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1. Zusammenfassung

Frauen mit Mammakarzinom mdchten an medizinischen Entscheidungen partizipieren.
Medizinische und ethische Leitlinien verbriefen das Recht auf informierte Entscheidungen.
Eine Implementierung der informierten gemeinsamen Entscheidungsfindung (Informed
Shared Decision Making) hat in der Onkologie bislang nicht stattgefunden.

Diese kumulative Dissertation umfasst drei Publikationen in Zeitschriften mit Peer-Review, die
die Entwicklung, Pilotierung und Evaluation einer komplexen Intervention zur Umsetzung der
informierten gemeinsamen Entscheidungsfindung bestehend aus der Kombination von
Decision Coaching durch spezialisierte Pflegefachkrafte und einer evidenzbasierten
Entscheidungshilfe in zertifizierten Brustzentren beschreiben.

Die erste Publikation beschreibt die Entwicklung und Pilotierung der komplexen Intervention
(Phase | und II) in Anlehnung an das britische Medical Research Council Framework. Die
Intervention wurde exemplarisch fur Frauen mit duktalem Carcinoma in situ entwickelt. Die
Intervention besteht aus einem strukturierten Decision Coaching durch spezialisierte
Pflegefachkréfte in  Kombination mit einer evidenzbasierten Entscheidungshilfe fir
Patientinnen und einem strukturierten Arztgesprach. Als Vorbereitung fir die Professionellen
wurden ein dreitdgiges Training fiir spezialisierte Pflegefachkrafte und ein zweitstiindiger
Workshop furr Arztinnen und Arzte entwickelt. Die Einzelkomponenten der Intervention wurden
mit den jeweiligen Zielgruppen zunéchst einzeln mit Fokus auf Machbarkeit und Akzeptanz
getestet und im Anschluss in zwei zertifizierten Zentren mit Patientinnen getestet. Die
Intervention erwies sich als machbar. Erste potentielle Barrieren wurden identifiziert und im

Rahmen der Adaptation adressiert.

Die zweite Publikation berichtet die detaillierte Studienplanung fur die Evaluation der
Intervention im Rahmen einer teil-verblindeten cluster randomisiert kontrollierten
Uberlegenheitsstudie. Die Intervention wurde gegen die Standardversorgung verglichen. Fir
die Studie sollten 16 zertifizierte Brustzentren und 192 Patientinnen rekrutiert werden. Ziel war
die Wirksamkeit der komplexen Intervention nachzuweisen. Es wurde angenommen, dass
durch die komplexe Intervention das Ausmald der Einbeziehung der Patientinnen in die
Entscheidungsfindung gemessen mit dem beobachterbasierten Instrument des
MA P P | N alis/&ntdrs (Score 0-4) im Vergleich zur Standardversorgung verbessert wird.
Sekundéare Endpunkte waren die von Professionellen und Patientinnen wahrgenommene
Einbeziehung in die Entscheidungsfindung gemesse
Inventars, informierte Entscheidung, Entscheidungskonflikt und die Dauer der Konsultationen.
Zur Identifikation von fordernden und hinderlichen Faktoren fir die Implementierung wurde

eine begleitende qualitative Prozessevaluation durchgefuhrt.
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Die dritte Publikation beschreibt die Ergebnisse der cluster randomisiert kontrollierten Studie.
Die Studie musste aufgrund der unzureichenden Rekrutierung von Patientinnen in den
Brustzentren vorzeitig beendet werden, nachdem 14 Zentren 64 Patientinnen in die Studie
eingeschlossen hatten (Interventionsgruppe: 36; Kontrollgruppe: 28). Das Ausmald der
Einbeziehung der Patientinnen in die Entscheidungsfindung erwies sich in der
Interventionsgruppe signifikant hoher als in der Kontrollgruppe. Knapp die Halfte der Frauen
in der Interventionsgruppe traf eine informierte Entscheidung und in der Kontrollgruppe gelang
es keiner der Frauen. Die Arztgesprache waren in der Interventionsgruppe kirzer als in der
Kontrollgruppe. Die spezialisierten Pflegenden begrtf3ten ihren erweiterten Aufgabenbereich.
Als relevante Barrieren fur eine Implementierung wurden eine fehlende positive Haltung der

Arzte gegenliber dem ISDM-Konzept, Fehlanreize und strukturelle Barrieren identifiziert.
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2. Abstract

Women with breast cancer want to participate in treatment decision-making. Medical and
ethical guidelines confirmed their right of informed decisions. However, informed shared
decision-making is not yet implemented in oncology in Germany. This cumulative dissertation
consists of three peer reviewed articles reporting the development, piloting and evaluation of
a complex intervention for the implementation of informed shared decision-making by nurse-
led decision coaching combined with evidence-based decision aids in certified breast care
centers.

The first article describes the development and piloting of the complex intervention according
to phase | and Il of the UK Medical Research Council’s Framework for the development and
evaluation of complex interventions. The intervention has been developed exemplarily for
women with ductal carcinoma in situ. The intervention comprises a structured nurse-led
decision coaching combined with an evidence-based decision aid for women with ductal
carcinoma in situ, and a structured physician encounter. In preparation of the intervention, a
three-day training for nurses and a two-hour workshop for physicians have been developed.
Before testing the entire intervention with two breast care centers with focus on feasibility and
acceptability, single components were tested with the target groups. Overall, the intervention
was feasible. Potential barriers have been identified and the intervention has been revised

according to the results.

The second article provides a study protocol for the evaluation of the intervention in a partially-
blinded cluster randomized controlled superiority trial. The intervention was compared with
standard care. The recruitment of sixteen breast care centers and 192 patients was intended.
The aim of the study was to prove the efficacy of the complex intervention. It was hypothesized
that nurse-led decision coaching combined with evidence-based decision aids improves the
extent of patient participation compared to standard care. The extent of patient participation in
treatment decision-making assessed by the observer-based MA P P | N éirstiuMent (Score
0-4) has been defined as primary endpoint. Secondary outcomes comprised the perceived
involvement of patients in treatment decision-making assessed by the questionnaires of the
MA P P | N Girsvétdry, informed choice, decisional conflict, and the duration of
consultations. To identify barriers and facilitators for implementation, an accompanying

gualitative process evaluation was conducted.

The third article reports the results of the cluster randomized controlled trial. Due to insufficient
patient recruitment of the participating breast care centers, the study was terminated
prematurely. A total of 14 breast care centers recruited 64 patients (intervention group: 36;

control group: 28). The extent of patient participation significantly increased in the intervention
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group compared to standard care. About half of the patients in the intervention group made
informed choices but none in the control group. The duration of physician consultations in the
intervention group was shorter compared to standard care. Specialized nurses appreciated
their new roles. However, lacking commitment of physicians towards the 1SDM-concept,

disincentives and structural barriers were identified as relevant implementation barriers.
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3. Einleitung

Patientinnen mit Brustkrebs méchten an medizinischen Entscheidungen, die sie betreffen,
beteiligt werden [1]. Sie haben ein Recht auf informierte Entscheidungen, welches durch
ethische und medizinische Leitlinien, das Patientenrechtegesetz und den Nationalen
Krebsplan verbrieft ist [2-5]. Informierte Entscheidungen basieren auf addquatem Wissen der
Betroffenen Uber alle zur Verfiigung stehenden Entscheidungsoptionen und sind im Einklang
mit deren individuellen Praferenzen und W ertvorstellungen [6].

Seit mehreren Jahren gibt es Anstrengungen, das Konzept der informierten gemeinsamen
Entscheidungsfindung, auch Informed Shared Decision Making genannt, zu etablieren [7, 8].
Dies sieht vor, dass Arztinnen, Arzte und Patientinnen® gemeinsam informierte
Entscheidungen treffen [9-11]. In einem interaktiven Prozess tauschen die Beteiligten, die fur
die Entscheidung relevanten Informationen aus. Arztinnen und Arzte treten in dem Prozess
als Expertinnen und Experten fur die medizinischen Fakten auf und die Patientinnen agieren
primar als Expertinnen fur ihre individuellen Bedurfnisse und Wiinsche [12, 13].

Dabei vermitteln die Arztinnen und Arzte den Patientinnen laienverstandlich den
gegenwartigen wissenschaftlichen Erkenntnisstand Uber die Erkrankung und deren
Behandlungsmaglichkeiten. Die Patientinnen teilen den Arztinnen und Arzten mit, wie sie diese
Informationen fur sich bewerten. Im Anschluss treffen beide gemeinsam eine Entscheidung [9,
11]. Der Patientin bleibt dabei das Recht vorbehalten, zu entscheiden, wer die Entscheidung
trifft [14]. Somit besteht auch die Méglichkeit, die Entscheidung an das Behandlungsteam zu
delegieren. Im Anschluss verstandigen sich beide Uber das weitere Vorgehen. Informed
Shared Decision Making (ISDM) geht dabei {iber die Aufklarungspflicht von Arztinnen und
Arzten zur Einholung einer informierten Zustimmung (Informed Consent) hinaus, bei der es
um die juristische Absicherung von Arztinnen und Arzten geht [15]. Bei der informierten
Zustimmung ist in der Regel bereits die Entscheidung fir eine konkrete

BehandlungsmalRnahme getroffen worden.

Insbesondere bei komplexen Behandlungsentscheidungen, wie sie in der Onkologie
existieren, kann ISDM informierte Entscheidungen férdern. Entscheidungen in der Onkologie
werden meist als Entscheidungen von grol3er Tragweite wahrgenommen [16]. Komplexe
Behandlungsoptionen mit verschiedenen Risiko-Nutzenprofilen sind gegeneinander

! Da die vorliegende Arbeit Patientinnen mit Brustkrebs fokussiert, wird innerhalb der Arbeit

stets die weibliche Form fir Patientinnen verwendet.
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abzuwdagen [16]. Zudem gibt es oft wenig gesicherte Evidenz Uber die zur Verfigung

stehenden Behandlungsoptionen [16].

Die Grundlage von informierten Entscheidungsfindungsprozessen sind evidenzbasierte
Gesundheitsinformationen [10]. Diese stellen relevante Informationen zu medizinischen
Entscheidungen basierend auf dem aktuellen wissenschaftlichen Erkenntnisstand umfassend,
verstandlich, transparent und objektiv fur die Betroffenen dar [17]. Dabei wird sowohl tber die
Auswirkungen der Erkrankung und deren nattrlicher Verlauf als auch Gber den Nutzen und
Schaden aller zur Verflgung stehenden  Behandlungsmal3hahmen  anhand
patientenrelevanter Ergebnisparameter wie Mortalitat oder Lebensqualitat informiert [17]. Der
Erstellungsprozess folgt einem transparenten methodischen Vorgehen [17]. Gegenwaértig
stehen nur wenige Informationen, die den Kriterien fur evidenzbasierte
Gesundheitsinformationen genigen, zur Verfigung [18].

Eine Form von evidenzbasierten Informationen sind sogenannte Entscheidungshilfen, die den
Betroffenen einerseits laienverstandlich tGber die beste verfigbare Evidenz zum Nutzen und
Schaden der vorhandenen Behandlungsoptionen und den Wahrscheinlichkeiten fir deren
Eintritt kommunizieren und andererseits die Betroffenen darin unterstitzen sollen, ihre
individuellen Préferenzen im Hinblick auf die Entscheidung zu ermitteln [19].

Die Versorgung von Patientinnen mit Brustkrebs findet in Deutschland meist in zertifizierten
Brustzentren statt [20]. Die Behandlungsempfehlungen werden in der Regel im Rahmen von
interdisziplinaren Tumorboards erstellt und richten sich nach medizinischen Leitlinien [2, 21-
23]. Jahrlich werden Qualitatskennzahlen der Zentren erfasst und zum Teil in
Quialitatsindikatoren abgebildet [24]. Die Zentren werden jahrlich auditiert und alle drei Jahre
rezertifiziert [22, 25].

In Deutschland ist das ISDM-Konzept unzureichend implementiert [8, 26]. Von Professionellen

werden verschiedene Barrieren als Grunde fur die fehlende Umsetzung angegeben:

1.) strukturelle Barrieren wie Zeitmangel, 6konomische Aspekte und die Arbeitsorganisation
2.) patientenseitige Einflussfaktoren wie Alter, Bildung, fehlender Partizipationswunsch

3.) fehlende evidenzbasierte Informationen flr Patientinnen

4.) entitatsbezogene Einflussfaktoren wie bspw. die Tragweite der Entscheidung [27-30].

Zudem werden eine negative Einstellung der Professionellen und mangelnde Kompetenzen
zur Umsetzung von ISDM als weitere Barrieren in der Literatur beschrieben [16, 30, 31]. Viele
Professionelle sind davon Uberzeugt, das Konzept bereits umzusetzen [11, 14, 32]. In der
Onkologie kommt hinzu, dass Arztinnen und Arzte die Sorge haben, Patientinnen kénnten sich
fer die Af al sch e [il6).Emvéiteras Prebiem wstedass Ardtienen und Arzte
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Schwierigkeiten haben, Wahrscheinlichkeiten fir den Nutzen und Schaden der
Behandlungsoptionen (Risikokommunikation) zu verstehen und laienverstéandlich zu
kommunizieren, da sie daftr nicht ausgebildet wurden [33].

Patientinnen berichten, dass das Rollengefiige zwischen ihnen und Arztinnen und Arzten eine
Beteiligung erschwere [34, 35]. Sie erleben ein Machtungleichgewicht zwischen sich und den
Arztinnen und Arzten [35]. Patientinnen denken, dass Arztinnen und Arzte es ablehnen, wenn
sie an der Entscheidungsfindung partizipieren mochten [35]. Ferner gehen sie davon aus, dass
sie mit ihrem Wissen den Arztinnen und Arzten unterlegen seien und diese am besten
wussten, welche Entscheidung fur sie die richtige sei [35]. Sie unterschatzen haufig dabei ihre
Expertise im Hinblick auf ihre persénlichen Wiinsche [35].

Interprofessionelles ISDM bietet die Mdglichkeit viele der genannten Barrieren zu adressieren
und sowonhl die Rolle der Patientinnen als auch die Rolle von spezialisierten Pflegefachkréften
zu starken [36]. Spezialisierte Pflegefachkrafte unterstitzen die Patientinnen durch ein
Decision Coaching bei der Entscheidungsfindung. Der Vorteil ist, dass Patientinnen haufig
Pflegende als Vermittlerinnen von medizinischen Informationen nutzen, die sie im
Arztgesprach nicht verstanden haben [35]. Meist ist auch die Hemmschwelle geringer,
kritische Fragen zu stellen und die eigenen Préferenzen mitzuteilen [35]. Den onkologischen
Fachpflegenden wird von Patientenseite grof3es Vertrauen entgegengebracht und sie sind
damit in besonderer Weise als Fursprecherinnen fur die Patientinnen geeignet [37].
Patientinnen sind nach der Diagnosemitteilung haufig Gberfordert Informationen zu verarbeiten
und erleben teilweise grofRen Druck, zeitnah eine Entscheidung treffen zu missen [35].
Decision Coaching bietet den Vorteil, den Entscheidungsprozess zu entzerren und gibt
Patientinnen die Moglichkeit, die Handlungsalternativen sorgfaltig abzuwéagen. Die Beratung
ist dabei nicht direktiv [36]. Unabhangig davon, ob die Patientin am Ende bereits eine
bestimmte Option préaferiert, findet die finale Entscheidung mit der behandelnden Arztin oder
dem behandelnden Arzt statt [38].

Die Ubertragung einer gréRBeren Handlungsautonomie bei Beratungstatigkeiten durch
Pflegende wurde bereits 2007 vom Sachverstandigenrat zur Begutachtung des
Gesundheitswesens gefordert. Die Ansatze sollten in Modellprojekten evaluiert werden [39].
Durch die zunehmende Spezialisierung und Akademisierung der Pflege in Deutschland und
knapper Ressourcen im Gesundheitswesen kommt der Erweiterung der Rollen fir Pflegende
eine besondere Bedeutung zu [40]. Eine Delphi-Befragung von Expertinnen und Experten
ergab, dass sich die Beratung, Betreuung, Aufklarung und Schulung von Patientinnen und
Patienten als originar arztliche Aufgaben gut durch Pflegefachkrafte substituieren lie3e [41].

19



Spezialisierte Pflegefachkréfte in zertifizierten Brustzentren haben in der Regel eine ein- bis
zweijahrige Weiterbildung als Breast Care Nurse oder onkologische Fachpflegekraft absolviert
[42]. Sie nehmen in zertifizierten Brustzentren bereits eine wichtige Rolle in der Beratung von
Patientinnen ein und gewéhrleisten Kontinuitét im Versorgungsprozess [42].

Decision Coaching durch spezialisierte Pflegefachkrafte in Verbindung mit evidenzbasierten
Entscheidungshilfen fir Frauen mit Brustkrebs wurde bislang nicht in randomisiert
kontrollierten Studien evaluiert [19, 38, 43, 44]. Fur andere Entscheidungsentitdten und
Settings liegen bereits randomisiert kontrollierten Studie zur Evaluation von Decision Coaching
vor. Es zeigte sich eine signifikante Verbesserung des Wissens der Patientinnen im Vergleich
zur Standardversorgung. Zum Teil wahlten die Patientinnen nach einem Decision Coaching
auch weniger invasive Verfahren, was wiederum mit einer Senkung der Kosten einherging. Im
Hinblick auf entscheidungsprozessbezogene Endpunkte wie beispielsweise den
Entscheidungskonflikt, die Zufriedenheit mit der Entscheidung oder die Patientenpartizipation
waren die Ergebnisse inkonsistent [19, 38, 43, 44].

Dies kann unter anderem auch darin begrindet sein, dass es keinen Goldstandard gibt, ISDM
abzubilden. Die Definitionen von Shared Decision Making, auf denen existierende Instrumente
basieren, sind uneinheitlich [45]. In die Entwicklung der meisten Instrumente wurden keine
Patientinnen miteinbezogen, so dass die Inhaltsvaliditat nicht sichergestellt wurde [46]. Nur
drei Aspekte sind in fast allen neueren Instrumenten vertreten: 1.) die Definition des
zugrundeliegenden Problems, das eine Entscheidung notwendig macht, 2.) die Ermittlung der
Patientinnenwerte und Préferenzen und 3.) die Sicherstellung des Verstandnisses der
Beteiligten [45]. Hier wird deutlich, dass der Aspekt der Vermittlung von Informationen Gber die
zur Verfigung stehenden Optionen und deren Vor- und Nachteile nicht mit jedem Instrument

abgebildet wird, der als Grundlage fir informierte Entscheidungen anzusehen ist.

In diesem Zusammenhang ist auch die Selbsteinschidtzung der Patientinnen und
Professionellen problematisch. So kann beispielsweise die Vollstandigkeit der Informationen
und deren Verstandnis in der Regel nicht valide von den Beteiligten selbst eingeschéatzt
werden. Meist sind ihnen auch die Konzepte von ISDM und evidenzbasierter
Gesundheitsinformation unzureichend bekannt [46]. Zudem kann der Entscheidungsprozess
nur angemessen beurteilt werden, wenn sich die Beteiligten dartiber im Klaren sind, dass eine
Entscheidung ansteht und mehrere Alternativen zur Verfiigung stehen. Oftmals ist den
Betroffenen im Nachhinein jedoch gar nicht bewusst, dass eine Entscheidung getroffen wurde
[46]. Soll im Nachgang beispielsweise der Entscheidungskonflikt gemessen werden, wird
dieser vermutlich von Patientinnen nicht wahrgenommen, wenn ihnen in mangelnder Kenntnis

von Alternativen gar nicht bewusst war, dass eine Entscheidung getroffen wurde.
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Beobachterbasierte Verfahren zur Einschatzung von ISDM bieten den Vorteil, dass die
Konsultationen objektiv durch trainierte Rater beurteilt werden. Durch diese kann jedoch nur
das Verhalten der Beteiligten, nicht deren individuelle Wahrnehmung, bewertet werden [47].
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4. Zielsetzung und Problemstellung der Arbeit

Ziel der vorliegenden Arbeit war die Entwicklung, Pilotierung und Evaluation einer komplexen
Intervention zur Implementierung von Decision Coaching fir Frauen mit Brustkrebs durch
spezialisierte Pflegefachkréfte in zertifizierten Brustzentren. Die komplexe Intervention wurde
in Anlehnung an das britische Framework des Medical Research Council (UK MRC) zur

Entwicklung und Evaluation komplexer Intervention entwickelt und evaluiert [48].

Die Intervention wurde exemplarisch fir Frauen mit einem duktalen Carcinoma in situ (DCIS)
konzipiert. In Deutschland wird jahrlich bei mehr als 6.000 Frauen ein DCIS diagnostiziert [49].
Hierbei handelt es sich um eine Diagnose, die vornehmlich im Rahmen des Mammographie-
Screening-Programms gestellt wird. Etwa 20% der im Screening detektierten Auffalligkeiten
sind ein DCIS [50]. Beim DCIS handelt es sich um eine préinvasive Lasion, die sich auf die
Milchgédnge beschrankt, meist symptomlos ist und mit dem Risiko des Entstehens eines
invasiven Mammakarzinoms assoziiert ist [51]. Der nattrliche Verlauf der Erkrankung ist
ungeklart. Nicht jede Frau mit einem DCIS wird an einem invasiven Mammakarzinom
erkranken [51, 52]. Trotz Uberdiagnosen sieht die medizinische S3-Leitlinie zur Therapie des
Mammakarzinoms eine Behandlung aller Frauen entweder mit einer brusterhaltenden
Operation mit Bestrahlung oder einer Mastektomie vor [2, 53]. Bislang gibt es keine
zuverlassigen Pradiktoren, die Aufschluss Uber das Risiko fir ein invasives Mammakarzinom
geben [52]. Schéatzungen zufolge sind 20%, der im Screening detektierten Malignitaten
Uberdiagnosen [54, 55]. Patientinnen mit DCIS bendtigen daher Unterstiitzung im
Entscheidungsprozess. Die Unterscheidung von DCIS und invasivem Brustkrebs ist fur viele
Patientinnen schwierig und die Risiken fir Rezidive, Metastasen und Mortalitat werden
durchgehend Uberschatzt [56].

Die Intervention hat einen prototypischen Charakter und soll langfristig auf andere Entitaten

im onkologischen Bereich Ubertragbar sein.

Das Projekt wurdeunt er dem Tit el ASpezialisierte
informierten partizipativen Entscheidungsfindung in der Onkologie - S P U P Ei@ Rahmen des
Nationalen Krebsplans vom Bundesministerium fur Gesundheit gefordert.
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5. Synopsis

Die Dissertation besteht aus drei publizierten Artikeln, die in begutachteten Zeitschriften
publiziert wurden [57-59]. Diese beschreiben den Entwicklungs- und Evaluationsprozess der

komplexen Intervention.

Die erste Arbeit beschreibt die Entwicklung und Pilotierung der SPUPEO-Intervention
bestehend aus einer evidenzbasierten Entscheidungshilfe (Anhang B 1), Decision-Coaching-
Gespréachen durch spezialisierte Pflegefachkrafte fur Patientinnen mit DCIS und einem
strukturierten Arztgesprach (s. Abbildung 1) [59].

Die Intervention wurde unter Bertcksichtigung der Theory of Planned Behavior [60], der
Theorie der kognitiven Dissonanz [61] und bisher in der Literatur beschriebenen Erfahrungen
mit der Implementierung von ISDM [31] entwickelt.

Nach der Diagnosemitteilung erhalten die Frauen mit DCIS eine evidenzbasierte
Entscheidungshilfe, die Informationen tber das Krankheitsbild, den natirlichen Verlauf und die
Optionen Abwarten und Beobachten, brusterhaltende Operation ohne Bestrahlung,
brusterhaltende Operation mit Bestrahlung und die Mastektomie enthalt. Zu den Optionen wird
jeweils die Wahrscheinlichkeit fir den Eintritt eines Nutzens oder Schadens kommuniziert. Die
Patientinnen erhalten gemeinsam mit der Entscheidungshilfe einen Termin bei einer
spezialisierten Pflegefachkraft fir ein strukturiertes Decision Coaching. Dieser findet etwa eine
Woche spater statt. In diesem Gesprach informiert die Pflegefachkraft die Patientin mithilfe
von Informationstafeln (Anhang B Ill) auf denen die essentiellen Informationen aus der
Entscheidungshilfe Gber die Optionen zusammengefasst sind und klart mit der Patientin
aufgetretene Fragen. Als Unterstitzung fir die spezialisierten Pflegefachkrafte wurden im
Vorfeld Moderationskarten entwickelt (Anhang B IV). Die spezialisierte Pflegefachkraft
unterstitzt die Patientin dabei die Vor- und Nachteile der Optionen vor dem Hintergrund ihrer
personlichen Praferenzen abzuwégen. Der Entscheidungsprozess wird dabei von der
Patientin in einem so genannten Entscheidungspfad dokumentiert (Anhang B Il). So
vorbereitet erhalt die Patientin ein weiteres Arztgesprach, in dem offene Fragen mit dem Arzt
thematisiert werden, die Patientin ihre Praferenzen im Hinblick auf die Entscheidung
kommuniziert und beide gemeinsam eine Entscheidung treffen. In diesem Gespréach wird in
Abhangigkeit von der Entscheidung auch das weitere Vorgehen geplant.

Zur Vorbereitung auf die Intervention wurden ein dreitdgiges Training fur spezialisierte
Pflegefachkrafte und ein zweistiindiger Workshop fur Arztinnen und Arzte entwickelt. In dem
Training werden den Pflegenden die Grundlagen der evidenzbasierten Entscheidungsfindung,

die kritische Bewertung von evidenzbasierten  Gesundheitsinformationen, die
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laienverstandliche Risikokommunikation, sowie Decision Coaching-Kompetenzen vermittelt.
Der Workshop fiir Arztinnen und Arzte vermittelt Grundlagen tiber ISDM, gibt Einsichten in die
im Decision Coaching verwendeten Informationsmaterialien und erlautert, welche Rolle die
Arztinnen und Arzte im Entscheidungsprozess einnehmen. Zunachst wurden die
Einzelkomponenten mit den jeweiligen Zielgruppen getestet. Im Anschluss erfolgte die
Pilotierung der Gesamtintervention in zwei zertifizierten Brustzentren mit Fokus auf die
Machbarkeit und Akzeptanz der Intervention. Die Komponenten wurden in einem iterativen
Prozess einer Revision unterzogen. Die Pilotierung erfolgte in Vorbereitung auf eine

randomisiert kontrollierte Studie.

Die SPUPEO-Intervention

l }

Brustsprechstunde

Tumorboard
!

Diagnosegesprach

Nachgesprach
Entscheidungshilfe zum DCIS
T
Coachinggesprach

Entscheidur;gsgesprich

| Behandlungsentscheidung |

Abbildung 1: Die SPUPEO-Intervention

Bei der zweiten Arbeit handelt es sich um das Studienprotokoll fiir eine cluster-randomisiert
kontrollierte Studie (Phase Ill) zur Evaluation des Decision Coachings. Ziel der Studie ist es
herauszufinden, ob die komplexe Intervention die informierte gemeinsame
Entscheidungsfindung (ISDM) fir Frauen mit DCIS fordert. In der Studie wurde die bisherige
Standardversorgung mit der komplexen Intervention verglichen. Der primére Endpunkt war
das Ausmald der Patienteneinbeziehung in die Entscheidungsfindung wahrend des gesamten
Entscheidungsprozesses (einschlieBlich des Coachings durch die spezialisierte
Pflegefachkraft und der Arztgesprache) im Vergleich zu den Arztgesprachen in der
Kontrollgruppe (KG). Hierfur wurde das Beobachtungsinstrument MA P P P | 4N 6d@s
MA P P | N alis/&ntdrs an interprofessionelle Entscheidungsprozesse adaptiert [62] und die
Gespréche der Patientinnen mit den Professionellen per Video aufgezeichnet.
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Sekundare Endpunkte waren:

1. Diewahrgenommene Einbeziehung in die Entscheidungsfindung: Diese wurde mit den

I nstrument € e, MAPPI NSO K MAP RidelNdOeQE MA P P Hrivéntar® M
erhoben [47]. Es wurde angenommen, dass die Beteiligten in der Interventionsgruppe eine
starkere Einbeziehung der Patientinnen in die Entscheidungsfindung wahrnehmen.

2. Die informierte Entscheidung der Patientinnen: Es wurde angenommen, dass die
Patientinnen in der Interventionsgruppe mehr informierte Entscheidungen basierend auf gutem
Wissen und im Einklang mit ihren persénlichen Wertvorstellungen treffen. Hierflr wurde im
Vorfeld ein Wissenstest zum Krankheitsbild DCIS und dessen Behandlungsoptionen
entwickelt und pilotiert.

3. Der Entscheidungskonflikt der Patientinnen: Dieser wurde mit der dydadischen Fassung
der Decisional Conflict Scale gemessen [63]. Es wurde vermutet, dass sich durch die

Intervention der Entscheidungskonflikt reduzieren lief3.

Da es sich um eine komplexe Strukturintervention handelt, wurde eine begleitende
Prozessevaluation geplant, um forderliche und hinderliche Faktoren fir eine spatere
Implementierung der Intervention zu identifizieren.

In der dritten Publikation werden die Ergebnisse der cluster randomisiert kontrollierten Studie
und der begleitenden Prozessevaluation berichtet. Die Studie wurde auf Grundlage des in der
zweiten Publikation beschriebenen Studienprotokolls durchgefihrt. Insgesamt erwies sich
Decision Coaching durch spezialisierte Pflegfachkrafte als umsetzbar. Allerdings musste die
Studie aufgrund einer unzureichenden Rekrutierung der teilnehmenden Arztinnen und Arzte
vorzeitig abgebrochen werden. Trotz der geringen Stichprobe zeigte sich ein signifikanter
Unterschied im Ausmal} der Patienteneinbeziehung in die Entscheidungsfindung. Wahrend in
der Interventionsgruppe ein Basisniveau von ISDM-Kompetenzen bei den Professionellen
beobachtet wurde, zeigte sich, dass in der Kontrollgruppe kaum eine Einbeziehung von
Patientinnen in die Entscheidungsfindung stattfand. Es wurden hauptsachlich
Aufklarungsgesprache zur Operation beobachtet. Diese Informed Consent Gespréche dienen
in erster Linie zur juristischen Absicherung der Arztinnen und Arzte [64]. Von den Beteiligten
wurde die Einbeziehung in die Entscheidungsfindung hingegen in beiden Gruppen
(Interventions- und Kontrollgruppe) sehr hoch wahrgenommen. In der Interventionsgruppe
trafen etwa die Halfte aller Frauen eine informierte Entscheidung, in der Kontrollgruppe
aufgrund unzureichenden Wissens uber die Behandlungsoptionen keine. Unterschiede im
Erleben eines Entscheidungskonfliktes wurden nicht nachgewiesen. Im Rahmen der
begleitenden Prozessevaluation konnten relevante Barrieren fur eine Implementierung von

interprofessionellem Decision Coaching aber auch fordernde Faktoren identifiziert werden.
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Implementation of shared decision-making @
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programme for women with ductal

carcinoma in situ
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Abstract

Background: To implement informed shared decision-making (ISDM) in breast care centres, we developed and
piloted an inter-professional complex intervention.

Methods: We developed an intervention consisting of three components: an evidence-based patient decision aid
(DA) for women with ductal carcinoma in situ, a decision-coaching led by specialised nurses (breast care nurses and
oncology nurses) and structured physician encounters.

In order to enable professionals to gain ISDM competencies, we developed and tested a curriculum-based training
programme for specialised nurses and a workshop for physicians, After successful testing of the components, we
conducted a pilot study to test the feasibility of the entire revised intervention in two breast care centres. Here the
acceptance of the intervention by women and professionals, the applicability to the breast care centres’ procedures,
women’s knowledge, patient involvement in treatment decision-making assessed with the MAPPIN'SDM-observer
instrument MAPPIN'Qg,.o and barriers to and facilitators of the implementation were taken into consideration. We
used questionnaires, structured verbal and written feedback and video recordings. Qualitative data were analysed
descriptively, and mean values and ranges of quantitative data were calculated.

Results: To test the DA, focus groups and individual interviews were conducted with 27 women. Six expert reviews were
obtained. The components of the nurse training were tested with 18 specialised nurses and 19 health science students.
The development and piloting of the components were successful. The pilot test of the entire intervention included
seven patients. In general, the intervention is applicable. Patients attained adequate knowledge (range of correct answers:
9-11 of 11). On average, a basic level of patient involvement in treatment decision-making was observed for nurses and
patient-nurse dyads (M(MAPPIN-Og.q): 2.15 and MIMAPPIN-O, ) 1.90). Relevant barriers were identified; physicians
barely tolerated women'’s preferences that were not in line with the medical recommendation. Classifying women as
inappropriate for ISDM due to age or education led physicians to neglect eligible women during the recruitment phase.
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Conclusion: Decision-coaching is feasible. Nevertheless, there are some indications that structural changes are needed for
long-term implementation. We are currently evaluating the intervention in a cluster randomised controlled trial in 16

breast care centres.

Keywords: Decision making, Decision support techniques, Patient participation, Breast neoplasms, Carcinoma, intraductal,
non-infiltrating, Evidence-based medicine, Oncology nursing, Interprofessional relations, Professional-patient relations,

Feasibility studies

Background

Women with breast cancer want to participate in treat-
ment decision-making [1]. Treatment options, particu-
larly in oncology, may differ in their risk-benefit profiles.
Adequate and individualised counselling by members of
the healthcare team is needed in order to arrive at the
best decision together with the patient. Ideally, women
are enabled to make informed treatment decisions based
on evidence-based information and according to their
individual preferences and values [2, 3]. This aim could
be reached by providing evidence-based patient informa-
tion combined with informed shared decision-making
(ISDM). Evidence-based patient information (EBPI) pro-
vides information about the disease, the treatment
options and its potential benefits and harms (if possible
displayed in absolute risk rates and absolute risk reduc-
tions) to enable patients making informed decisions. All
information is based on best available evidence [4, 5]. If
an EBPI is supplemented with a value clarification tool,
it is often called a patient decision aid (DA) [6].

In Germany, ISDM ([7, 8] has a legal and ethical basis
and is explicitly included as an objective in medical guide-
lines [9-13]. However, ISDM is still not universally imple-
mented, and health-related decisions are often made
exclusively by healthcare teams [1, 14]. The implementa-
tion of ISDM is hampered by barriers such as time con-
straints and the prevailing traditional paternalistic patient-
physician relationship [15]. Furthermore, evidence-based
decision aids (DA) that provide risk information on the
benefits and harms of cancer treatments according to the
criteria for evidence-based patient information (EBPI) [4]
are lacking for most decisions in oncology [6].

Currently, most types of ISDM-training address physicians
only [16]. Decision-coaching by nurses is an alternative ap-
proach to implementing ISDM [17]. Before women make
their final decisions together with the physician, the nurse
supports the decision-making process by providing and dis-
cussing a decision aid with the women concerned [18, 19].

In Germany, breast care nurses’ (BCN) main tasks
comprise educating and counselling of women for sup-
portive care and treatment, as well as the coordination
of the care process [20, 21]. They are not yet involved in
treatment decision-making with patients.

30

Our aim was to develop and pilot a new approach: an
inter-professional ISDM programme for specialised
nurses (BCN and oncology nurses) and physicians to en-
able them to provide ISDM in breast care centres.

With this programme, basic competencies of decision-
coaching combined with DA are imparted to nurses. We
used ductal carcinoma in situ (DCIS) as an example. DCIS
is a cell abnormality restricted to the milk ducts. The asso-
ciated risk of invasive cancer is difficult to quantify and
probably depends on histological characteristics such as
grading and comedo necrosis. The natural course of the
disease is unknown. Medical guidelines recommend either
breast-conserving surgery with radiation or mastectomy
[12]. In Germany, the diagnosis of DCIS has increased since
the national mammography programme started in 2005
[22]. About 20% of the findings in mammography screening
are DCIS [22]. The increasing prevalence of DCIS is associ-
ated with over-diagnosis and over-treatment [23-25].

Methods
We developed and pilot tested a complex intervention in
accordance with the UK Medical Research Council’s guid-
ance (phase 1 and 2) [26]. Our results are reported in line
with the revised criteria for Reporting the Development
and Evaluation of Complex Interventions in healthcare
(CReDECI 2) [27] (see Additional file 1). Under the title
‘Specialised nurses to support informed shared decision-
making in oncology’ (the acronym SPUPEO refers to the
German translation), the intervention comprised A) an
evidence-based DA for women with DCIS, B) nurse-led
decision-coaching and C) structured physician encounters
(see Fig. 1). The programme of the present study consti-
tutes a prototype that could easily be supplemented with
further modules related to other treatment decisions for
breast cancer. In addition, it constitutes a prototype that
could also be transferred to other oncological settings.
Most physicians and nurses lack competence in ISDM.
Therefore, we prepared single components in a two-phase
study comprising an evidence-based DA, a training for
nurses, and a physician workshop (see Fig. 1) in preparation
for a pilot study testing the entire intervention with patients.
All the components were developed taking the theory
of planned behaviour [28, 29], the theory of cognitive
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dissonance [30], and further experiences reported in the
literature [31] into consideration. According to the the-
ory of planned behaviour, a woman facing a treatment
decision on DCIS could be influenced by her own
attitudes, by the preferences of related parties (subjective
norms) and her perceived ability to manage the decision.
The same applies to healthcare team members concern-
ing the adoption of ISDM behaviour. In the following
section, we report the development and pilot testing of
the three components (A, B, C) and the piloting of the
entire intervention with women with DCIS (D).

A) Evidence-based decision aid for women with
DCIS

Phase I: Development of the decision aid

The project started in 2012. We conducted a systematic re-
view of existing DAs for women with breast cancer (see
Additional file 2, section I) and critically appraised the 27
identified DAs using the International Patient Decision
Aids (IPDAS)-instrument [32] and the EBPI-criteria [4].
Two of the identified DAs addressed the treatment decision
for DCIS [33-35]. None included the option “watchful
waiting” or had been evaluated in a randomised controlled
trial (RCT). Therefore, we decided to develop a DA follow-
ing the EBPI-criteria [4]. We could not assess the evidence
underlying the decision aids since there were no reports
available about the development process or research.

In addition, two patient representatives and two ex-
perts (one nursing scientist who was involved in the
training of breast care nurses and one experienced
breast care nurse who was involved in the treatment and
care process of women with DCIS) were concerned in
the selection of topics for our first DA for women with
breast cancer. Due to the introduction of the national
mammography screening programme and concomitant
over-diagnosis, treatment decisions related to DCIS were
considered highly relevant. The format is a brochure con-
taining medical information in text, tables and pictograms
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and a value clarification tool. For more information on the
development process, see Additional file 2.

Phase II: Pilot testing

Methods

To test the comprehension and acceptability of the DA,
we conducted four focus groups with women with no
history of breast cancer (1 =19 in groups of 3-6), mod-
erated by at least two researchers; three individual inter-
views with women with no history of breast cancer,
conducted by one researcher; and one separate focus
group with women with a history of breast cancer (1=
4). The women were recruited through advertisements
in newspapers, online portals and via self-help groups.

The women were aged between 21 and 74 years. Al-
though we tried to sample according to educational back-
ground, most of the participants had a higher education
(lower secondary school #=2, secondary school n=6,
upper secondary school n =9, college/university diploma
n =9). The focus groups lasted between 90 and 120 min.

Interviews were transcribed verbatim and field notes
were taken by the interviewers. Qualitative content ana-
lysis was then conducted according to the approach of
Mayring [36]. One researcher coded the transcripts
using MAXQDA® 10 [37] and the results were discussed
by two researchers. The results guided the revision in an
iterative process.

We also obtained six reviews of a pre-final version of the
DA from a patient representative, a nurse scientist, a journal-
ist, a gynaecologist and two experts on patient information,
evidence-based medicine and oncology guidelines.

Results

The women understood the objectives and the content
of the DA. The layout was well accepted and most par-
ticipants appreciated the female writing-style. Women
rated the value clarification tool as helpful. Nevertheless,
both the women and the experts criticised some aspects
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(see Table 1). The final version of the DA contained 64
pages. We developed an additional decision guidance
workbook for patients, which included the value
clarification tool, to structure the decision process
during the decision-coaching sessions and to document
individual diagnoses, personal preferences and notes (see
Additional file 2, section IV).

B) Decision-coaching led by nurses

Phase I: Development of the nurse training curriculum

To enable the nurses to provide decision-coaching with
suitable material, we developed and piloted a curriculum
based on our research group’s previous work on curric-
ula for evidence-based medicine and ISDM for patient
representatives and non-medical health professionals
[38-40]. The curriculum was developed according to the
six-step approach for medical education curriculum de-
velopment proposed by Kern et al. [41]. We also

Page 4 of 14

considered the curriculum for a post-registration course
in cancer nursing developed by the European Oncology
Nursing Society (EONS) [21].The nurse training com-
prised two modules with 2 days of practical exercises in
between. Module I (2 days) imparts competencies on
basics of medical decision-making and judging the qual-
ity of information. In module II (1-2 days according to
group sizes), the participants acquire competencies in
ISDM and decision-coaching using DA. We used spe-
cific breast cancer topics as examples for the training
modules. For a detailed overview of the learning goals,
content and educational strategies, see Additional file 3.

Phase II: Pilot testing of single components and of the
entire training

Methods

The feasibility and acceptability of the single compo-
nents were tested from March to August 2013. Module I

Table 1 Results of focus groups, expert reviews and revision process

Commentary of focus group participants (FG) and expert reviews (ER)

Revision

Length/completeness

FG: Overwhelming amount of information

FG: Request for information about lifestyle interventions to
influence the course of the disease

ER: Information about overdiagnosis and overtreatment
might be an information overload

ER: Inclusion of the Van-Nuys-Prognostic Index [67] was
recommended

Information quality

ER: Radiation procedures changed over time in dose and
application so that the external validity of study results
could be low

ER: Data on re-operation rates after mastectomy were
quite heterogeneous. Experts recommended remaving
these data

Comprehensibility
FG: Misunderstandings of figures and text passages

FG: Challenging information: dissent between positive
results and poor study validity

FG: Redundant information in text and tables was annoying
for women with higher education
Acceptability

FG: Breast cancer survivors valued the photos after breast
cancer surgery as realistic but not aesthetic

ER: Option watchful waiting polarizes:
- Patient representatives pointed out its importance
- Ebm-experts disbelieved that this could be a real option
due to the missing evidence and associated uncertainties

ER: The term ductal ‘carcinoma’ in situ may cause anxiety

Text reduction; additional information is given as online resource linked
with QR-codes for interested readers

Chapter with the requested information was added

Information was retained since it is relevant for treatment decisions

Suggestion was rejected: Index has not been validated prospectively by
now [68]; applies only to recurrence risk after treatment. Instead, we
listed factors associated with a higher recurrence risk (grading, size

of lesion etc).

Commoan prablem in oncology research; the best available evidence is
presented; limitation of generation

Data have been removed and a hint was replaced that valid data are
not available

Figures have been rearranged and the text passages were revised

Contradiction could not be solved: If required, the dissent can be
explained by the decision coaches during the coaching

Some women favoured the written presentation of risks, some preferred
the tables. Therefore, redundancy was kept.

Photos originated from the documentation of the treatment process in
medical records; photos are available on demand as additional online
resource

The option was retained

We replaced 'ductal carcinoma’ by the abbreviation DCIS. DCIS was not
classified as a pre-stage of invasive breast cancer due to the unknown
natural course [69, 70)
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was divided into two parts. The first part contains
mainly basic information on evidence-based medicine
and evidence-based nursing, The second part comprises
critical appraisal of patient information material and risk
communication. We used training sessions for reciprocal
observation of the instructors by taking field notes in lec-
tures and documenting the participants’ learning results
(e.g. worksheets) in order to assess the appropriateness of
the time schedule, learning methods and comprehensibil-
ity. At the end of each module, we conducted focus
groups to get feedback from the participants with the at-
tention on comprehensibility and appropriateness of the
learning methods. At the end of the second module, we
conducted focus groups to elicit the nurses’ thoughts and
assumptions about the feasibility of implementing the
intervention in their daily practice.

To describe the sample, we collected socio-demographic
data and information on their work experience. The inter-
views were audiotaped and transcribed verbatim using the
F4© software [42].

We recruited three samples (BCNs, oncology nurses
and health science students) that could easily be
accessed and were comparable with the target group.

For the first part of module I, health science and
education students in their second semester (N = 19) were
recruited from the University of Hamburg. They were
aged between 21 and 33 and had completed vocational
healthcare training. Four had a nursing background and
five had experience in breast care. For the second part of
module I, oncology nurses (N = 12) were recruited from a
training institute that provides advanced training for
nurses. They were aged between 25 and 52. Most of
them had more than 10 years of experience in nurs-
ing and had worked in various disciplines, including
one in a breast care centre. For module II, BCNs (N
=6) were recruited using a mailing list from a breast
care nurse network. They were aged between 36 and
62. All of them had more than 16 years of experience
in nursing; half of them were employed as BCNs and
were excused from their work on the ward.

Participation in the nurse training was free of charge,
and the participants did not receive incentives or allow-
ances. The components were optimised through an it-
erative process.

We conducted a qualitative content analysis [43] using
the MAXQDA 10© software [37] to identify categories of
feasibility and acceptance [43]. Categories were derived by
one researcher from the transcripts of the focus groups,
the protocols of the reciprocal observation and the docu-
mented learning results. The results were discussed by
two researchers. The data were combined by between-
methods triangulation [44]. To reduce complexity, only
the main feasibility and acceptability results are reported.
The complete coding scheme is available on request.
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Results

The group size, time schedule and selection of methods
were adequate and well accepted by the nurses. The dur-
ation of the training sessions varied according to group
size, their working experience in the field of breast
cancer and whether nurses had an advanced training as
oncology or as breast care nurses.

We also identified important challenges and barriers
to implementing the ISDM coaching by nurses.

The treatment recommendations are usually made by a
multi-professional healthcare team during tumour board
meetings whereby individual patient preferences are rarely
considered [45]. The nurses were not aware that the regu-
larly held multidisciplinary tumour boards give recommen-
dations rather than actual prescriptions. They regarded the
tumour board recommendation as a final decision that was
not negotiable. Some nurses did not ascribe priority to the
assessment of women's preferences, but felt obliged to try
to convince women to follow medical recommendations.
Further possible barriers were of a structural nature or spe-
cific to the economic situation of a particular hospital. For
example, in some hospitals the marketing department stip-
ulates the release of specific patient information material.

A quiet room and sufficient time were considered indis-
pensable for decision-coaching. Finally, the nurses asked for
structured guidance for the decision-coaching sessions.

Revision

The training was revised according to our findings. We
scheduled extra time for discussion and reflection on the
nurses’ experiences and how their own values and attitudes
influenced women'’s decision-making. The originally generic
decision guidance was adapted to the specific requirements
of DCIS. We added a section in which diagnostic results
relevant to DCIS treatment decision-making can be docu-
mented. In addition, a list of possible decision-leading cri-
teria was supplemented (eg preservation of the breast,
short treatment duration or low risk of invasive cancer and
recurrence). Prompt cards for the nurses were developed to
provide verbal prompts for decision-coaching.

Pilot testing of the entire nurse training

Methods

We piloted the entire intervention in two certified breast
care centres with specialised nurses, physicians and
women with DCIS. In preparation of the entire testing,
we pilot-tested the entire nurse training with the specia-
lised nurses at the participating centres. The recruitment
process, the eligibility criteria and the sample are de-
scribed in detail in section D.

The nurse training was conducted between November
2014 and January 2015. The first module was delivered
to all of the nurses; the second module was split into
two groups. The time between the modules was three
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and 9 weeks. We focused on the feasibility and accept-
ance of the training, the appropriateness of the time
schedule, the content and the anticipated barriers to im-
plementation. In addition to the previously applied data
collection methods, the nurses were asked to give a
structured written feedback about their attitude towards
ISDM and their expectations for the training at baseline
(31 items). After both training modules, written and ver-
bal feedback of their attitudes to ISDM and their satis-
faction with the training was obtained (45 items). The
items were constructed mainly as a visual analogue scale
and open questions. In addition, we assessed their know-
ledge by using questionnaires after module I, and before
and after module II. These questionnaires comprised 72
items, including a shortened version of a patients risk
knowledge test that was developed to assess patients’ know-
ledge after the intervention. The knowledge items were
constructed mainly in a multiple-choice format. The feed-
back forms were analysed descriptively by two researchers
(BBH, KL). Due to the small sample size, we calculated only
the range of correct answers for the knowledge test.

Results

Overall, the nurses were interested in and positive about
their new roles as decision coaches. They appreciated that
the training helped them to understand research studies
and risk information. However, some nurses were more re-
luctant and expressed a lack of confidence in their qualifica-
tions to provide decision-coaching. Indeed, the physicians
appeared to have more confidence in the nurses. After the
training, the nurses had revised some of their beliefs. They
no longer considered it necessary to persuade women to
follow the tumour board recommendations. Practical exer-
cises and role-playing within the training sessions were as-
sociated with the nurses’ enhanced self-confidence.

The nurses had adequate knowledge, with scores
ranging from 51 to 62 out of 72. In particular, disease
and risk knowledge about DCIS were high, with scores
ranging from 9 to 11 out of 11.

Overall, the nurses judged the teaching modules, time
schedule and comprehensibility to be appropriate, and
they were satisfied with the training. The opportunity to
exchange experiences and the small size of the group were
particularly welcome aspects. During the training, it be-
came apparent that additional material was needed to
present the essential information about treatment options
in a structured manner. The nurses highly appreciated the
decision guidance and the DA, but they considered time
constraints and work overload as relevant barriers to the
implementation of the coaching model in routine practice.

Revision
No major revisions were necessary. A minor revision
was made to two worksheets, which were shortened.
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Prompt cards for each decision option were supple-
mented by fact sheets, which were based on the DA and
which summarised the main risk information.

C) Structured physician encounters

Phase I: Development of a physician workshop

In order to prepare physicians for providing structured en-
counters after the nurse coaching, we developed and
piloted a physician workshop. The aim was to ensure that
the whole team was committed to the idea of inter-
professional ISDM. The workshops also provided the physi-
cians with insights into the DA provided to the women
with DCIS. The workshop consisted of lectures and discus-
sions. According to the theoretical background, we empha-
sised physicians’ concerns about ISDM and the provision of
risk information. We addressed known barriers to the im-
plementation of ISDM in general, and asked the physicians
to disclose their personal concerns. The workshops were
scheduled for 2 h and were performed in the physicians’ in-
dividual workplaces to ensure the full participation of the
respective healthcare teams. The specific goals of the phys-
ician workshops are outlined in Additional file 4.

Phase II: Pilot testing of the physician workshop

Methods

We piloted the physician workshop (BBH) in two certified
breast care centres (for a detailed description see section D),
focusing on the appropriateness of the time schedule, the
content, the acceptability of the intervention and the antici-
pated barriers. Physicians were asked for written and verbal
feedback about their attitudes towards [SDM and their satis-
faction with the workshop, the DA, the decision guidance
and fact sheets, as well as the anticipated barriers to and fa-
cilitators of implementation. As a result, we developed struc-
tured feedback forms that were completed by the physicians
at three time points: prior to the workshop (19 items), after
the workshop (5 items) and after decision-coaching of
women with DCIS (11 items). The physician workshops
were assessed by an expert (AS) with regard to content and
feasibility. The feedback forms and observational data were
analysed descriptively by two researchers (BBH, KL).

Results

The information content, comprehensibility, time require-
ment and patient information material were regarded as
helpful, accurate and adequate. The physicians appreci-
ated being given sufficient time for critical discussion.
However, they opted for more in-depth discussion of the
treatment options and the related information provided to
patients. They raised concerns about offering women op-
tions that were not in line with the German medical
guidelines. The physicians were also worried that women’s
preferences might not match their own recommendations.
They did not consider ‘breast conserving surgery without
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radiation’ an option, and they were concerned that women
might falsely assume that by avoiding radiation they could
reduce adverse treatment effects. In contrast, they antici-
pated that women would not opt for ‘watchful waiting; be-
cause laypersons consider doing nothing as inferior to any
medical intervention.

The physicians recommended removing information
about HER2- and hormone-receptor status from the
decision guidance because these diagnostic parameters
are not relevant for treatment decisions. They were con-
cerned that women might get the impression that physi-
cians withhold treatment. The physicians emphasised
that women attribute high importance to the physician’s
treatment recommendation. The time and personal
expenditure for decision-coaching was perceived as an
expected barrier for the implementation.

Revision

We revised the decision guidance according to the sug-
gestions. Future workshops will include extra time for
discussing the treatment options and barriers.

D) Testing the entire intervention with women
with ductal carcinoma in situ

In the final step, we piloted the entire intervention with
patients in two certified breast care centres [46, 47]. Our
aim was to test the feasibility of the intervention and to
identify the barriers and facilitators under routine condi-
tions in preparation for an RCT. We tested the feasibility
of the recruitment strategy for women with DCIS. We
focused on the level of patient involvement that the
nurses achieved in the decision-coaching, the women’s
acceptance of the intervention, its applicability in the
procedures in breast care centres and the usefulness of
the information material for decision-coaching.

Methods

Recruitment

A recruitment letter was sent out to 12 certified breast
care centres in Berlin, Germany. Breast care centres
were eligible if they employed at least one BCN or on-
cology nurse as required by certification guidelines.
Nurses were eligible if they had advanced training as a
BCN or oncology nurse. Physicians were eligible if they
were involved in providing information to women facing
a primary treatment decision for DCIS.

The attending physicians in each breast care centre re-
cruited up to six women with DCIS. Women with DCIS
were eligible if they were at least 18 years old and faced
a treatment decision concerning a primary, histologically
confirmed DCIS. The women needed sufficient German
language skills because all of the information was
provided in German. Women were excluded if they were
pregnant, had a known BRCA 1/2 mutation or if they
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had a previous diagnosis of breast cancer, lobular carcin-
oma in situ or DCIS. Women with contraindications for
radiation were not included.

Written informed consent was obtained from every
participant.

Procedures

In an initial consultation, the physicians disclosed the diag-
nosis. The physicians were not supposed to give a treatment
recommendation during this consultation. Afterwards, the
women were given the DA by the specialised nurse with a
new appointment for at least one (max. two) decision-
coaching session. During the nurse-led decision-coaching,
the treatment options were discussed taking the women’s
preferences into consideration. After sufficient time for con-
sideration (as determined by the women), an appointment
with a physician was scheduled to make final treatment de-
cisions and follow up arrangements.

Data collection
The baseline characteristics of women and diagnostic pa-
rameters (grading etc.) were assessed using a questionnaire.

Professionals’ expectations and worries before the
intervention: Physicians’ and nurses’ expectations prior
to the intervention were documented by an observer
(AS) during the physician workshop and nurse training.

Recruitment strategy for women with ductal carcinoma
in situ: In order to test the feasibility of the recruitment
strategy, the physicians had to fill in a recruitment sheet
in which the eligibility criteria for women were assessed.

Women’s expectations and acceptance of decision-
coaching: The women were asked for a structured written
feedback about their expectations and acceptance of
decision-coaching before (21 items) and after the coaching
session and the final physician consultation (25 items).

Women'’s knowledge: Prior to the intervention women
were asked to estimate their knowledge about breast
cancer using the structured feedback form. After the
coaching session, the women were given a 15-item,
multiple-choice knowledge test.

Patient involvement in treatment decision-making during
decision-coaching: The decision-coaching sessions were
videotaped in order to assess patient involvement in treat-
ment decision-making. The camera focused on the nurse
and the materials used, but not on the women with DCIS.

Use of the DA, patient guidance and fact sheets: The
video recordings were analysed for the use of materials
(DA, decision guidance, fact sheets). In addition, a copy
of the decision guidance was made and feedback from
women, nurses and physicians was obtained.

Applicability of the procedures in breast care centres:
To assess the applicability of the procedures in breast care
centres, the time needed for decision-coaching and the in-
tervals between consultations and decision-coaching were
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documented. In addition, written feedback was obtained
from nurses and physicians at the end of the study.

Professionals’ attitude toward the intervention: At the
end of the study, structured written feedback was
obtained from the nurses and physicians about their
inter-professional collaboration and their attitudes to-
ward the intervention.

Barriers and facilitators of the implementation: During
the recruitment phase telephone interviews with the
nurses were conducted and field notes taken to identify fa-
cilitators and barriers. At the end of the study, structured
written feedback was obtained from the nurses and physi-
cians about the implementation barriers and facilitators.

The items of the structured feedback forms were
mainly constructed as visual analogue scales and open-
ended questions.

Data analysis

The observer-based instrument of the MAPPIN'SDM-in-
ventory (Multifocal Approach to the ‘Sharing’ in SDM) [48]

Table 2 MAPPIN'SDM-observer instrument [48]
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was applied to measure the extent of patient participation
in the decision-coaching sessions (possible range: 0 ‘compe-
tence was not observed' to 4 ‘excellent performance’). The
inventory comprises a set of nine indicators: six indicators
outline the chronological order of an SDM talk and three
contain meta-communicative components (see Table 2). In-
dicators 1 to 4 are a mandatory part of the decision-
coaching and indicators 5 to 6 are usually scheduled as part
of the final physician consultation, where there may be
some overlap. Six trained observers (five female, one male)
independently rated the ISDM behaviour of the nurse and
the patient as well as the interaction of the dyad (nurse and
patient), and came to a consensus. Finally, we calculated
the mean values of each indicator per unit (nurse, patient
and dYad) (Mindicatorl(MAPPIN'Onurse)i vee MindicatorQ(MAP'
PIN-O,u5e)» analogue for MAPPIN-O,,gien and MAPPIN-
Odyaa) and the mean total value of all indicators per unit
(M(MAPPIN-Opyyse)y M(MAPPIN-Opatient)s M(MAPPIN-
Odyad). We calculated the range of correct answers in the
knowledge test.

MAPPIN'SDM-Indicator Description

Measurement unit

Patient (focuses the Dyad (takes both patient
patient behaviour)  and professional behaviour
into account)

Nurse/Physician (focuses
the professional behaviour)

To draw attention to an identified
problem as one that requires a
decision-making process

Defining problem

To state that there is more than
one way to deal with the identified
problem

SDM key message

To structure the discussion of the
options in a way that is easy to
understand and easy to remember,

Discussing the options  a) structure

b) content  To explain and discuss the pros
and cons of the different options
c) EBPI To consider the criteria of evidence-

based patient information

Expectations and worries To explore / discuss the patient's
expectations (ideas) and concerns
(fears) about how to manage

the problem

Indicate decision To open the decision stage leading

to the selection of an option

Follow up arrangements To discuss plans for how to proceed

Preferred communication approach  To come to an agreement an the

preferred mede of information

exchange
Evaluation of patient To clarify whether the patient
understanding correctly understood the informati
on given by the nurse (clinician)
nurse To clarify whether the nurse

(clinician) has correctly understood
the patient’s point of view

Mean score of all indicators

MAPPIN-O,reer MAPPIN-Opagents  MAPPIN-Oqy g1

MAPPIN-Oprse2 MAPPIN-Opatient2 MAPPIN-O gy a1

MAPPIN’OnurSESa MAPPIN’ODahenGa MAPPIN’OdyadEa

MAPPIN-Oyyjrse3b MAPPIN-O,rse3n MAPPIN-Ouy a3t

MAPPlN’Onursek MAPPIN’OanentBC MAPPIN’OdyadBC

MAPPIN-Or s MAPPIN-Oparens MAPPIN-Ojyos

MAPPIN-Oy,yse5 MAPPIN-Otiens MAPPIN-O s

MAPPlN’onurﬂPﬁ
MAPPIN-Oy,rse7

MAPPIN’Opansmﬁ
MAPPIN-Opatientz

MAPP|N’Odyad5
MAPPIN-O gyo0i7

MAPPIN-O,,rse8 MAPPIN-Opatiera MAPPIN-Oyy e

MAPPIN-Opyren0 MAPPIN-Opyiems MAPPIN-Ogyuao

MAPPIN'Onurssmld\ MAPPIN'OanemLULaI MAPPIN'OLI)«admmI
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Observational data and the written feedback forms were
analysed descriptively by two researchers (BBH and KL).

Results

Sample

Two breast care centres agreed to participate (number
of primary cases of DCIS in 2013: N =40 and N = 19, re-
spectively). Each centre had one BCN and one oncology
nurse. The nurses were aged between 38 and 56 years
and had an average of 15 to 35 years of nursing experi-
ence. Only the BCNs were fully excused from their work
on the ward. The BCNs regularly participated in the
tumour board meetings, although their function was
mostly restricted to listening.

Five physicians participated. They were aged between
32 and 58 years and had between 9 and 30 years of work
experience in the treatment of breast cancer.

Seven women with DCIS aged between 46 and 76 par-
ticipated. All lesions were unifocal. Three women had
high grade (grade III) and three intermediate grade
DCIS; for one woman the grade was unknown.

Professionals’ expectations and worries before the
intervention

Only nurses who were excused from their work on the
ward considered that they would have enough time for
coaching. The physicians appreciated the low threshold
of decision-coaching by nurses. Only a few physicians
were concerned that the information provided by nurses
might be confusing for the patients. Splitting the
decision-making process between professions was ex-
pected to be a potential time saver for physicians. The
physicians rated patient involvement as important. They
considered the tumour board recommendations as being
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in principle the best options for the patient, and ascribed
high importance to it; however, they also stated that they
could accept women choosing another treatment option.

Recruitment strategy for women with ductal carcinoma in situ
Within the study period, ten women with DCIS were eli-
gible in both centres. The physicians were concerned that
some of the women (n =2) might be overburdened with
information and hence did not include them. One woman
declined because she had already made a final decision.

Women's expectations and acceptance of decision-coaching
The women expressed a high level of social pressure to
undergo treatment and feared they would die if they did not
accept the recommended treatment prior to the interven-
tion. They reported trust in the nurses’ competence before
the decision-coaching. Due to the incorrect administration
of the women’s structured feedback forms after decision-
coaching, only three out of seven questionnaires were
available for analysis, which was therefore omitted.

Women'’s knowledge

Prior to decision-coaching, women’s estimations of their
knowledge about breast cancer were heterogeneous. On
average, the women had good knowledge of the risks of
DCIS (score range 10—15 out of 15) after decision-coaching.

Patient involvement in treatment decision-making during
decision-coaching

Seven decision-coaching sessions led by nurses were
videotaped and analysed in terms of feasibility. On aver-
age, a basic level of ISDM was observed for nurses and
patient—-nurse dyads (M(MAPPIN-Ogyq): 2.15 and
M(MAPPIN-O,yyse): 1.90 (see Table 3). Higher standards

Table 3 MAPPIN'SDM cbserver-based results (N =7 decision-coaching sessions)

Indicator Mean ) Mean Mean
MAPPIN-O2 o1 0 MAPPIN-O2tientr o MAPPIN-O3,51 0
(Range) (Range) (Range)
1 Defining problem 186 (1-3) 0.71 (0-1) 200 (1-3)
2 SDM key message 1.00 (1-1) 0.14 (0-1) 1.00 (1-1)
3 Discussing the options a) structure 1.14 (0-3) 0.00 (0-0) 1.14 (0-3)
b) content 271 (1-4) 229 (1-4) 286 (2-4)
C) EBPI 3.00 (3-3) 143 (0-2) 3.00 (3-3)
4 Expectations and worries 2.29 (0-3) 3.00 (3-3) 3.00 (3-3)
5 Indicate decision 133 (0-2) 1.83 (0-3) 1.83 (0-3)
6 Follow up arrangements 1.83 (0-4) 1.33 (0-4) 1.83 (0-4)
7 Preferred communication approach 1.29 (0-2) 1.14 (0-2) 143 (0-2)
8 Evaluation of understanding patient 214 (1-3) 286 (2-4) 300 (2-4)
9 nurse 214 (1-3) 200 (1-3) 243 (2-3)
Mean Score of all indicators® (MAPPIN-O,apy 190 (1.27-2.64) 1.65 (1.22-242) 215 (1.73-2.73)

“Meaning of the score: o = The behaviour is not observed; 1 =The behaviour is observed as a minimal attempt; 2 = The basic competency is observed; 3 =The
behaviour is observed to a good standard; 4 = The behaviour is observed to an excellent standard
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were observed for explaining and discussing the pros
and cons of the different options and for considering the
criteria for EBPI (Mindicatorab{MAPPIN-Ogyaq): 2.86 and
MindicatorSc(MAPPIN’Odyad): 30)-

Lower standards were observed for stating that there is
more than one way to manage DCIS (SDM-key message)
(Mindicator2(MAPPIN-Qgy,a): 1.0), for opening the decision
stage leading to the selection of an option (Mjngicators(-
MAPPIN-Oygy,q):1.83) and discussing follow-up arrange-
ments for treatment (Mindicators(MAPPIN-Ogyqq):1.83).

Use of the DA, patient guidance and fact sheets

The materials were used as intended during decision-
coaching. The nurses judged the prompt cards and
decision guidance as useful and supportive for decision-
coaching. The physicians appreciated the DA, the
decision guidance and the fact sheets.

Applicability to the procedures in breast care centres

The nurses estimated the duration of the first pa-
tient contact (delivering the DA) to be about
15 min. The time between the first nurse contact
and the decision-coaching was between 2 and 7 days.
The mean duration of the coaching consultation was
36 min (range 23-82 min). After the coaching,
women were offered enough time to consider the
treatment options. If a woman was already sure
about her decision, the final physician consultation
arranged immediately after the
coaching. One physician appreciated the shorter con-
sultations with patients after they had received the
decision-coaching.

was decision-

Professionals’ attitude toward the intervention

Two out of five physicians reported that the decision-
coaching had improved patient involvement. One
physician thought that the information process was
neither simplified nor complicated by decision-coaching.
The majority was convinced that women were better in-
formed about treatment options compared to usual care.
Some physicians perceived a greater reluctance in
women to undergo radiation than previously. Nurses
had the overall impression that women with DCIS bene-
fitted from greater participation in treatment decision-
making. The physicians and nurses reported successful
inter-professional collaboration over the whole course of
the study. The physicians reported increased trust in
nurses’ competencies in decision-coaching. Nevertheless,
one nurse felt overburdened by counselling women with
DCIS. Most of the nurses appreciated the support of
their colleagues and physicians.
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Barriers and facilitators of the implementation

One nurse reported that ISDM was often hampered be-
cause the screening centres had already recommended
specific treatments before the initial visit to the breast
care centre, and the women felt obliged to follow these
recommendations. The physicians emphasised the need
for a clear-cut medical recommendation because they
felt that was what patients wanted.

The nurses indicated that the main decisional conflict
for women persisted in the decision between breast-
conserving surgery with or without radiation. In all but
one case, the physicians accepted the women’s decisions.
Initially, one woman chose breast-conserving therapy
without radiation as her preferred treatment option. Be-
cause this treatment option is not in line with medical
guidelines, the woman was sent to a radiotherapist to
discuss the treatment option with an expert. Finally, two
women opted for watchful waiting, two for breast-con-
serving surgery without radiation, two for breast-
conserving surgery with radiation and one for a
mastectomy.

Discussion

We developed and pilot tested a decision-coaching
programme involving specialised nurses to implement
ISDM in oncology. The pilot study showed that both
women with DCIS and their physicians trusted the nurses’
counselling competencies. The women achieved good
knowledge about DCIS and its treatment options, which
is a prerequisite for making an informed choice [3].

The nurses attained basic levels of carrying out ISDM.
Because the decision-making process was split between
nurses and physicians, the nurses could not achieve
maximum scores on some indicators of the MAP-
PIN'SDM instrument and thus lower scores do not indi-
cate insufficient competencies. However, in the
subsequent phase III study (cluster RCT) the training
will need to focus more on certain indicators, such as
the key message of SDM (see Table 2), although the
mutual ISDM-behaviour of patients and nurses was
already comparable with the physicians’ results in the
IT’S SDM study, in which an RCT was conducted
using the MAPPIN'SDM [49] to evaluate physicians’
SDM training.

We identified relevant barriers, such as healthcare pro-
fessionals’ beliefs about the treatment options for DCIS,
which are still the subject of controversial discussion
among experts [50, 51]. ISDM may be hampered by the
strong belief that treatment options other than those
recommended by the tumour board and clinical guide-
lines put women at risk regarding prognosis. Shepherd
et al. described similar concerns in a qualitative study
with 22 physicians in different oncological settings [52].
In fact, uncertainty about the balance between the
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