the Supplement). The intervention effects
were robust regarding two sensitivity analyses: Per-protocol analyses and analyses with
sociodemographic and clinical covariates confirmed the results of the intention-to-treat
analyses (eTables 5-7 in the Supplement). Except for capacity to consent to treatment and
autonomous treatment motivation, there was no evidence of systematic bias through

differences between study psychologists (eTable 8 in the Supplement).

- Please insert Table 3 about here —
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Discussion
This randomized clinical trial of 122 adult individuals with mental disorders in
Germany found significant positive effects of an optimized informed consent consultation
(OIC) on treatment expectations, motivation, adherence intention, knowledge about
psychotherapy, decisional conflict, and capacity to consent to treatment. Adverse events with

a possible relationship to intervention were rarely reported.

To our knowledge, this is the first experimental investigation of informed consent
procedures for psychotherapy. The OIC was developed in line with the latest empirical
evidence from expectation research (Evers et al., 2018; Rief, 2021) and integrates clinical,
legal, and ethical functions. We chose an extensive and commonly used information brochure
about psychotherapy as a strong comparator. Fostering external validity, we included
individuals with an indication for psychotherapy under real-world conditions using
comprehensive structured interviews. Due to lack of validated measures, self-developed items
were used for some assessments. The planned accessor blinding for the outcome capacity to
consent to treatment could not be maintained for feasibility reasons (i.e., participants
revealing information that indicated group allocation). Exploratory secondary outcome
analyses should be interpreted with caution. A replication of this approach and extension to an
offline context while balancing sociodemographic factors such as the education level is

warranted to check for generalizability.

In line with previous findings from other medical fields (Constantino et al., 2018; Rief
et al., 2017; Shedden-Mora et al., 2020), our results indicate that expectation management
functionally enhances patients’ expectation, and thus might also improve treatment efficacy.
Consistent with the latest Cochrane review on decision aids (Stacey et al., 2017), patients
receiving OIC seem to be individually supported in their decision-making process. Compared

to other studies investigating singular strategies for optimizing treatment expectations and
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decision-making outcomes, effect sizes are large (Heisig et al., 2015; Shedden-Mora et al.,

2020).

The OICs mechanisms of action and their differential impact should be disentangled.
As this trial investigated informed consent rather as a one-time event before psychotherapy
than an ongoing process (Pomerantz, 2005), longitudinal studies might contribute to
understanding the impact of informed consent before and during psychotherapy. The newly
developed OIC might be further individualized and improved by considering disease-specific
aspects, symptom severity, and patients' personality traits (Kube et al., 2018). Future studies
should clarify whether optimized expectation and decision-making through OIC effectively

translate to better treatment outcomes.

This trial provides evidence for the feasibility of ethical informed consent for
psychotherapy. Conveying transparent information about potential risks and side effects of
psychotherapy might have temporarily increased awareness thereof and, in few cases, also
induced short-term nocebo effects. However, OICs beneficial impact on therapy- and
decision-related outcomes seem to outweigh adverse effects. Psychotherapists should be
trained about potential ethical conflicts (i.e., weighing the ethical principles of
nonmaleficence and respect for autonomy) and how to solve them by applying techniques of
expectation management, contextualization, framing, and shared decision-making. The
manualized OIC can be easily self-taught via manual and adapted to differing settings and
healthcare systems, with broad potential fields of application. Psychotherapists can use the
OIC irrespective of the psychotherapeutic approach and context (on- or offline). The OIC
might be an easily accessible and low-threshold decisional device that facilitates access to

indicated treatments and improves the efficient use of available support options.
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Conclusion

A one-session optimized informed consent was helpful in improving treatment expectations
and decision-making among patients with mental disorders in Germany. OIC appears to
specifically reinforce positive expectations about treatment benefits and positive impact while
not influencing potential negative treatment expectations. The OIC might contribute to
implement legal and ethical requirements of informed consent in clinical practice, while

realizing its clinical potential.

Declaration
Data sharing: The data sets generated during the current study will be available in

anonymized form for scientific purposes in the publicly available Repository PsychArchives.
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Table 1

Sociodemographic and clinical characteristics of the sample at baseline (N = 122)

oIC TAU -
N (%) N (%) Group comparison
Gender X?(2) = 3.26, p =.196
Female 29 (47.54) 34 (55.74)
Male 32 (52.46) 25 (40.98)
Diverse 0 (0.00) 2 (3.28)
Age in years, M(SD) 31.36 (10.77) 32.57 (11.10) t(120) = 0.61, p = .542
Marital status X3(2) =1.14, p=.931
In a partnership 26 (42.62) 24 (39.34)
Single 31 (50.83) 33 (54.10)
Divorced 4 (6.56) 4 (6.56)
Highest education X3(3) = 2.65, p =.448
No school degree 0 (0.00) 1 (1.64)
Middle school 13 (21.31) 9 (14.75)
High school 21 (34.43) 27 (44.26)
University 27 (44.26) 24 (39.34)
Employment status X3(3) =1.96, p =.581
Employed 34 (55.74) 32 (52.46)
Unemployed/homemaker 5 (8.20) 10 (16.39)
Student/In Training 21 (34.43) 18 (29.51)
Retired 1 (1.64) 1 (1.64)

Intake of mental health 8 (13.11) 12 (1967)  x(1)=096, p=.328

medication

Diagnoses?
Depressive Disorders 44 (72.13) 41 (67.21)
Anxiety Disorders 24 (39.44) 32 (52.46)

Trauma- and Stressor-Related
Disorders

Substance-Related and Addictive
Disorders

Neurodevelopmental Disorders
(here: ADHD) 13 (21.31) 13 (21.31)
Bipolar Disorders 5 (8.20) 6 (9.84)
Obsessive-Compulsive and

Related Disorders 2 (3.28) 9 (14.75)
Somatic Symptom and Related

17 (2787) 15  (24.59)

10 (16.39) 19  (31.15)

Disorders 4 (6.56) 4 (6.56)
Eating Disorders 4 (6.56) 2 (3.28)
Sleep-Wake Disorders 1 (1.64) 3 (4.91)
Disruptive, Impulse-Control, and
Conduct Disorders . (1.64) 0 (0.00)
Number of diagnoses?, M(SD) 2.07  (1.00) 2.38  (1.14) t(120) = 1.60, p=.111

Prior experiences with

psychotherapy X3(2) =0.04, p=.979
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No prior experience 35 (57.38) 34 (55.74)

Positive experience 17 (27.87) 18 (29.51)

Negative experience 9 (14.75) 9 (14.75)
Prior knowledge about _ _
nsychotherapy ° [5-20], M(SD) 12.21  (3.39) 13.28 (3.46) t(120) = 1.72, p = .088
Satisfaction with relationship to
the study psychologist® [6-36], 31.00 (3.71) 30.61 (4.20) t(120) =-0.55, p=.585

M(SD)

Note. TAU = Treatment as usual; OIC = Optimized informed consent consultation; ADHD = Attention-

Deficit/Hyperactivity Disorder; M = Mean, SD = Standard deviation;

2 Diagnoses were assessed according to the Diagnostic and Statistical Manual of Mental Disorders (DSM-5)
using the Structured Clinical Interview for DSM-5 Disorders -Clinician version. Participants could receive

multiple diagnoses.

b Sum score of the subscale knowledge of the Questionnaire on Psychotherapy Motivation, ranging from 5 to 20,

with higher scores indicating higher knowledge.

¢ Sum score of the subscale relation to the therapist of the Helping Alliance Questionnaire, ranging from 6 to 36,
with higher scores indicating higher satisfaction with the therapeutic relationship.
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INFORMED CONSENT FOR PSYCHOTHERAPY

[Manuscript submitted for publication in the Journal of Consulting and Clinical Psychology]

Figure 1

Structure of the optimized informed consent consultation

Sections of the Optimized Informed Consent Consultation

A Terms and conditions of psychotherapy,

techniques, therapeutic objectives

B Efficacy, benefits,
and mechanisms of action

Risks, side effects,
C
and respective coping strategies

D Individualized
decision-making

Figure 2

Flow of participants

32

Key Concepts Individualized Decision-Making
- Expectation NEGATIVE POSITIVE
Management EXPECTATIONS
AWhat 5 YO0t Fosive EXPECTATIONS
expec{aﬁons towards - stigmatization - better heaith
psychotherapy?* _— s
- intervention - no more
might not work panic attacks
- Framing -
'For 8 out of 10 patients - side effects - to work again
partaking in . _
psychotherapy results in - substantial

an improvement in heaith.'

- Contextualization
‘Tho psychotherapy can
involve possible risks, the
vast majority of patients
do not experience them.'

- Shared Decision-
Making

‘When considering all
aspects of psychotherapy

we talked about, what
treatment decision would

you take? What would

that entail?"

time investment

- remind myself of the longt

- more social life

- reduced suffering

WHAT CAN 1 DO?

benefits of p

g in psyc Py

- talk to my brother or the therapist if | experience side effects

- schedule individual suitable time slots for the therapy after work

- | can decide together with the therapist how intensely the therapy progresses

Assessed for eligibility (n=205)

|

Baseline assessment (t0) and
randomization (n=122)

Excluded (n=83)

* Not meeting inclusion criteria (n=31)

* Not reachable (n=41)

* Declined to participate (n=7)

« Other reasons (high psychological
load, time issues) (n=4)

}

Allocated to TAU+OIC (n=61)

* Received allocated intervention (n=60)
« Did not receive allocated intervention
(no more interest) (n=1)

Post-assessment (t1: two weeks after t0)
(n=60)

l

2-weeks follow-up (t2; n=60)

* Lost (n=0)
!

3-months follow-up (t3; n=58)
* Lost (not reachable; n= 2)

!

Included in intention-to-treat analyses
(n=61)

Allocated to TAU (n=61)

* Received allocated intervention (n=58)

« Did not receive allocated intervention
(death of a close relative, personal
reasons, not reachable) (n=3)

Post-assessment (t1; two weeks after t0)
(n=58)

l

2-weeks follow-up (t2; n=55)
* Lost (not reachable; n= 3)

i

3-months follow-up (t3: n=54)
* Lost (not reachable; n= 1)

!

Included in intention-to-treat analyses
(n=61)

The data reported in this manuscript have not been previously published.



1. eTablel

Supplement — Gerke et al.
[Manuscript submitted for publication in the Journal of Consulting and Clinical Psychology]

Deviations from the study protocol considering trial execution and statistical analyses

Type of deviation

Time point

Reason

No accessor blinding for the
assessment of the outcome
capacity to consent
(MacCAT-T interview)

Trial execution

For reasons of feasibility (i.e.,
participants revealing information to the
interviewer that indicated group
allocation), the accessor blinding for the
outcome capacity to consent could not be
maintained.

No multiple imputation for | Statistical Since linear mixed modelling for

ITT analyses of analyses repeated measures allows for a robust

longitudinally measured statistical evaluation of incomplete data,

outcomes multiple imputation for the ITT analyses
was only applied for group differences at
post-assessment (cross sectionally
measured outcomes).

No blinding of researchers Statistical This a priori defined procedure was not

who conducted the statistical | analyses implemented during the statistical

analyses analyses.

No adjustment for alpha Statistical Due to the exploratory nature of the

level inflation analyses secondary outcome analyses, we decided
to report the results with uncorrected p-
values.

No sensitivity analysis Statistical Since all detected statistical outliers

excluding outliers analyses could be explained by the clinical

variance of our target group (e.g.,
diagnoses), no sensitivity analyses
without outliers were performed.

Source of the study protocol: [reference deleted due to blinded review]

2. eTable2

Reported effort for and utilization of treatment services at t3

i i OIC (n=58) TAU (n=56) Comparison
3-months follow-up n (%) n (%) (occurrence)
Effort for treatment X3(1) = 0.35,
services 31 (53.45) 33 (58.93) 0= 556
Utilization of an initial
psychotherapeutic X3(1) = 2.22,
consultation 20 (34.48) 27 (48.21) p=.136
(preliminary session)

Start of an outpatient X3(1) = 0.11,
psychotherapy 11 (18.97) 12 (21.43) 0= .743
Start of an inpatient X3(1) = 0.31,
psychotherapy 2 (3.49) 1 (.79 p=.579

Note. OIC = Optimised informed consent consultation in combination with TAU; TAU =

Treatment as usual.
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Supplement — Gerke et al.
[Manuscript submitted for publication in the Journal of Consulting and Clinical Psychology]

8. eTable8

Results of the additional analysis of differences between study therapists

Interaction tests F value p value

Predictors of psychotherapy outcome
Treatment expectations (primary outcome)?

Time*Goup*Experimenter F(s.122.65 = 1.43 237
Autonomous treatment motivation®

Time*Goup*Experimenter Fe,11707 = 3.25 .042
Adherence intention®

Time*Goup*Experimenter F@a26.08) = 2.01 138

Decision-related outcomes

Decisional conflictsd

Time*Goup*Experimenter F@120.95) = 2.57 .080
Knowledge about psychotherapy®

Time*Goup*Experimenter F14248 = 1.02 .363
Capacity to consent to treatment

Group*Experimenter Fa.466) = 4.73 .030
Satisfaction with received information®

Group*Experimenter F.466) = 0.28 594

Safety outcomes
Expected adverse effects of psychotherapy”

Time*Goup*Experimenter F(.14360) = 0.62 538
Anxiety about adverse effects"

Time*Goup*Experimenter F13653 = 0.13 878
Expectations regarding coping with adverse effects"

Time*Goup*Experimenter F@as8.36) = 2.19 115

Notes. Linear mixed effects models adjusted for the valence of prior psychotherapeutic experience.

@ Mean total score of the Treatment Expectation Questionnaire, ranging from 0 to 10, with higher scores
indicating higher treatment expectations.

®Mean score of the subscale autonomous motivation of the Autonomous and Controlled Motivations for
Treatment Questionnaire, ranging from 1 to 7, with higher scores indicating higher autonomous motivation.

¢ Mean score of three self-developed items, ranging from 0 to 10, with higher scores indicating higher adherence
intention.

d Total score of the Decisional Conflict Scale, ranging from 0 to 100, with higher scores indicating higher
decisional conflict.

¢ Mean score of five self-developed items, ranging from O to 10, with higher scores indicating higher levels of
knowledge about psychotherapy.

fSum score of the MacArthur Competence Assessment Tool for Treatment (MacCAT-T), ranging from 0 to 20,
with higher scores indicating higher capacity to consent to treatment.

9 Sum score of the Client Satisfaction Questionnaire (CSQ), ranging from 8 to 32, with higher scores indicating
higher satisfaction with received information.

h Self-developed item, ranging from 0 to 10, with higher scores indicating higher expectations about
experiencing adverse effects, anxiety about experiencing adverse effects, or expectations about coping with
adverse effects.
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8.4 Optimiertes Aufklarungsgesprach: Informationskarten

WAS SIE HEUTE ERWARTET...

1. Psychotherapie — Was ist das?

2. Techniken und Ziele in der Psychotherapie

3. Wie gut wirkt Psychotherapie und wodurch?

4. Ihre Entscheidung fir oder gegen eine Psychotherapie

5.  Anhang mit weiterfihrenden Informationen

¢

IHRE VORERFAHRUNGEN & ERWARTUNGEN

Haben Sie oder Personen
aus lhrem Umfeld bereits
Erfahrungen mit
Psychotherapie gemacht?

Haben Sie eine ldee, wie
Psychotherapie ablauft?
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PSYCHOTHERAPIE - WAS IST DAS?

» Linderung seelischer
Beschwerden

» In einem geschitzten Rahmen
uber Gedanken, Gefiihle und
Wiinsche sprechen

VERSCHIEDENE TECHNIKEN

Wie erlebe ich Sich selbst
vergangene und beobachten Unbewusste
aktuelle Beziehungen? Konflikte Sosiale
aufdecken

Beziehungen
berlicksichtigen

Welche Gedanken
habe ich in
schwierigen Situationen? GELERNTES Konfrontation

IM ALLTAG mit unangenehmen
UMSETZEN Geflihlen
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WOBEI PSYCHOTHERAPIE HELFEN KANN

Aktiver werden

Auf eigene Bedlrfnisse achten
Angste reduzieren
Selbstbewusstsein aufbauen
Perfektionismus abbauen
Persdnliche Weiterentwicklung
Soziale Kontakte aufbauen

Umgang mit unangenehmen Gedanken, Gefihlen,
Korpersymptomen & Situationen

Aufdeckung und Bearbeitung von Konflikten, die der
Problematik zugrunde liegen

(1 O ool ot

WIRKSAMKEIT

' Psychotherapie ist eines der am besten

' ' untersuchten Behandlungsverfahren des
Gesundheitssystems und im Vergleich zu
. . . anderen medizinischen Behandlungen

sehr wirksam!

8von 10 Patient*innen geht es
nach der Psychotherapie besser
als Patient*innen ohne
Behandlung!
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WODURCH WIRKT PSYCHOTHERAPIE?

THERAPEUTISCHE
TECHNIKEN /
» UBUNGEN
STARKUNG VON
RESSOURCEN
POSITIVE
ERWARTUNGEN
GEMEINSAME

ZIELE

GUT ZU WISSEN - NEBENWIRKUNGEN

Ahnlich wie andere wirksame Behandlungen kann auch Psychotherapie
Nebenwirkungen mit sich bringen.

— z.B. kbnnen sich Belastungen voriibergehend verstéarken

L%

» Probleme wirken zundchst oft gréfier, kénnen dann aber besser eingeordnet werden.

— 2z.B. kbnnen voriibergehend Probleme mit Bezugspersonen auftreten

i

» Dies zu wissen kann helfen, Therapieziele besser mit Ihren Beziehungen abzustimmen.

Hinweis zum Umgang: Tauschen Sie sich vertrauensvoll mit Ihrem Therapeuten dazu aus.

Solche Phasen ziehen meist voruber und konnen ein Zeichen der
Wirksamkeit sein.

Wenn Sie Rat brauchen:
Unabhangige Patientenberatung (Tel.: 0800 0117722)
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MEIN WAAGEMODELL ZUR PSYCHOTHERAPIE

NEGATIVE ERWARTUNGEN POSITIVE ERWARTUNGEN

WAS ICH TUN KANN

PSYCHOTHERAPIEVERFAHREN

TIEFENPSYCHOLOGISCH FUNDIERTE
PSYCHOTHERAPIE

VERHALTENS-
THERAPIE Wissenschaftlich & sozialrechtlich
— anerkannt, d.h. Abrechnung Gber die
PSYCHOANALYTISCHE gesetzliche Krankenkasse moglich!
THERAPIE

SYSTEMISCHE THERAPIE

Nicht wissenschaftlich & sozialrechtlich
HEILPRAKTIKEN & COACHING anerkannt, d.h. keine Abrechnung tber die
gesetzliche Krankenkasse maglich!
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DIE VERBREITETSTEN
PSYCHOTHERAPIEVERFAHR

EN

TIEFENPSYCHOLOGISCH FUNDIERTE
PSYCHOTHERAPIE

VERHALTENSTHERAPIE

Erinnern und Durchleben
biographischer Erfahrungen in der
therapeutischen Beziehung

Ziel: korrigierende
Beziehungserfahrung

Aktive Gesprache unter Einbezug
unbewusster Prozesse und Strukturen

Haufig langere Therapiedauer im
Vergleich zur Verhaltenstherapie

Verdnderung ungiinstiger Kognitionen
und Verhaltensweisen

Einsatz tibender Techniken (z.B.
Rollenspiele, Verhaltensexperimente)

Handlungsorientierung (Fokus auf
Gegenwart mit dem Ziel der Hilfe zur
Selbsthilfe)

Haufig kiirzere Therapiedauer im
Vergleich zur Tiefenpsychologisch

Gemeinsamkeiten:
» Gestaltung einer positiven therapeu

N

p.

fundierten Psychotherapie

tischen Beziehung

GUT ZU WISSEN
PSYCHOTHERAPIE

WEGE IN

EMPFEHLUNG FUR
PSYCHOTHERAPIE,
WAS NUN?
+ Welches Therapie-

» Individualisierte Ausgestaltung durch spezifische Interventionen und Therapeutenstile y, ﬁ

DIE AMBULANTE

AMBULANTE PSYCHOTHERAPIE

1. Therapieplatzsuche (ggf. auch Behandlung
bei Sprechstunden-Psychotherapeutin
mdglich; hdufig gibt es Wartelisten)

2. Beginn mit 2-4 Probesitzungen

3. Bei Passung Antrag auf Kurz- oder
Langzeittherapie

PSYCHO-

verfahren und Setting
passen zu mir?

THERAPEUTISCHE
SPRECHSTUNDE

+ Keine Uberweisung
notwendig

WEITERE BEHANDLUNGSOPTIONEN

- z.B. stationdre, tagesklinische,
abendklinische oder medikamentdse

« Terminvermittiung

Behandlung

binnen 4 Wochen lber
Termin-Servicestelle
(Tel.: 1116 117)

KEINE EMPFEHLUNG

Z.B. ALTERNATIVE HILFSANGEBOTE

+ Beratung, qualifiziert angeleitete Selbsthilfe

v

FUR PSYCHOTHERAPIE?

(Selbsthilfebiicher, Online-Programme;

hilfreiche Links, hierzu siehe Karte 16)
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IHRE RECHTE IN EINER PSYCHOTHERAPIE

RECHT AUF SELBST- SCHWEIGE-
INFORMATION UND BESTIMMUNGS- PFLICHT DER

AUFKLARUNG RECHT PSYCHOTHERA-
PEUT*INNEN!

IHR BEITRAG ZUM THERAPIEERFOLG

) Punktlichkeit

. Termine rechtzeitig absagen
(ansonsten ggf. Zahlung eines Ausfallhonorars)

E Schriftliche und mundliche Absprachen einhalten

INFORMATIONEN & UNTERSTUTZUNGS-
ANGEBOTE IM INTERNET

1. Informationen fiir Patient*innen & Entscheidungshilfen

» https://www.psychenet.de/de/entscheidungshilfen.html
« https://www.bptk.de/publikationen/patientenratgeber/

2. Unterstiitzung bei der Suche nach Psychotherapeut*innen (z.B. nach

Postleitzahl, Problembereichen, Sprachen, Therapieverfahren, Kassenzulassung)
*  https://www.psychotherapiesuche.de/
*  https://psych-info.de/

+  https://www.kvb.de/service/patienten/terminservicestelle/terminservicest

elle-psychotherapie/

3. Online-Angebote: Informationen und Beispiele
»  https://www.therapie.de/psyche/info/index/therapie/online-
therapie/liste-online-therapie-angebote/
» Z.B.: https://hellobetter.de/; https: //www.selfapy.de/

4. Ansprechpartner*innen fiir Patient*innen

* Unabhangige Patientenberatung (Tel.: 0800 0117722)
» Z.B. Ethikverein e.V.: https://ethikverein.de/kontakt/

o

¢
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LEBENSLAUF UND PUBLIKATIONEN

9 Lebenslauf und Publikationen

Der Lebenslauf ist nicht Teil dieser Veroffentlichung.

147



LEBENSLAUF UND PUBLIKATIONEN

Der Lebenslauf ist nicht Teil dieser Veroffentlichung.
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Der Lebenslauf ist nicht Teil dieser Veroffentlichung.
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EIDESSTATTLICHE ERKLARUNG

10 Eidesstattliche Erklirungen

Hiermit erkldre ich, Leonie Gerke, an Eides statt,

dass ich die von mir vorgelegte Dissertation selbstindig und ohne unzulissige Hilfe verfasst
habe. Ich habe keine Hilfe von Vermittlungs- oder Beratungsdiensten in Anspruch genommen,
im Zusammenhang mit dem Promotionsverfahren und seiner Vorbereitung keine Entgelte
gezahlt oder Dienste unentgeltlich in Anspruch genommen, die dem Sinn und Zweck eines
Promotionsverfahrens widersprechen. Ich habe keine andere als die von mir angegebenen
Quellen und Hilfsmittel benutzt und wortliche oder sinngemiBe Zitate als solche

gekennzeichnet,.

W’ b Uéhﬁ L.

Hiermit erklire ich, Leonie Gerke, an Eides statt,
dass die von mir vorgelegte Dissertation nicht Gegenstand eines anderen Priifungsverfahrens
gewesen oder in einem solchen Verfahren als ungeniigend beurteilt worden ist. Zudem erklére

ich, dass ich mich an einer anderen Universitit oder Fakultit noch keiner Doktorpriifung

unterzogen oder mich um Zulassung zu einer Doktorpriifung bemiiht habe.

o, 06,04 003 [ (el

Ort, Datum_/ Unterschrift
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